PATENTED MEDICINE PRICES REVIEW BOARD

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

AND IN THE MATTER OF
Apotex Inc., (the “Respondent”)
and the medicine “Apo-Salvent CFC Free” (“Apo-Salvent”)

NOTICE OF MOTION

Board Staff will make a motion to a Panel of the Patented Medicine Prices Review Board

(the “Board”) to discontinue this excessive-pricing proceeding (the “Apo-Salvent Matter”).

Background to this Motion

The Apo-Salvent Matter

1. By way of background, in a |Notice of Hearing dated July 8, 2008|, the Board announced

that it would hold a hearing into allegations of excessive pricing by Board Staff in respect of Apo-

Salvent CFC Free (“Apo-Salvent”) as set out in Board Staff’s June 17, 2008 Statement of|

Allegations| The Statement of Allegations sought, inter alia, a declaration that the Respondent,

Apotex Inc. (“Apotex”) sold Apo-Salvent at an excessive price, an order setting the maximum non-
excessive price of Apo-Salvent in Canada and an order requiring Apotex to take certain steps as
a result of any excess revenue finding, including payment of the excess revenues to Her Majesty

in right of Canada.

2. In its August 18, 2008 Response, Apotex took the position that, to the extent that the
Patent Act (the “Act”) grants authority to the Patented Medicine Prices Review Board (“PMPRB")

to regulate the prices of “generic” medicines sold in a competitive market, the Act was ultra vires
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the authority of Parliament under the Constitution Act, 1867. Apotex also denied selling Apo-

Salvent at an excessive price.!

3. The parties are in agreement that Canadian Patent No. 2,004,598, which subsequently
expired December 5, 2009, pertained to Apo-Salvent. Apo-Salvent is a bronchodilator used to

treat asthma, chronic bronchitis and related symptoms.

The Apotex Matter

4, Prior to the Notice of Hearing in the Apo-Salvent Matter, on December 27, 2007, Board

Staff commenced a failure-to-file proceeding (the “Apotex Matter”) by way of a

Application to the Board| The Notice of Application sought an order requiring Apotex to report

information to the PMPRB pursuant to the reporting requirements in the Act and the Patented
Medicines Regulations (the “Regulations”). More specifically, Board Staff sought an order, inter

alia, requiring Apotex to:

a. disclose whether Apotex was entitled to the benefit of any patents as the patent
owner, or was entitled to exercise any rights in relation to any patents, in respect
of an invention intended or capable of being used for a medicine or for the

preparation or production of a medicine;

b. disclose where the medicine has been or is being sold in Canada by the Apotex or

for which Apotex had received a Notice of Compliance;

!|Board Staff’s Replyf was submitted on September 8, 2008.
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c. provide the information referred to in s. 80 of the Act and in ss. 3 and 4 of the
Regulations in respect of any medicines sold in Canada by the Apotex for which
Apotex was a patentee of an invention pertaining to the medicine, other than Apo-

Salvent?;

d. provide the information referred to in s. 88 of the Act and s. 5 of the Regulations,
including revenues from sales in Canada by Apotex or its licensees, and
expenditures on research and development in Canada carried out by or on behalf

of Apotex, in respect of all of the Respondent's medicines, including Apo-Salvent.

5. Board Staff’s Notice of Application took the position that the PMPRB had jurisdiction with
respect to the pricing of any of Apotex’s medicines sold in Canada to the extent Apotex was a
patentee pursuant to subsection 79(1) of the Act in respect of an invention pertaining to the
medicine pursuant to subsection 79(2) of the Act. Board Staff further asserted that the
requirement to file information applied regardless of whether the medicine was described as a
“brand name” or a “generic”.? Board Staff identified as issues, whether Apotex was a patentee in
respect of patents held by a related entity, Apotex Pharmachem Inc.?, and whether Apotex
should be required to file its sales and research and development information for all its medicines

sold in Canada.

2 Apotex had previously accepted the jurisdiction of the PMPRB in respect of Apo-Salvent, and had filed the
requisite information in accordance with ss. 3 and 4 of the Regulations.

3 Apotex filed a|Response to Board Staff’s Notice of Application on April 4, 2008 Board Staff filed a to
Apotex’s Response to the Notice of Application on April 21, 2008.

4 On October 27, 2008, the Board grantedfor Board Staff to amend the Application to add Apotex
Pharmachem Inc. (“Pharmachem”) and another Apotex Technologies Inc. (“Technologies”) as Respondents. On
March 27, 2009, Board Staff filed itsfamended Notice of Application|adding Pharmachem and Technologies as
Respondents to the Apotex matter, and adding allegations related to them.




Page |4

6. In its response, Apotex claimed that Board Staff was attempting to assert jurisdiction in a
manner ultra vires the authority of Parliament under the Constitution Act, 1867. Apotex further
denied that it was a “patentee” under 79(1) of the Act, other than with respect to Apo-Salvent.
In addition, Apotex denied that it was required to file sales and research and development

information for all its medicines sold in Canada.

7. On October 2, 2008, Apotex brought a motion to consolidate the Apotex and Apo-Salvent

Matters, which the Board declined to grant.®

Canada (Attorney General) v. Sandoz Inc; Canada (Attorney General) v. Ratiopharm Inc,

8. While the proceedings in the Apotex and Apo-Salvent Matters were still pending, the

Board issued three decisions which are highly relevant to this motion:

a. PMPRB-08-D3-ratiopharm (the “ratiopharm Matter”)®,

b. PMPRB-08-D3-ratio-Salbutamol HFA (the “ratio-Salbutamol Matter”)’, and

c. PMPRB-10-D2-SANDOZ (the “Sandoz Matter”).2

9, The ratio-Salbutamol Matter focused on a medicine that, like Apo-Salvent, is a
bronchodilator used to treat asthma, chronic bronchitis and related symptoms®. The
jurisdictional issues in the ratio-Salbutamol Matter closely mirrored those in the Apo-Salvent

Matter, notably, in respect of the constitutionality of applying the PMPRB’s excessive pricing

®October 27, 2008 Decision: PMPRB-08-D1-Apotex — Preliminary Motions,
6 May 27, 2011 Decision: PMPRB-03-D3-ratio-Salbutamol HFA — Merits,
7 June 30, 2011 Decision: PMPRB-08-D3-ratiopharm — Merits.]

8 Bugust 1, 2012 Decision: PMPRB-10-D2-SANDOZ — Merits)
9[May 27, 2011 Decision: PMPRB-08-D3-ratio-Salbutamol HFA — Merits|paras 2 and 63-71
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regime to medicines sold by generic pharmaceutical companies. Indeed, ratio-Salbutamol HFA
ratiopharm Inc. (“ratiopharm”) was granted leave to intervene in the Apo-Salvent Matter on the
issue of the interpretation of the Act and the scope of the PMPRB’s jurisdiction!®. The Board
ultimately concluded that the provisions were constitutional, and ordered ratiopharm to pay

excess revenues.

10. In the ratiopharm Matter, Board Staff sought an order from the Board requiring
ratiopharm to file the information and documents set out in sections 80, 81, 88 of the Act, and
sections 3, 4, and 5 of the Regulations. As in the Apotex Matter, ratiopharm disputed that it was
a patentee under subsection 79(1) of the Act with respect to patents owned by other entities,
and was required to report its research and development expenditures. Ultimately, the Board
concluded ratiopharm was, indeed, a patentee in respect of certain medicines at issue in the
proceeding, and was obliged to report its research and development expenditures under section

88 of the Act.

11. In the Sandoz Matter, much like in the Apotex Matter and the ratiopharm Matter, Board
Staff sought an order requiring Sandoz Canada Inc. (“Sandoz”) to file the information and
documents set out in section 80, 81, 88 of the Act, and sections 3, 4, and 5 of the Regulations.
The jurisdictional issues in the Sandoz Matter included whether Sandoz was a patentee within
the meaning of subsection 79(1) of the Act, such that it has reporting obligations with respect to
its sales of patented medicines where the patents were held by other entities, and also whether

the PMPRB scheme could constitutionally apply to medicines sold by generic pharmaceutical

10 bctober 27, 2008 Decision: PMPRB-08-D1-APO-SALVENT|— Application for Leave to intervene by ratiopharm inc.
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companies. The Board concluded that Sandoz was a patentee and that the impugned provisions

of the Act were not unconstitutional in respect of generic pharmaceutical companies.!!

12. All three of the above-referenced decisions of the Board were the subject of applications

for judicial review brought by the respondents before the Federal Court and argued together.

Apotex, Apo-Salvent Matters held in abeyance pending judicial review/appeal proceedings

13. A case conference was held between the parties and the Board on September 26, 2011,
during which counsel for Apotex suggested that the Apotex and Apo-Salvent Matters be held in
abeyance pending Federal Court proceedings in respect of ratiopharm Inc. and the medicine

ratio-Salbutamol HFA.

14. On May 27, 2014, the Federal Court rendered a decision in the ratiopharm case,

[Ratiopharm Inc. v. Canada (Attorney General), 2014 FC 502} and in[Sandoz Canada Inc. v. Canadal

[(Attorney General), 2014 FC 501}

15. Both decisions were appealed and heard together before the Federal Court of Appeal.

16. The Federal Court of Appeal’s decision in|Canada (Attorney General) v. Sandoz Inc; Canadd

|(Attorney General) v. Ratiopharm Inc, 2015 FCA 249|(”Sandoz/Ratiopharm FCA”) was released on

November 6, 2015. In that decision, the Federal Court of Appeal:

11 The Apotex Matter, the Apo-Salvent Matter, the Sandoz Matter, the ratiopharm Matter and the ratio-
Salbutamol Matter were all commenced prior to the adoption of the current Policy on Generic Medicines.
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a. Upheld the Board’s findings in respect of the application of the “generic
pharmaceutical industry” not being conducive to defining legal rights under the

Act and Regulations;

b. Upheld the Board’s findings concerning the ability of a pharmaceutical company
to qualify as a patentee by virtue of an implied license, despite not being the

owner of the patent;

c. Upheld the constitutionality of the PMPRB pricing and reporting scheme in respect

of generic pharmaceutical companies.

17. On [December 2, 2015, Board Staff wrote| to the Board to inquire into the status of the

Apotex and Apo-Salvent matters. In a December 7, 2015 letter in response| the Board informed

the parties that both the Apotex and Apo-Salvent matters would be held in abeyance until the

expiry of all available appeal routes.

18. The application for leave to appeal the Sandoz/Ratiopharm FCA decision to the Supreme

Court of Canada was discontinued on September 8, 2016.

Grounds for discontinuance of this proceeding

19. While the Patented Medicine Prices Review Board Rules of Practice (the “Rules”) do not
expressly address the discontinuance of a proceeding, Rule 5.02 of the Rules provides that any
procedural matter not provided for in the Act, the Regulations or the Rules which arises in any
proceeding may be dealt with in any manner that the Board Panel directs in order to ensure the

fair and expeditious conduct of any proceeding. Section 97 of the Act provides that all
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proceedings before the Board shall be dealt with as informally and expeditiously as the

circumstances and considerations of fairness permit.

20. As set out above, this proceeding was commenced by Notice of Hearing nearly ten years
ago, and did not proceed beyond the pleading’s stage. No documents were exchanged between

the parties, and no evidence on the merits was filed.

21. In light of the|Sandoz/Ratiopharm FCA decision |referenced above, Board Staff’s position

is that there is no significant and novel legal issue for the Board to decide in the Apo-Salvent
Matter. The scope of the “patentee” definition under the Act, as it relates to generic
pharmaceutical companies, and the obligations of those companies to provide information to the
PMPRB, have been clearly laid out by the Federal Court of Appeal, and the constitutional
applicability of the PMPRB’s excessive pricing scheme as applied to generic drug companies has

been upheld.

22. Additionally, the ‘598 patent at issue in this proceeding expired nearly 8 years ago on
December 5, 2009. Board Staff’s understanding is that, during the period when it was marketed,
Apo-Salvent comprised a relatively small percentage of the Canadian market for salbutamol

inhalers (approximately 15% or less).1?

23. Accordingly, given these highly unique circumstances, it would not be in the public
interest, and would not be an appropriate use of the Board’s time and resources, to further

pursue this excessive pricing proceeding.

12 becision dated May 27, 2011 (PMPRB-08-D3-ratio-Salbutamol HFA — Merits)lat paras 64-65.
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24, Board Staff believes that it should be possible for this motion to be dealt with in writing,

and invites further direction from the Board on process or other issues.

DATED at Ottawa, this 22" day of June, 2017.

TO:

AND TO:

Original signature redacted

Conway Baxter Wilson LLP/s.r.l.

400-411 Roosevelt Ave.
Ottawa, ON K2A 3X9

David K. Wilson
Calina Ritchie
Julie Mouris

Tel: 613-288-0149
Fax: 613-688-0271

Counsel to Board Staff

Patented Medicine Prices Review Board
Standard Life Centre

333 Laurier Ave west, Suite 1400
Ottawa, ON K1P 1C1

Tel.: 613-954-8299
Fax: 613-952-7626
Email: guillaume.couillard@pmprb-cepmb.gc.ca

Stikeman Elliott LLP

5300 Commerce Court West
199 Bay Street

Toronto, ON M5L 1B9

Tel.: 416-869-5507 / 416-869-5529
Fax:  416-947-0866

Katherine Kay
Daniel S. Murdoch

Counsel for the Respondent




PATENTED MEDICINE PRICES REVIEW BOARD

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

AND IN THE MATTER OF

Apotex Inc., Apotex Pharmachem Inc. and Apotex Technologies Inc. (the

“Respondents™)

AMENDED NOTICE OF APPLICATION

TAKE NOTICE THAT Board Staff will bring an application before the Patented
Medicine Prices Review Board (the “Board” or the “PMPRB”) for hearing on a day to be
determined by the Board.

THE APPLICATION IS FOR:

1. An Order requiring the Respondents, Apotex Inc. (“Apotex”), Apotex Pharmachem

Inc. (“Pharmachem™) and Apotex Technologies Inc. (“Technologies™), to disclose

to Board Staff,

a. whether the Respondents are entitled to the benefit of any patents as the

patent owner, or are entitled to exercise any rights in relation to any
patents, in respect of an invention intended or capable of being used for a
medicine or for the preparation or production of a medicine; and

b. whether any medicine to which such a patent pertains has been or is being

sold in Canada by the Respondents or whether the Respondents have

received a Notice of Compliance in respect of the medicine.

2. An Order pursuant to subsections 81(1) and 88(1) of the Act requiring Apotex to

provide to Board Staff:






a. the information referred to in section 80 of the Act and in section 3 of the
Patented Medicines Regulations, 1994 (“the Regulations™), in respect of
any medicines sold in Canada by Apotex or for which Apotex has received
a Notice of Compliance, for which Apotex is a “patentee of an invention
pertaining to [the] medicine”, other than Apo-Salvent (PMPRB Form 1);

b. the information referred to in section 80 of the Act and in sections 4 of the
Patented Medicines Regulations, 1994 (the “Regulations™), in respect of
any medicines sold in Canada by Apotex for which Apotex is a “patentee
of an invention pertaining to [the] medicine”, other than Apo-Salvent
(PMPRB Form 2); and,

c. the information referred to in section 88 of the Act and in section 5 of the
Regulations, including the identity of any licensees in Canada of Apotex,
the revenues from sales in Canada by Apotex or its licensees, and
expenditures on research and development in Canada carried out by or on
behalf of Apotex, in respect of all of Apotex’s medicines, including Apo-
Salvent (PMPRB Form 3).

In the alternative,

a pursuant to subsection 81(1) of the Act and subsections 4(5) and 4(6) of

the Regulations, an Order requiring Pharmachem to provide Board Staff

the information referred to in paragraph 4(1)(f) of the Regulations

(PMPRB Form 2, Block 4 and 5), in respect of any medicines sold in

Canada by Pharmachem to Apotex, for which Pharmachem is a “patentee

of an invention pertaining to [the] medicine’”:
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pursuant to subsection 81(1) of the Act, an Order requiring Technologies

to provide Board Staff the information referred to in section 80 of the Act

and in section 3 of the Regulations (PMPRB Form 1), in respect of any-

medicines for which Technologies has a Notice of Compliance or which

Technologies is offering for sale in Canada.

THE GROUNDS FOR THE APPLICATION ARE:

A.

Disclosure and Reporting of Information on the Identity and Price of any
Medicines Sold in Canada by the Respondents as a Patentee of an Invention
Pertaining to a Medicine

Legislative and Regulatory Framework

Subsection 79(1) of the Act defines a “patentee” as the person entitled to the benefit
of the patent and includes any other person entitled to exercise any rights in relation
to that patent.

The definition of “patentee” includes not only a patent owner but anyone entitled to
exercise any rights in relation to a patent such as under a licensing agreement or
through some form of consent with the patent owner.

Subsection 79(2) of the Act provides that a patent for “an invention pertains to a
medicine” if the invention is intended or capable of being used for medicine or for
the preparation or production of the medicine.

There is no requirement that the patent actually be used for the medicine or the
preparation or production of the medicine.

Board Staff submits that the PMPRB has jurisdiction with respect to the pricing of

any of the Respondents’ medicines in Canada if:






a. the Respondents are patentees pursuant to subsection 79(1) of the Act;
b. in respect of an invention pertaining to the medicine, pursuant to
subsection 79(2) of the Act; and

¢. Apotex is selling or has sold the medicine in any market in Canada.
Paragraph 80(1)(a) of the Act and subsection 3(1) of the Regulations require a
patentee of an invention pertaining to a medicine who is selling or has sold the
medicine in any market in Canada to report to the PMPRB prescribed information
identifying the medicine (PMPRB Form 1). Pursuant to subsection 3(2) of the
Regulations, the prescribed information must be reported if (1) a Notice of
Compliance has been issued in respect of the medicine or (2) if the medicine is
being offered for sale in Canada. Pursuant to subsection 3(3) of the Regulations, the
prescribed information must be provided within the earlier of (1) 30 days after the
date on which the first Notice of Compliance is issued in respect of the medicine or
(2) 30 days after the date on which the medicine is first offered for sale in Canada.
Paragraph 80(1)(b) of the Act and subsection 4(1) of the Regulations require a
patentee of an invention pertaining to a medicine who is selling or has sold the
medicine in any market in Canada to report to the PMPRB prescribed information
identifying the medicine and concerning the price of the medicine (PMPRB Form
2). Pursuant to subsections 4(2) and 4(3) of the Regulations, this information must
be reported within 30 days after the 30-day period following the date of first sale in
Canada of the medicine, in respect of this period, and within 30 days after each six
month period commencing on January 1 and July 1 of each year, in respect of each

of these periods.
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10.

not apply to a medicine sold by a patentee or former patentee to a person with

whom they do not deal at arm’s length or to another patentee or former patentee.

Subsection 4(6) provides that if the patentee or former patentee sells the medicine to

a person with whom they do not deal at arm’s length and who is not required to

provide information under paragraphs 80(1)(a) or (2)(a) of the Act, the patentee or

former patentee shall provide the information required under paragraph (1)(f) in

respect of any resale of the medicine by the person (PMPRB Form 2, Blocks 4 and

5).

Communications between Board Staff and Apotex

On February 27, 2007, Board Staff informed Apotex that Board Staff had
discovered a number of patents owned by Pharmachem that pertain to some of
Apotex’s generic medicineé, which are sold in Canada. Board Staff advised Apotex
that as patented drug products sold in Canada, these generic medicines are under
the jurisdiction of the PMPRB and therefore Apotex is required to file information
identifying these medicines and concerning the prices of these medicines, pursuant
to sections 3 and 4 of the Regulations.

On March 5, 2007, Apotex advised Board Staff that Pharmachem and Apotex are
separate legal entities and that Apotex does not make use of any of the patents
discovered by Board Staff in the sourcing and manufacturing of its finished
product.

On March 26, 2007, Board Staff informed Apotex that pursuant to section 79 of the

Act, the definition of a “patentee” falling under the PMPRB’s jurisdiction is much
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wider in scope than the simple inclusion of the patent holder. Board Staff advised
Apotex that if Apotex is entitled to exercise any rights in relation to any patents
held by Pharmachem and/or any other patentee, Apotex would be considered a
“patentee”. Board Staff also noted that a “patent pertains” to a medicine if it is
intended or capable of being used for medicine or for the preparation or production
of medicine and there is no requirement that the patents actually be used in the
production of medicine. Therefore, Board Staff informed Apotex that whether
Apotex is actually using any of these patents in the sourcing and manufacturing of
its finished product is not determinative of the issue. Board Staff requested that
Apotex advise Board Staff as to whether it is entitled to the benefit of any patents
owned by Apotex Pharmachem Inc., including those listed in Board Staff’s letter
dated February 27, 2007 and additional Canadian Patents found on Apotex
Pharmachem Inc.’s website and/or patents owned by any other patentee. Board
Staff also requested that Apotex provide Board Staff with a list of any medicines
sold in Canada by Apotex that fall under the jurisdiction of the PMPRB in light of
the definitions of “patentee” and “patent pertains”, and file information on the
identity and prices of these medicines pursuant to the Regulations.

The Involvement of Pharmachem and Technologies

As mentioned in paragraph 8, Pharmachem is the listed owner of a number of

patents which pertain to medicine sold by Apotex in Canada. Pharmachem also

manufactures, or has manufactured, the active ingredient of a number of these

medicines which it then sells, or has sold, to Apotex in a non-arm’s length

transaction. Board Staff submits that Apotex is the beneficiary of a non-exclusive
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licence in respect of any patents held by Pharmachem and thus constitutes a

patentee within the meaning of subsection 79(1) of the Act.

If the Board is of the view that Apotex is not a patentee within the meaning of

10C.

subsection 79(1) of the Act, Board Staff submits that Pharmachem is a patentee and,

pursuant to subsections 4(5) and 4(6) of the Regulations, should be filing with the

Board the required information under paragraph 4(1)}f) of the Regulations in

respect of any resale of medicine by Apotex (PMPRB Form 2, Blocks 4 and 5).

Pursuant to an Order of the Board dated October 27, 2008, Apotex filed with the

10D.

Board certain agreements between itself and Pharmachem and between itself and

Technologies. Pursuant to _a Research and Development Agreement between

Apotex and Pharmachem’s predecessor, Brantford Chemicals, dated April 1, 2000,

any patent developed by Brantford Chemicals in conducting research pursuant to

the agreement belonged exclusively to Apotex. Consequently, while Pharmachem is

listed as the owner of some patents, it appears that Apotex became the real holder of

at least some of these patents and the beneficiary of those rights as of April 1, 2000,

Effective April 3, 2003, however, Apotex entered into an IP & Technology

10E.

Purchase Agreement with Technologies pursuant to which it transferred its patent

rights to Technologies. Accordingly, it appears that from April 3, 2003 onwards,

Technologies may be the real patent holder of certain patents in respect of which

Apotex or Pharmachem is listed as the patent owner.

In addition, Technologies is listed as the owner of at least two patents which pertain

to medicines sold in Canada by Apotex. On April 3, 2003, Apotex and

Technologies entered into a Technology License Agreement, whereby Apotex
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acquired a non-exclusive, non-assignable license to use Technologies’ patents.

Board Staff submits that, as a non-exclusive licensee of Technologies’ patents,

Apotex is entitled to exercise rights in relation to such patents and constitutes a

patentee within the meaning of subsection 79(1) of the Act.

Apotex has taken the position that Technologies holds the Notices of Compliance

11.

12.

13.

for several medicines sold by Apotex in Canada. In the event that Technologies

holds these Notices of Compliances, which is denied by Board Staff. then

Technologies has an obligation pursuant to section 81(1) of the Act and subsection

3(2) of the Regulations to file with the Board the information listed in subsection

3(1) of the Regulations (PMPRB Form 1) in respect of the medicines for which

Technologies holds a Notice of Compliance or which Technologies is offering for

sale in Canada.

Reporting of Information on the Identity of Licensees and Revenues and
Research and Development Expenditures

Legislative and Regulatory Framework

The Respondent, Apotex, is a licensee of the Canadian Patent 2,004,598 (the ““598
patent”), which pertains to its medicine, Apo-Salvent, and is a “patentee in respect
of an invention pertaining to a medicine” pursuant to section 79 of the Act.

Apotex began selling Apo-Salvent in Canada on October 1, 2002, following the
issuance of the ‘598 patent, and continues to sell the said patented medicine in
Canada. As such Apotex falls under the jurisdiction of the PMPRB.

Subsection 88(1) of the Act and subsection 5(1) of the Regulations require the
patentee of an invention pertaining to a medicine, who is selling or has sold the

medicine in any market in Canada, to report to the PMPRB prescribed information





14.

15.

16.

17.

concerning the identity of any licensees in Canada of the patentee, the revenues
from sales in Canada by the patentee or its licensees, and expenditures toward the
costs of research and development (“R&D”) in Canada carried out by or on behalf
of the patentee, for all of the patentee’s medicines (PMPRB Form 3). Pursuant to
subsection 5(2) of the Regulations, this information must be reported for each
calendar year and must be submitted within 60 days after the end of each calendar
year.

Apotex has, to date, in contravention to its statutory obligations, refused and/or
failed to report the revenues from sales in Canada by it or its Canadian licensees
and expenditures on R&D carried out in Canada by or on behalf of Apotex, with
respect to all of its medicines for each of the calendar years 2002, 2003, 2004, 2005
and 2006.

As a result of Apotex’s failure to provide the said information, the Board is unable

to report the revenues and R&D expenditures as per its statutory mandate.

Communications between Board Staff and Apotex

On August 18, 2006, counsel for Apotex informed Board Staff that Apotex does not
dispute the assertion of jurisdiction by the PMPRB regarding Apo-Salvent (the 598
patent), of which Apotex is a licensee.

On September 27, 2006, Board Staff informed Apotex that it was in failure to file
revenues and R&D expenditures in Canada for all its medicines for each year since
the date of first sale of Apo-Salvent, pursuant to subsection 88(1) of the Act and the

Regulations, and requested that Apotex provide this information
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18. On October 5, 2006, counsel for Apotex outlined Apotex’s position that as a
generic pharmaceutical manufacturer, its revenues and R&D expenditures are not
properly reportable to the PMPRB as a significant amount of this information is
unrelated to the ‘598 patent. Apotex noted that the bulk of its revenues are earned
from pharmaceuticals that do not contain patented medicines and it has not
conducted any R&D on Apo-Salvent.

19. On December 6, 2006, Board Staff informed counsel for Apotex that the
requirement to file the said information is determined by whether the manufacturer
is a “patentee of an invention pertaining to a medicine” and not by whether the
manufacturer is labeled as a “brand-name” or a “generic” pharmaceutical
manufacturer. As Apotex is a licensee of the ‘598 patent which pertains to its
product, Apo-Salvent, Apotex is a “patentee of an invention pertaining to a
medicine”. Board Staff requested that Apotex reconsider its refusal to file the said
information. Board Staff also advised that if Apotex had not conducted any R&D in
Canada, it should simply report nil expenditure.

20.  On April 23, 2007, Board Staff informed Apotex that that it was still in failure to
file revenues and R&D expenditures in Canada for all its medicines and if it did not
file the required information within a further time period provided, the matter

would be referred to the Board.

THE FOLLOWING DOCUMENTARY EVIDENCE will be used at the hearing of the
Application:

1. Affidavit(s) evidence in support of its application, together with exhibits ;
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2. Written Submissions; and

3. Such further or other documentary evidence as Counsel may advise and the Board
may permit.

THE BOARD STAFF WISHES TO USE the English language at the hearing of this

application.

DATED at Ottawa this 27™ day of December, 2007, amended the 27™ day of March,

2009. /7/( L Gt

Borden Ladner GervaisLL
World Exchange Plaza

100 Queen Street, Suite 1100
Ottawa, ON K1P 1J9

Tel:  (613) 787-3521

Fax: (613)230-8842

Email: gpratte@blgcanada.com
neffendi@blgcanada.com

Guy J. Pratte /Nadia Effendi
Counsel for Board Staff

TO: Patented Medicine Prices Review Board
Standard Life Centre
33 Laurier Avenue West, Suite 1400
Ottawa, ONK1P 1C1

Tel: (613) 954-8299
Fax: (613) 952-7626
Email: sdupont@pmprb-cepmb.gc.ca
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IN THE MATTER OF the Patent Act R.S.C. 1985, c. P-4,
as amended

AND IN THE MATTER OF

Sandoz Canada Inc.
(the “Respondent”)

Introduction and Overview

1. This proceeding was commenced by a Notice of Application (the “Application”)
issued by the staff of the Board (“Board Staff”) in which Board Staff sought an order
pursuant to sections 81 and 88 of the Patent Act (the “Act”) requiring the
Respondent, Sandoz Canada Inc. (“Sandoz”) to provide the Board with the
information and documents referred to in sections 80, 81 and 88 of the Act and in
sections 3, 4, and 5 of the Patented Medicines Regulations (the “Regulations”).

2. The Board regulates the maximum average price at which patented medicines may
be sold in Canada. The information that Board Staff believes Sandoz is obliged to
file relates primarily to the average prices at which Sandoz has sold medicines that
Board Staff allege are patented medicines. In the normal course, Board Staff would
analyze this information to determine whether the medicines in question have been
sold at “excessive” prices, in the sense of that term in the Act.

3. There is no issue in this proceeding as to whether the pricing of any medicine sold
by Sandoz is or has been excessive. The only issue is whether Sandoz is obliged to
file the information that would enable Board Staff to form an opinion on that point. If
this panel of the Board (the “Panel") orders that the information in question be filed
and if Board Staff, on reviewing the information, forms the opinion that none of the
medicines in question is or has been excessively priced during the periods in
guestion, that will be the end of the matter insofar as those medicines and the
periods in question are concerned.

4. However, if Board Staff forms the opinion that any of the medicines are or have been
excessively priced, discussions likely will ensue between Board Staff and Sandoz. If
no resolution of the matter is reached, Board Staff will ask the Chairperson of the
Board to commence a proceeding so that the matter can be considered by a panel
of the Board. If, on reviewing the information presented by Board Staff, the Chair
decides that such a proceeding is in the public interest, the Chair will appoint a panet—
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of the Board and a hearing will ensue, in which the question of whether or not the
medicine is or has been excessively priced will be examined.

5. Only a “patentee” of an invention pertaining to medicine, as defined in the Act, is
obliged to file the information in question, and price their medicines in accordance
with the Act.

6. Section 2 of the Act provides the general definition of “patentee” as "the person for
the time being entitled to the benefit of a patent”. This is not, however, the definition
that is specific to persons who are required to provide the information in question to
the Board.

7. Subsection 79(1) of the Act provides a specific definition of “patentee” for those who
are subject to the jurisdiction of the Board; that is, patentees in respect of inventions
pertaining to medicines. The definition begins with the wording of section 2, and
then expands on the category of persons who are patentees for the purposes of the
Board'’s jurisdiction:

“patentee”, in respect of an invention pertaining to a medicine, means the
person for the time being entitled to the benefit of the patent for that
invention and includes, where any other person is entitled to exercise any
rights in relation to that patent other than under a licence continued by
subsection 11(1) of the Patent Act Amendment Act, 1992, that other
person in respect of those rights;

8. Subsection 79(2) then provides that, for the purposes of subsection 79(1) and
sections 80 to 101, "an invention pertains to a medicine if the invention is intended or
capable of being used for medicine".

9. Board Staff takes the position — and has the burden of establishing — that Sandoz is
a person “entitled to the benefit of” and/or “entitled to exercise any rights in relation
to” certain patents that pertain to medicines, and is thus a patentee within the
expanded definition of patentee in subsection 79(1) of the Act. The position of
Board Staff is that Sandoz is a patentee with respect to five patented medicines.
Hence Board Staff seeks the sales and pricing information required to be filed by
such a patentee.

10.Sandoz does not, so far as the Panel is aware, hold any patents, and Board Staff
does not allege otherwise. The position of Board Staff may be summarized as
follows: Sandoz is a wholly owned subsidiary of Novartis Canada Inc., which is itself
a wholly owned subsidiary of Novartis AG. Novartis AG holds the patents in
guestion, either directly or through other subsidiaries that it owns or controls.
Novartis Pharma AG, also a wholly owned subsidiary of Novartis AG, holds most or
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all of the patents owned by the Novartis Group. Novartis AG mandates and
authorizes Sandoz to sell medicines in Canada, including medicines to which
patents held directly or indirectly by Novartis AG pertain. These sales would be
actionable patent infringement but for this authorization. Therefore Sandoz is a
“patentee” within the meaning of that term in subsection 79(1) of the Act because it
is “entitled to the benefit” of and/or is “exercising any rights in relation to” those
patents.

11.Board Staff argues that this position is supported both by the plain meaning of
subsection 79(1) and by the purpose of the Act: if a patentee such as Novartis AG
would be subject to the Board’s jurisdiction if it directly sold a patented medicine in
Canada, it cannot avoid the Board’s jurisdiction simply by creating a wholly-owned or
controlled subsidiary through which the medicine is sold.

12. At this point some background is in order. In two previous cases, a panel of the
Board was called on to interpret subsection 79(1)* [footnote proper names of ratio-
salbutamol and ratiopharm jurisdiction cases]. In those cases, Board Staff argued
that although (as in this case) the alleged patentee, ratiopharm Inc., did not hold any
patents, the commercial agreements between the patent holders and ratiopharm, in
the context of the pharmaceutical distribution chain, brought ratiopharm within the
ambit of the definition of “patentee” in subsection 79(1). The panel hearing those
cases agreed that ratiopharm was a person “entitled to the benefit of” or “entitled to
exercise any rights in relation to” the patents in question, despite the fact that
ratiopharm did not itself hold any patents pertaining to the medicines in question.

13.The instant case raises a similar, but different issue. Unlike the ratiopharm cases,
the evidence in this case establishes that there are no express licenses or
distribution agreements between Sandoz and a patentee (Novartis AG or otherwise)
that could entitle Sandoz to the benefit of, or to exercise rights in relation to, patents
pertaining to a medicine.

14.Nonetheless, Board Staff takes the position that the very relationship of Novartis AG
(the ultimate parent) to Sandoz (a wholly owned subsidiary) and the manner in which
the Novartis group of companies operate regarding the sale of patented medicines in
Canada, bring Sandoz within the definition of patentee in subsection 79(1).

15. As to subsection 79(2), patents pertaining to medicines, Board Staff identified
several drugs in respect of which it alleged that Sandoz was a patentee: Sandoz
Cyclosporine, Sandoz Ondansetron, Sandoz Famciclovir, Sandoz Estradiol Derm,
Sandoz Azithromycin and Sandoz-Terbinafine. As Sandoz is not filing information in
relation to these medicines with the Board, the identification of these medicines was

! PMPRB-08-D3-ratio-Salbutamol HFA, May 27, 2011; PMPRB-08-D3-ratiopharm, June 30, 2011
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at the time of the Application tentative. By the time of final argument Board Staff
was satisfied that Sandoz Ondansetron did not belong on the list.

16. Sandoz takes the contrary position. It notes that Sandoz does not own any patents,
is not the express licensee of any patents and should not be considered the implied
licensee of any patents. Sandoz notes that Novartis AG has expressly licensed its
patents to Novartis Canada Inc., and argues that this contradicts the proposition of
Board Staff that the corporate relationship and manner of dealing with the patents
and the medicines between Sandoz and Novartis AG makes Sandoz a patentee
within the meaning of subsection 79(1). Sandoz notes that it has never behaved like
a patent holder or licensee in any way, including the fact that it has never sued
anyone for patent infringement or alleged that anyone is infringing a Novartis patent.

17.With respect to the subsection 79(2) and the question of whether any of the patents
identified by Board Staff pertain to the medicines in question, Sandoz provided
several arguments as to why they did not. These are summarized later in these
reasons.

18.Sandoz also challenges the constitutionality of the provisions of the Act that
established the Board insofar as Board Staff attempt to apply them in the context of
the generic drug industry.

19.1t is a fair generalization to say that the pharmaceutical industry is divided between
“research-based” (or “name brand”) companies that focus on research activity aimed
at the development and marketing of new, typically patented medicines, and
“generic” companies that typically focus on marketing medicines that have come off-
patent.

20.These are not however, water-tight categories. Some “generic” companies hold
patents. Some “brand name” companies participate in the generic market by
licensing or making similar arrangements with arms-length generic companies to
market generic versions of their patented medicines. Some companies, such as
Novartis AG, participate in the generic markets both through arrangements with
arms-length parties and through affiliates. In the case of Novartis AG, its Sandoz
group of subsidiary companies is used for its primary participation in markets for
generic medicines.

21.Sandoz is a “generic” drug company; that is, the type of pharmaceutical company
that typically sells medicines when the medicines have come off patent. Sandoz
does not argue that a generic drug company cannot be a patentee. Indeed, Sandoz
once held a patent and when it did so it filed the requisite sales and pricing
information with the Board. However, Sandoz argues that, among other things, its
status as a generic drug company is relevant to a purposive interpretation of the Act,
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and subsection 79(1) in particular, because the purpose of the Act (Sandoz argues)
is to control the prices of patented medicines sold by name brand companies and
not to control the prices of patented medicines sold by generic drug companies.

The Issues

22.Though the evidence and arguments were voluminous, the issues in the case are
quite narrow. The parties agreed that there are two issues before the Panel:

I. Is Sandoz a patentee within the meaning of subsection 79 of the Act, such
that it has reporting obligations with respect to its sales of patented
medicines?

ii. Are the sections of the Act that established the Board constitutional insofar as
they are sought to be applied to (as Sandoz describes itself) “a reseller of
therapeutically equivalent generic medicines as a second or subsequent
market entrant in a provincially price-regulated, competitive market?

The Evidence

23.The evidence in this proceeding was by way of production, affidavits and cross-
examination on the affidavits.

Board Staff presented the affidavits of three witnesses:

a. Ginette Tognet, a senior member of Board Staff, provided evidence on the
manner in which the Board operates, the corporate relationship between
Novartis Canada Inc. and Sandoz, the relationship of Sandoz to patents
alleged to pertain to the medicines in question, and the fact that Sandoz
was not filing patentee information with the Board;

b. Daniel Sher, a patent agent, provided evidence on the manner in which
each of the patents in question “pertains” to a medicine being sold by
Sandoz in Canada; and

c. Dr. Richard Schwindt, an economist, replied to evidence tendered by
Sandoz regarding how generic companies hold patents and participate in
the market.
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Board Staff also examined (under the authority of a subpoena issued by the Board)
a representative of Novartis Canada Inc., its Associate General Counsel Thea
Discepola, and obtained documents (pursuant to a Board order) from Sandoz and
Novartis Canada Inc.

Sandoz presented the affidavits of three witnesses:

a. Christian Danis responded primarily to the affidavit of Ms. Tognet,
addressing matters such as the corporate structure and relationships
between Sandoz, its affiliates and their parent;

b. Leonard Arsenault responded primarily to the evidence of Mr. Sher
regarding the connections between the patents and the medicines in
guestion; and

c. Dr. Jonathan Putnam, an economist, who discussed the purpose of the
patented medicine price regulation provisions of the Act and whether
Sandoz should be considered a patentee within the meaning of subsection
79(1) of the Act.

With great respect to the effort that the parties put into this evidence, and the
credentials of the witnesses, the Panel did not find that it needed or ought to rely on
the opinion portions of the evidence of the second and third of each parties’
witnesses; that is, the evidence as to whether (i) the patents in question pertained to
the medicines in question; and (ii) whether generic pharmaceutical companies have
or exercise market power.

In terms of whether the patents in question pertain to the medicines at issue, the
Panel was able to come to the conclusions outlined in these reasons without relying
on any expert (or putative expert) opinions. This matter is discussed in greater
detail later in these reasons.

As to whether generic pharmaceutical companies have or exercise market power,
we refer to the case of ICN Pharmaceuticals. Market power has been addressed in
several Board and Federal Court decisions since. The conclusions are as follows:

a. The jurisdiction of the Board to regulate the price of patented medicines is
premised on the potential that a patentee could exercise market power
and thereby charge excessive prices for a patented medicine;

b. However, the only finding that the Board must make in order to have
jurisdiction over the price of a medicine is that a patent pertains to the
medicine;
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c. The Board is not required to determine whether, in the case of a particular
patented medicine for a particular period of time, the patentee had and/or
was exercising market power such as would have allowed the patentee to
influence the pricing of the medicine;

d. The Act contains no such requirement and the Courts have not purported
to impose it;

e. Such a requirement would create an onerous, and likely often impossible,
burden for Board Staff to meet; and

f. Such a requirement could call for expertise that the Board does not have.

The Act does not differentiate between generic patented medicines and brand name
patented medicines. The only concept in the Act relevant to this discussion is that
of a patent for an invention pertaining to a medicine. The Panel can see no reason
why the discussion above regarding market power would not apply equally to
generic patented medicines and brand name patented medicines. Once a person is
a patentee of a patent that pertains to a medicine, that person has the potential to
exercise market power in relation to that medicine and potentially charge excessive
prices whether the medicine is generic or brand name. As noted above, some
generic pharmaceutical companies hold patents and some brand name companies
sell generic medicines that are protected by patents.

Accordingly, having considered the evidence and argument in relation to the
opinions in the affidavits and cross-examinations of Messrs. Sher, Schwindt,
Arsenault and Putnam, these reasons will focus on the facts in the evidence of
those witnesses and in the evidence of Ms. Tognet and Mr. Danis.

Discussion

(i) Is Sandoz a Patentee Within the Meaning of s. 79 of the Act.

(a) Is Sandoz Entitled to a Benefit or Rights in Relation to Patents?

31.This case is primarily one of statutory interpretation. There were relatively few facts

32.

in dispute. The question of statutory interpretation is whether the corporate
relationship of Sandoz to, and its manner of dealing with, its parent and its parent’s
affiliates (those who uncontentiously could be “patentees” within the meaning of
subsection 79(1) of the Act), makes Sandoz itself a patentee within the meaning of
subsection 79(1) of the Act.

Sandoz took the position that (a) it cannot be; and (b) it is not, a patentee within the
meaning of subsection 79(1) of the Act. The submissions of Sandoz on the
interpretation of subsection 79(1) included a very extensive discussion of its
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individual words and phrases, including those in the French version of the Act.
Without attempting to do justice to the comprehensiveness of the submissions, the
Panel observes that the thrust of the position is that a company in the position of
Sandoz, holding neither patents nor licenses to patents, cannot be said to have the
benefit of, or to be able to exercise any of the rights in relation to, patents. Sandoz
adds that it would not be in a position to exercise any market power or have any
impact on the market such as might engage the purposes for which the Board was
created.

33.Sandoz further argued that its status as an ultimately wholly-owned subsidiary of
Novartis AG could not, on its own, give rise to “patentee” status in relation to patents
held directly or indirectly by Novartis AG. Sandoz argued that it is incorrect to imply
a grant of “rights in relation to” a patent from the patent holder to a subsidiary in the
absence of an agreement to that effect or conduct that implies such a grant. Sandoz
notes (and Board Staff does not allege otherwise) that there are no agreements
between Sandoz and any Novartis company regarding any patents.

34.Sandoz emphasized, correctly in the Panel’'s view, that the question before the
Panel was not, as Board Staff sometimes discussed it in oral argument, whether
Sandoz was, in the course of selling patented medicines, receiving benefits in
relation to patents, but whether it was entitled to benefits, or to exercise rights, in
relation a patent.

1. Approach to Interpretation

35.Both parties agreed that the Panel must take a purposive approach to the
interpretation of the Act, and of subsection 79(1) in particular. The submissions of
Sandoz on this topic were comprehensive and Board Staff did not disagree with
most of either the factual or legal propositions that were asserted by Sandoz.

36.Sandoz repeated numerous times that it did not hold patents and was not a licensee
of patents, that it received medicines in finished form on the same terms as those
same medicines were supplied to other, arms-length, parties. Board Staff argued,
however, and the Panel agrees, that a very large part of the submissions of Sandoz
were simply not material to the question before the Panel. Board Staff could
concede all of the factual assertions and most of the legal analysis (though not the
conclusions) of Sandoz and maintain its position that Sandoz is a patentee within the
meaning of subsection 79(1) of the Act.

37.An important consideration in a purposive interpretation of the Act is an examination
of the purpose and mandate of the Board. This requires a brief discussion of the
structure of the Act. There is a balance inherent in (a) the patent-granting provisions
of the Act; and (b) the provisions of the Act that created the Board.
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The patent-granting provisions of the Act are intended to give patent-based
monopoly protection for inventions, including those pertaining to medicines. The
provisions within the Act that created the Board, on the other hand, are intended to
ensure that those monopoly rights, insofar as they apply to inventions pertaining to
medicines, cannot be used to price the medicines excessively. Indeed, the Board
was created in conjunction with the granting of enhanced patent protection to
patentees. Both aspects of the Act benefit consumers of medicines, in the sense
that the patent-granting provisions encourage the development of new and/or
improved medicines, and the pricing provisions protect consumers from excessive
prices for those medicines.

38. Accordingly, and as was noted by the Federal Court of Appeal in the ICN
Pharmaceuticals® (“ICN”) case, and confirmed more recently by the Supreme Court
of Canada in the Celgene case®, the Board has a “consumer protection” mandate.

39.1If the position of Sandoz is found to be correct, the provisions of the Act that created
the Board could be easily evaded and consumers would not be protected from
excessive prices for patented medicines. A holder of a patent that pertains to a
medicine would need only to incorporate a wholly-owned or controlled subsidiary
through which it sells the patented medicine in order to evade the application of the
Act. In such a scenario, as the patent holder would not be selling the medicines, it
likely could be outside the jurisdiction of the Board.* Further, the subsidiary holding
neither patents nor express licenses nor agreements in relation to the medicines,
would also be outside the jurisdiction of the Board. The mere use of a subsidiary of
the patent holder for sales of the medicine would defeat the jurisdiction of the Board.

40.The question for the Panel is thus whether the words of the Act reasonably can bear
an interpretation that implements its purpose. If so, the position of Sandoz cannot
prevail.

2. Is Sandoz Receiving a Benefit or Exercising Rights?

41.In submissions that are much more elaborate than their description here, Sandoz
argued that a subsidiary does not direct its parent and this subservient status leads
to the conclusion that it cannot be “entitled” to benefits from, or to exercise rights in
relation to, patents held by its parent or affiliates. Sandoz, as a subsidiary, could not
order its parent or affiliates to grant Sandoz rights or permissions to sell medicines in

2 ICN Pharmaceuticals Inc. v. Canada (Patented Medicine Prices Review Board), [1997] 1

F.C. 32 (FCA)

% Celgene Corp. v. Canada (Attorney General), 2011 SCC 1

* The Panel does not purport to preclude an argument that the Board should “pierce the corporate veil” and find that
a parent is selling a medicine through the actions of its subsidiary.
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Canada. Sandoz has no contractual rights to insist on the delivery of, or the right to

sell, medicines to which its parent’s or affiliates held pertaining patents.

The Panel agrees that a subsidiary company stands in a subservient status relative

to its parent, but disagrees with the conclusions that Sandoz posits as the
consequence that flows from that relationship. In support of its reasons, the Panel
utilizes two extracts from the submissions of Sandoz, in which the evidence
concerning the operating relationship between Sandoz and Novartis AG (and its
affiliates) is discussed.

First, Sandoz led evidence that its interests and those of its parents and/or affiliates

were not aligned, in the sense that there was competition among each of them to
maximize their profits. Sandoz, accurately reflecting the evidence in this case,
stated in its written argument (emphasis added):

13. The relationship between the companies in Canada is adversarial,
each company pressing for the state of affairs that best suits its interests.
The Novartis patent holders do not permit Sandoz Canada to enter the
market until other companies have entered the market for a given product.
This is for the simple reason that brand profits far outstrip generic profits in
every case and so it will always be in the overall interests of the group to
maintain exclusivity against all companies, including Sandoz Canada for
as long as possible. Even the loss of a few days’ profits is an extraordinary
event that Novartis Pharmaceuticals Canada takes very seriously.

68. The evidence before this Panel establishes the corporate practice of
Novartis is not to authorize Sandoz Canada to launch a Novartis product
until there are other generic companies on the market.

While the Board would disagree with the description of the relationship among
Sandoz, its parent and other affiliates as “adversarial”, these summaries of the

evidence contained in the argument of Sandoz make the very case that Board Staff

presented to the Panel. The Novartis parent/patent holders tell Sandoz, a wholly

owned subsidiary, when it is to enter the market. The fact that those patent holders

wait until they have maximized profits before telling Sandoz to enter the market — a

sound business strategy for the Novartis group of companies — does not detract from

the fact that the Novatrtis patent holders then instruct Sandoz to do so.

In effect, Novartis AG says to Sandoz and its other affiliates: “when the licensed

affiliate has fully exploited the brand name market and generics start to appear, such

that it is timely for Sandoz to enter with a generic, that is what Sandoz is to do.”
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The Panel is of the view that the wording of subsection 79(1) of the Act does bear an
interpretation that implements the purpose of the Act. The question is, as Sandoz
correctly framed it, whether Sandoz, despite being a subsidiary and thus subservient
to the patent holder, can be said to be “entitled” to the benefit of, or to exercise rights
related to, the patents held by its parent or a controlled affiliate of its parent.

It can be observed that Sandoz is not, merely by being a subsidiary of a patent
holder, “entitled” to the benefit of, or any rights relation to, the relevant patents
because the patents are held by its parent or a company controlled by its parent.
Sandoz could not simply identify a patent held by Novartis AG and insist on
exercising rights in relation to that patent.

However, as discussed below, the evidence in this proceeding established that the
very reason that Novartis AG operates Sandoz in Canada is to sell generic
medicines, including (indeed, wherever possible), medicines regarding which
Novartis AG holds pertaining patents. In these circumstances, the Panel concludes
that Sandoz is indeed entitled to the benefit of, and to exercise rights in relation to,
that patent: it is entitled to sell the medicine without being sued for infringement.

The Panel considers that it should not be the subject of serious debate that a
controlled subsidiary with instructions from its parent to sell a medicine to which the
parent’s (or a company controlled by the parent) patent pertains, exercises rights in
relation to that patent when it follows such instructions, whether this is referred to as
an “implied license” (which is a fair characterization) or not.

In particular, if Sandoz, complying with a mandate established by its parent Novartis
AG were to sell a medicine for which Novartis AG held (directly or through a
controlled affiliate) a pertaining patent, and then was sued by Novartis AG for
infringement, Sandoz would have a complete defence—as complete as the defence
of an express licensee. In its defence, Sandoz would say “The plaintiff is our parent
and one of the very purposes for which the plaintiff established us was to sell
medicines protected by the plaintiff's patents. We had the permission from, the
direction from, and indeed were caused by the plaintiff, which completely controls
us, to sell the medicine.”

In other words, as Board Staff framed the point in their argument, once Novartis AG
(or its controlled affiliate or the licensee of the patent) instructs Sandoz to enter the
market, by general or specific mandate, to sell a medicine to which the patent(s) in
guestion pertains, Sandoz is an implied licensee of the patent and is entitled to all of
the benefits and to exercise all of the rights of an express licensee.

The fact that this arrangement — effectively an implied license — is accomplished
through corporate control and a business model (a manner of operating and
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marketing through parent and affiliates) and not by an express license does not
diminish the significance of the benefits and rights that accrue to Sandoz nor qualify
the sense in which Sandoz is a “patentee” within the definition of that term in
subsection 79(1) of the Act.

53. A second item of evidence strongly supports this conclusion. The annual report filed
in 2010 by Novartis AG with the Securities and Exchange Commission (“SEC”) in
the United States contains a detailed description of the manner in which Novartis AG
participates in the generic market®. Novartis AG is the ultimate parent company of a
large network of subsidiaries and affiliates. Novartis Pharma AG, a wholly owned
subsidiary of Novartis AG, holds most or all of the patents owned by the Novartis
group. The whole discussion of the “Sandoz Division” of Novartis AG in the SEC
filing is instructive, but the following excerpt is particularly apposite (emphasis
added):

SANDOZ

Our Sandoz Division is a world leader in developing, manufacturing and
marketing generic pharmaceutical products, follow-on biopharmaceutical
products and drug substances that are not protected by valid and
enforceable third-party patents. As of December 31, 2009, affiliates of the
Sandoz Division employed 23,423 full-time equivalents associates
worldwide in more than 130 countries. In 2009, our Sandoz Division
achieved consolidated net sales of $ 7.5 billion, 17% of the Group's total
net sales.[...]

Intellectual Property

Wherever possible, our generic products are protected by our own
patents. Among other things, patents may cover the products themselves,
including the product's active substance and its formulation. Patents may
also cover the processes for manufacturing a product, including processes
for manufacturing intermediate substances used in the manufacture of the
products. Patents also may cover particular uses of a product, such as its
use to treat a particular disease or its dosage regimen. It is our policy to
seek the broadest possible protection for significant product developments
in all major markets. [...]

54.The Panel finds two points from this excerpt to be useful in understanding the
manner in which Sandoz operates in the Novartis group of companies. First, the

> Exhibit F to the affidavit of Ginette Tognet, page 64f
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products that the Sandoz Division is said to be marketing are those that are not
protected by “third party” (i.e. non-Novartis) patents. Second, wherever possible, the
Sandoz generic products are protected by Novartis AG patents.

55.The business model of Novartis AG is to use its Sandoz Division to market,
wherever possible, generic medicines that are protected from competition by the
existence of Novartis AG patents. This is an understandable business model:
Novartis AG participates actively in the growing generic market but, to the extent
possible, it does so with patent protection. Understandably, Novartis AG is not shy
about this business model because it enhances its competitive position in the
generic market and thus improves its likelihood of success and profits in that market.
Its SEC filing assures investors that even its generic Sandoz business obtains the
maximum possible patent protection from Novartis AG patents.

56.The Panel believes that it is precisely the mandate of the Board to protect
Canadians from the risk of the excessive pricing of patented medicines in this type of
situation.

57.For these reasons, the Panel concludes that Sandoz is a patentee, within the
meaning of subsection 79(1) of the Act, of any patent owned directly or indirectly by
Novartis AG, where that patent is for an invention pertaining to a medicine that
Sandoz is authorized by its parents to sell in Canada.®

(b) Do the patents in question pertain to medicines sold in Canada by Sandoz?

1. Approach to the Evidence Submitted by the Parties.

58. Following disclosure and examinations on affidavits, Board Staff took the position
that, with respect to the following five medicines, Sandoz was the patentee of thirty-
two pertaining patents:

e Sandoz Cyclosporine (the 827, 091, 509, 792, 018, 963, 150, 775 and 933
patents);

e Sandoz Famciclovir (the 503, 376, 383, 462, 268, 756, 238, 505 and 392
patents);

e Sandoz Azithromycin (the 639 and 007 patents);
e Sandoz Estradiol (the 660, 914, 530, 170, 132 and 384 patents); and

® While the burden of establishing each element of its case is on Board Staff, on the question of whether Sandoz is
authorized by its parents to sell a medicine in Canada, in the absence of evidence to the contrary, the Panel considers
this burden to be met when it is shown that Sandoz is in fact selling the medicine in Canada without evident
objection from its parent companies.
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e Sandoz Terbinafine (the 229, 341, 957, 651, 971 and 919 patents).

59.Board Staff had also investigated the connection between Sandoz and a sixth
medicine, Ondansetron, but concluded that the patent that Board Staff believed to
pertain to that medicine was not held by an affiliate of, nor was expressly or impliedly
licensed to, Sandoz. Accordingly Board Staff did not seek an order in relation to
Sandoz and the medicine Ondansetron.

60. Sandoz, while maintaining other defenses in relation to Famciclovir, acknowledged
that the 756 and 503 patents pertained to Famciclovir.

61.In the case of all but five’ of the patents that were alleged to pertain to the medicines
in question, Board Staff provided the affidavit evidence of Daniel Sher, a patent
agent, regarding the “rational connection or nexus” (to use the term from ICN)
between the patents and the medicines. Mr. Sher, who has qualifications both as a
chemist and a lawyer/patent agent, provided two types of evidence in his affidavit:
(a) scientific information relating the information on the product monographs and the
patents in question (the rational connections between the inventions described in the
patents and the associated medicines); and (b) opinions as to whether in each case
these connections resulted in a conclusion that the invention described in the
patents pertains to the associated medicines.

62.0n the question of the connection between the relevant patents and medicines,
Sandoz provided the affidavit of Mr. Arsenault, who is the Vice President, Scientific
Affairs, of Sandoz. Originally an executive with Rhoxal Pharma Inc., since acquired
by Sandoz, he has had extensive involvement with the regulatory and patent support
work of Sandoz. As an employee of Sandoz, and without qualifications (other than
his extensive career experience) that would qualify him to provide other than
relevant facts, Mr. Arsenault was not an independent or expert witness. His affidavit
properly, in the Panel’s view, purported to refrain from providing opinion evidence on
the question of whether or not a given patent pertained to a given medicine.
However, the Panel found his evidence on this point, in his affidavit and in the cross-
examination on that affidavit to cross the boundary he purported not to cross. Other
than the factual information that he provided, the Panel did not put any weight on the
evidence of Mr. Arsenault with respect to the question of whether or not patents
pertained to medicines.

63.As alluded to earlier in these reasons, the Panel is of the view that the question of
whether or not a given patent describes an invention that pertains to a medicine® is

" For Famciclovir, the 505 and 392 patents; for Cyclosporine the 150, 775 and 933 patents.
® It is common to use compressed expressions such as whether a “patent pertains to a medicine”. This captures the
intermediate concept of a patent being for an “invention”, and thus incorporates the language in the definitions in
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one for the Panel to decide. Accordingly, the Panel has not placed any weight on
Mr. Sher’s or Mr. Arsenault’s opinion on the legal question of “whether the patent
pertains” to the medicine in question.

64.The Panel is assisted by Mr. Sher’s evidence regarding the facts providing the
connection or nexus between the patents in question to the medicines in question.
However, and without disrespect for Mr. Sher’s qualifications, the Panel is able to
draw the same conclusions that he draws — albeit more laboriously — by examining
the exhibits to his affidavit, principally the product monographs for the medicines in
guestion and copies of the actual patents said to pertain to those medicines.

65. This should not to discourage Board Staff and patentees from leading this type of
evidence, because it truly is of assistance to have, for example, a person with
gualifications as a chemist and a patent agent, walk a panel through the polysyllabic
and often abstruse scientific language of the patents and link the elements of the
patents to the particulars of the medicines in issue. The Panel merely wishes to
note that it did not need to rely on this evidence to reach its own conclusions on the
documents to which Mr. Sher referred, and the conclusions that could be drawn from
them.

2. The Test to Assess Whether a Patent Pertains.

66. Subsection 79(2) of the Act provides as follows:

(2) For the purposes of subsection (1) and sections 80 to 101, an
invention pertains to a medicine if the invention is intended or capable of
being used for medicine or for the preparation or production of medicine.

67.The scope and application of this test, and its interpretation in the case law (most
particularly the ICN case) were the subject of extensive written and oral submissions
by the parties. These reasons will discuss the jurisprudence related to this provision
of the Act, but two preliminary points are evident from the wording of the subsection
itself.

68.First, an invention pertains to a medicine if it is “intended” or “capable” of being used.
What is plainly not required is that a patent have been used or be in use. This is
because the mere holding of a patent prevents others from exploiting the invention
that it describes, and this could be to the advantage of the patentee. The patent

section 2 of the Act, the language of subsection 79(1) (“patentee”, in respect of an invention pertaining to a
medicine, means the person for the time being entitled to the benefit of the patent for that invention...”) and
subsection 79(2) (“...an invention pertains to a medicine if the invention...)
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might prevent a competitor from developing a medicine that is competitive with
another medicine that the patentee markets or could market.

69. Second, in this subsection the intention or capability of the invention is stated to be
related to “medicine”, not “the medicine”. The wording of the subsection — the
transition from “a medicine” to “medicine’ — suggests that there must be a nexus or
rational connection between the patent and the medicine in question, but that the
connection need not be that the patent is intended or capable of being used to
produce the very medicine that is being sold by the patentee.

70.Turning to the relevant jurisprudence, and the leading case of ICN, the Panel
considers it fair to begin by observing that Board Staff's submissions relied heavily
on the test established by ICN, whereas Sandoz, for the most part, argued that the
test was wrong or should be interpreted in ways that, in the Panel’s view, would
effectively require the Panel to disregard ICN.

71.In ICN, the Federal Court of Appeal noted the very broad language of subsection
79(2) and the consumer protection mandate of the Board and held that a relatively
modest degree of connection between the patent and the medicine (“the merest
slender thread”) was sufficient for the conclusion that the invention described in the
patent pertained to the medicine in question.

72.1CN provided at least six important conclusions about the manner of determining
whether or not the invention described in a patent pertains to a medicine:

a. There must be a “rational connection or nexus” between the invention and
the medicine;

b. The connection between the invention and the medicine can be one of the
“merest slender thread”;

c. In ascertaining whether there is a connection between the invention and
the medicine, the Board should not go beyond the face of the patent (such
as by engaging in patent or claims construction or infringement analysis);

d. There is no requirement that the invention actually have been used or be
in use (in relation to the medicine or otherwise) for there to be a
connection between the invention and the medicine;

e. The rational connection between a patent and a medicine can be the
medicine itself; and

f. There is no requirement that the patent provide any market power or
monopoly to the patentee — the existence of the patent creates a
presumption of market power, which is all that the statute requires.
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Sandoz attempts to distinguish or challenge ICN on several grounds. The first
ground of distinction is that ICN was holder of the patent whereas Sandoz is not a
patent holder. The Panel recognizes this distinction, but considers it to be irrelevant
to the issues in this proceeding. The fact that in ICN the patentee was the patent
holder (as opposed to otherwise being within the definition of “patentee”) was not at
all relevant to the findings of the Federal Court of Appeal on the issues that arise in
this proceeding. The Panel does not consider it appropriate to distinguish between
patentees who are patent holders and persons who are otherwise within the
definition of “patentee”. The Panel considers the Act to apply with equal force to any
entity that falls within the definition of patentee in subsection 79(1) of the Act.

Second, focusing on the conclusion of the Federal Court of Appeal that the Board
need not conduct a detailed analysis of the patent beyond its face, Sandoz argued
that:

The Federal Court of Appeal was not called upon to conduct a more
detailed review, because “on the face of the patent” the pharmaceutical
end products of the inventions in those patents monopolized important
aspects of making and using ribavirin, the only active ingredient in the
medicine being sold by ICN in Canada.

This argument is not consistent with the detailed reasoning of the Federal Court of
Appeal as to why it was not appropriate for the Board to go beyond the face of the
patent when determining if the patent pertained to the medicine. The position taken
by Sandoz simply does not engage the careful and emphatic reasoning of the
Federal Court of Appeal on this point and so the Panel does not consider this
argument to have any force.

Furthermore, the description provided by Sandoz in the extract above is not
accurate. An important aspect of the ICN case as it was litigated, including at the
Federal Court of Appeal, and a fact that gives the ICN case significant force, is that
one of the patents in issue in that case (the 264 patent) precisely did not monopolize
an important aspect of making and using Virazole (the medicine in issue in that
case). The 264 patent was not used for making Virazole and its invention could not
be used to make even enough Virazole for a single dose. The 264 patent was for a
method of making microscopic quantities of ribavirin (the active ingredient in
Virazole) in a laboratory setting for experimental purposes. ICN argued at all levels
that, for these reasons, there was no connection between the medicine in issue and
the ‘264 patent. Despite these arguments, the Federal Court of Appeal disagreed
with ICN on this point and did so forcefully, finding that even in these circumstances
the wording of the Act and the mandate of the Board required the conclusion that the
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patent pertained to the medicine. This demonstrates the importance and the force of
the “slender thread” analysis in the decision of the Federal Court of Appeal.

As Parliament recognized in the wording of the Act, the potential for market power
can arise from patents other than those required to produce the medicine in
guestion.

77.While discussing ICN and the 264 patent, it can be noted here in response to
another issue raised by Sandoz, for each of the medicines in question in this case,
the 264 patent was manifestly not pertinent to the dosage, delivery form or use of
the medicine Virazole that was being sold by ICN (or anyone).

78.0n this point, the Panel considers it important to note the Federal Court of Appeal’s
conclusion that a given patent need not be demonstrated to provide monopoly
control over the production or marketing of the particular dosage or delivery form of
the medicine in question. The Panel considers this to have been established in ICN,
but in addition to the reasoning in that case, it should be noted that the Board cannot
know (and the question will often not be answerable) whether and to what extent the
patent in question provides potential market power by keeping, or having kept, other
dosage or delivery forms or variations of the medicine off the market, or delaying
them from coming onto the market. (The same could have been said of the 264
patent in ICN: it would have been difficult or impossible to know whether the
invention described in the 264 patent could have been useful to potential
competitors attempting to produce small quantities of ribavirin to do tests or for some
other use in the development of a competing medicine.)

79.Sandoz further argued that ICN had been superseded by subsequent jurisprudence
at the Board and at the Supreme Court of Canada. With particular reference to the
jurisprudence of the Board, Sandoz noted that in ICN the Federal Court of Appeal
had agreed with the Board that the Board should not, and did not have the expertise
to engage in the construction of claims in patents that might pertain to a medicine.
Sandoz pointed out that, since ICN, the Board had heard many expert withesses
and was considered to be an “expert tribunal”.

80.The Panel does not believe that there has been a material evolution in this regard
since ICN. The Board remains an “expert tribunal”, in the sense that its membership
and experience bring knowledge and expertise beyond that held by laypersons, but
this has always been the case. The ICN panel consisted of a professor of
economics, a neurosurgeon and a chartered accountant. Expert withesses were
heard in the ICN proceeding before the Board. Nothing in these areas has changed.
The point in ICN was that the Board should not be expected to come to legal
conclusions regarding claims construction and infringement. The Panel continues to
hold that view.
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The post-ICN jurisprudence cited by Sandoz relates to patent litigation, and while the
Panel does not dispute the assertions made by Sandoz with respect to that
jurisprudence in the context of patent litigation, the Panel does not consider it to be
relevant to the Panel’s mandate and, within that mandate, the Board’s consideration
of patents. Indeed, it is arguable (and Board Staff did argue) that the evolution in the
law of claims construction (towards more rigorous construction) makes the ICN
reasoning apply a fortiori: if the Board was not expected to undertake a less rigorous
claims construction process, this is even more true when the process has become
more rigorous.

In summary, the rationale for the position taken by the Federal Court of Appeal in
ICN remains that same today as it was in 1996: the language of the Act remains the
same, the Board’s consumer protection mandate remains the same and the
capabilities of the Board remain the same. The scope of the ICN test has not been
problematic. The Panel does not consider it appropriate to depart from ICN and
does not consider ICN distinguishable from the facts in this case.

For these reasons, the Panel considers that the arguments made by Sandoz in this
case to the effect that the patents identified by Board Staff did not pertain to the
medicines in question — such as that no monopoly was created by the patent, that
the patent was not used, or not used for the medicine, that the medicine did not
infringe the patent — are unsupportable.

These arguments were in large measure made in response to the evidence of Mr.
Sher, or at least the allegations of Board Staff that he supported concerning the
connections between the patents and the medicines in question. These facts
established, to the satisfaction of the Panel, both from Mr. Sher’s evidence and the
Panel’'s own review of the relevant documents to which he made reference, that in
the case of each of the patents he examined and each of the medicines in question,
the connection between them was the medicine itself, and was sufficient to satisfy
the “rational connection” test in ICN.

With respect to the five patents that Mr. Sher did not examine in detail, the Panel
was able to conclude from the relevant documents in evidence that there was a
rational connection between the patents and the medicines in question; in particular,
the connection was, again, the medicine in question.

(ii) Constitutionality

Sandoz argued that the Board’s regulation of prices under sections 79-103 of the
Act, and its related filing requirements are, insofar as generic pharmaceutical
products are concerned, an unconstitutional extension of Parliament’s authority over
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patents into a sphere (property and civil rights) left to the provinces by the
Constitution.

87.Among other points made by Sandoz, it was argued that generic pharmaceutical
companies operate in a different environment from the brand-name pharmaceutical
companies. Sandoz noted that the majority of the sales of generic pharmaceutical
companies are regulated (in a sense) by provincial formularies that stipulate that the
generic product must be sold at a lower price than the brand-name equivalent.
Generic pharmaceutical companies tend not to depend on patent protection but,
rather, challenge the patents of brand companies to enable them to compete in the
market.

88.The Panel does not see any basis, in the wording of the Act or the intent of the
provisions that established the Board, to distinguish between patentees that are
“brand name” pharmaceutical companies and patentees that are “generic”
pharmaceutical companies. When a generic pharmaceutical company, or its parent
or affiliate using the generic company to market the medicine, holds a patent
pertaining to medicine such that the purposes of the Act are engaged, the
implications are the same as for a brand name company.

89. Accordingly, the Panel cannot accept the argument of Sandoz that the provisions of
the Act are unconstitutional insofar as generic pharmaceutical companies are
concerned.

Conclusion

90. For the reasons above, the Panel will issue the order attached to these reasons, and
in particular will order that Sandoz file the information and documents referred to in
sections 80, 81 and 88 of the Act and in sections 3, 4, and 5 of the Regulations with
respect to each of the following medicines, for the periods during which any of the
following patents (as they were referred to in these proceedings)were in force:

a. Sandoz Cyclosporine (the 827, 091, 509, 792, 018, 963, 150, 775 and 933
patents);

b. Sandoz Famciclovir (the 503, 376, 383, 462, 268, 756, 238, 505 and 392
patents);

c. Sandoz Azithromycin (the 639 and 007 patents);
d. Sandoz Estradiol (the 660, 914, 530, 170, 132 and 384 patents); and
e. Sandoz-Terbinafine (the 229, 341, 957, 651, 971 and 919 patents).

PMPRB-10-D2-SANDOZ, August 1, 2012 Page 20





21

Board Members:  Mary Catherine Lindberg
Anne Warner La Forest

Board Counsel: Gordon Cameron

Appearances

For Board Staff: Tim Gilbert, Counsel
Sana Halwani, Counsel

For the Respondent:
Gavin MacKenzie, Counsel
Neil Fineberg, Counsel
Judith Parisien, Counsel

(LDu—Jr

Sylvie Dupont
Secretary of the Board

PMPRB-10-D2-SANDOZ, August 1, 2012 Page 21






Federal Qourt of Appeal

R /ﬁ?ﬂ:

&%

RO

Qour ¥ appel fédérale

Date: 20151106

Dockets: A-302-14
A-303-14

Citation: 2015 FCA 249

CORAM: NOEL C.J.
PELLETIER J.A.
RENNIE J.A.

BETWEEN:

ATTORNEY GENERAL OF CANADA

And

SANDOZ CANADA INC.

AND BETWEEN:

ATTORNEY GENERAL OF CANADA

And

RATIOPHARM INC. (NOW TEVA CANADA
LIMITED)

Docket: A-302-14

Appellant

Respondent

Docket: A-303-14

Appellant

Respondent

2015 FCA 249 (CanLlI)





Heard at Ottawa, Ontario, on September 22, 2015.

Judgment delivered at Ottawa, Ontario, on November 6, 2015.

Page: 2

REASONS FOR JUDGMENT BY: NOEL C.J.
CONCURRED IN BY: PELLETIER, J.A.
RENNIE, J.A.

2015 FCA 249 (CanLll)





Federal Qourt of Appeal

R /ﬁ?ﬂ:

&%

RO

Qour ¥ appel fédérale

Date: 20151106

Dockets: A-302-14
A-303-14

Citation: 2015 FCA 249

CORAM: NOEL C.J.
PELLETIER J.A.
RENNIE J.A.

BETWEEN:

ATTORNEY GENERAL OF CANADA

And

SANDOZ CANADA INC.

AND BETWEEN:

ATTORNEY GENERAL OF CANADA

And

RATIOPHARM INC. (NOW TEVA CANADA
LIMITED)

Docket:A-302-14

Appellant

Respondent

Docket:A-303-14

Appellant

Respondent

2015 FCA 249 (CanLlI)





Page: 2

REASONS FOR JUDGMENT

NOEL C.J.

[1] These are appeals brought by the Attorney General of Canada (the Attorney General or
the appellant) from two judgments rendered by O’Reilly J. (the Federal Court judge). The first —
reported at 2014 FC 501 — allowed an application for judicial review brought by Sandoz Canada
Inc. (Sandoz) from a decision (PMPRB-10-D2-SANDOZ, or PMPRB Sandoz) of the Patented
Medicine Prices Review Board (the Board). The second — reported at 2014 FC 502 — allowed
three applications for judicial review brought by ratiopharm Inc. (ratiopharm) from two decisions
of the Board (PMPRB-08-D3-ratio-Salbutamol HFA and PMPRB-08-D3-ratiopharm, or,
respectively, PMPRB ratio HFA and PMPRB ratiopharm) and an order by the Board giving

effect to the first of these decisions.

[2] The two appeals were heard together. The central issue in both appeals is whether the
Federal Court judge properly held that Sandoz and ratiopharm (collectively the respondents) fell
outside of the jurisdiction of the Board as they were not “patentees” within the meaning of
subsection 79(1) of the Patent Act, R.S.C. 1985, c. P-4, as amended (the Act). The Attorney
General maintains that in so holding, the Federal Court Judge did not give due deference to the
Board’s elaborate reasons for concluding that the respondents came within the ambit of that

provision.

2015 FCA 249 (CanLll)





Page: 3

[3] For the reasons which follow, | would allow both appeals.

[4] The relevant provisions of the Act and the Patented Medicines Regulations, SOR/94-688

(the Regulations) are reproduced in Annex | to these reasons.

BACKGROUND

[5] At the time when these proceedings arose, both ratiopharm and Sandoz were engaged in

the business of selling various medicines in Canada.

[6] Among those medicines sold by ratiopharm was an anti-asthmatic medicine called ratio-
salbutamol HFA (ratio HFA). This medicine was a generic equivalent of the brand name
Ventolin HFA, a patented medicine manufactured and sold in Canada by GlaxoSmithK line
(GSK). Pursuant to a series of supply and licensing agreements between these two arm’s length
parties, GSK sold ratio HFA to ratiopharm in final packaged and labeled form. Ratiopharm was
granted an exclusive licence to set the price and sell ratio HFA in Canada without any right to

sub-licence. Ownership of the patent and intellectual property rights remained with GSK.

[7] When ratiopharm applied for a Notice of Compliance (NOC) to sell ratio HFA, it listed
GSK’s patent on the forms it submitted to Health Canada pursuant to the Patented Medicines
(Notice of Compliance) Regulations, SOR/93-133 (the PM(NOC) Regulations), but indicated

that the patent owner had consented ‘to the making, constructing, using, or selling of [ratio HFA]

in Canada”.
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[8] In addition to ratio HFA, ratiopharm also sold a wider range of medicines with respect to
which the patent rights were owned by other companies. In none of the agreements pursuant to
which ratiopharm bought these medicines were any patent ownership rights granted to
ratiopharm. In each case, ratiopharm held its own NOC obtained from Health Canada on consent

from the owner of the patents in question.

[9] Sandoz was and remains a wholly owned subsidiary of Novartis Canada Inc., which is
itself a wholly owned subsidiary of Novartis Pharma AG, which in turn is wholly owned by
Novartis AG (Novartis). Among the medicines sold in Canada by Sandoz was a set of medicines
covered by patents owned by either Novartis or one of its wholly-owned subsidiaries. The
owners of these patents would generally sell their own brand name version of the medicines in
question. They would also allow Sandoz to enter the market and sell a generic version of the
medicines after other generics had entered the market and for that purpose, would consent to
Sandoz referring to those medicines in obtaining the required NOCs. All the medicines were
acquired by way of purchase orders and in no case was there any express licensing agreement

linking Sandoz with the owners of the patents in question.

[10] The Board proceedings in respect of ratiopharm were initiated by the staff of the Board
(the Board Staff) in July, 2008. By way of a Statement of Allegation, the Board Staff alleged that
ratiopharm was selling or had sold, in a manner contrary to sections 83 and 85 of the Act, its
ratio HFA product in Canada at excessive prices. A week later, the Board Staff filed an
application seeking an order that ratiopharm provide the Board pursuant to sections 80, 81 and

88 of the Act certain sales and pricing information with respect to some 12 additional medicines
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sold by ratiopharm, as well as an order that ratiopharm provide certain supply agreement

documentation pertaining to two further medicines.

[11] The proceedings in respect of Sandoz were initiated in January, 2010. The application
sought an order that Sandoz provide, pursuant to sections 80, 81 and 88 of the Act, sales and
pricing information with respect to six medicines sold by Sandoz, which application would later

be amended to extend to only five medicines.

[12] Inthe PMPRB ratio HFA reasons issued May 27, 2011, the Board affirmed the
allegations made by the Board Staff, holding that ratiopharm had sold ratio HFA at excessive
prices. In the PMPRB ratiopharm reasons issued June 30, 2011, the Board allowed the Board
Staff’s application for an order that ratiopharm provide the Board certain information with
respect to 14 medicines sold by ratiopharm. On October 17, 2011, the Board gave effect to its
PMPRB ratio HFA reasons, issuing an order compelling ratiopharm to pay $65,898,842.76 to

offset excess revenues realized in the sale of ratio HFA.

[13] Inthe PMPRB Sandoz reasons issued August 1, 2012, the Board allowed the Board
Staff’s application for an order that Sandoz provide the Board certain information with respect to

five medicines sold by Sandoz.

2015 FCA 249 (CanLll)





Page: 6

THE BOARD DECISIONS

[14] Among the determinations made by the Board, only two were subsequently addressed by
the Federal Court judge, and I therefore restrict my summary of the Board’s reasons to those two

determinations.

[15] The first was that sections 79 to 103 of the Act are constitutionally valid. The second was
that a person need not own the patent over a particular medicine in order to be a “patentee” in
respect of that medicine within the meaning of subsection 79(1) of the Act. In each of its three
decisions, the Board found that the respondent in question was a subsection 79(1) “patentee”,

despite not holding any patents over the medicine or medicines in question.

[16] W.ith respect to the constitutional question, the Board rejected the argument that the
Board’s enabling provisions including the definition of “patentee” in subsection 79(1) were ultra
vires Parliament. In reaching this conclusion in the ratiopharm decisions, the Board based itself
on a series of prior decisions (PMPRB ratio HFA reasons at paras. 13 and 14, citing ICN
Pharmaceuticals, Inc. v. Canada (Staff of the Patented Medicine Prices Review Board), [1997] 1
F.C. 32 [ICN] approving Manitoba Society of Seniors Inc. v. Canada (Attorney General) (1991),
77 D.L.R. (4th) 485 (Man. Q.B.); aff'd (1992), 96 D.L.R. (4th) 606 (Man. C.A.) [Manitoba
Society] and Teva Neuroscience G.P.— S.E.N.C. v. Canada (Attorney General), 2009 FC 1155
[Teva Neuroscience]. This analysis was adopted without reproduction in the PMPRB ratiopharm

reasons at para. 29).
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[17] In PMPRB Sandoz, the Board upheld the constitutionality of these provisions once again,
rejecting Sandoz’s argument that “generic” drug companies fall outside Parliament’s legislative
authority over patents. While recognizing that most pharmaceutical companies can be broadly
sorted into “name brand” or “research-based” companies that rely heavily on patent protection
and “generic” companies that do not, the Board found that companies sometimes straddle this
boundary and that generalizations are not helpful in determining whether a particular company
has brought itself within the Parliament’s legislative authority with respect to any given patent

(PMPRB Sandoz reasons at paras. 19, 20 and 88).

[18] In construing the scope of the term “patentee” within the meaning of subsection 79(1) of
the Act, the Board undertook to read the words of the Act “in their entire context and in their
grammatical and ordinary sense harmoniously with the scheme of the Act, the object of the Act,
and the intention of Parliament” (PMPRB ratio HFA reasons at para. 35, citing Rizzo & Rizzo
Shoes Ltd. (Re), [1998] 1 S.C.R. 27). The Board identified the purpose of sections 79 to 103 of
the Act as one of protecting consumers from unreasonable pricing of patented medicines
(PMPRB ratio HFA reasons at para. 38, citing Celgene Corp. v. Canada (Attorney General),
2011 SCC 1 [Celgene]). It further observed that the wording of subsection 79(1) did not, on its
face, require ownership of a patent nor that a person be entitled to exercise “all rights in relation
to a patent” (PMPRB ratio HFA reasons at para. 41). Rather, Parliament cast its language in
much broader terms, capturing “any other person entitled to exercise any rights in relation to a

patent” (PMPRB ratio HFA reasons at para. 41).
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[19] Following the above analysis, the Board held that, in obtaining under the licensing
agreement with GSK the right inter alia to sell ratio HFA, ratiopharm became entitled to exercise
aright in relation to a patent within the meaning of subsection 79(1) of the Act (PMPRB ratio
HFA reasons at para. 42). Having found comparable rights with respect to the 12 medicines
identified in the Board Staff’s July 15, 2008, application, the Board held that ratiopharm was a
patentee within the meaning of subsection 79(1) in relation to these 12 medicines (PMPRB
ratiopharm reasons at paras. 13, 14 and 26). With respect to the two medicines in respect of
which the Board Staff had sought further documentation, the Board took the view that a prima
facie demonstration of jurisdiction had been made out, and that the request for further

information was warranted (PMPRB ratiopharm reasons at paras. 67 to 69).

[20] Though no express agreements linked Sandoz to Novartis or any of its patent holding
subsidiaries, the Board found that Sandoz sold the medicines in question pursuant to what
amounted to a series of implied licences from the patent holders in question. Specifically, Sandoz
was granted the right to sell these medicines without fear of being sued for infringe ment
(PMPRB Sandoz reasons at paras. 48 and 49). By virtue of this right, Sandoz was a patentee
within the meaning of subsection 79(1) of the Act in relation to the medicines in question

(PMPRB Sandoz reasons at para. 52).

[21] The Board further rejected ratiopharm’s contention that construing subsection 79(1) in
that manner had the effect of capturing wholesalers, hospitals and pharmacies. According to the

Board, subsection 79(1) only captures persons who sell to consumer classes protected by the
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Board, and wholesalers, hospitals and pharmacies do not come within that class (PMPRB

ratiopharm reasons at paras. 15 and 16).

THE FEDERAL COURT DECISIONS

[22] Ratiopharm brought applications for judicial review against the decisions issued against
it. These applications were consolidated by order of the Federal Court and disposed of in a single
set of reasons (ratiopharm reasons). Sandoz’s single application for judicial review was disposed

of in a separate set of reasons (Sandoz reasons).

[23] Notices of constitutional question challenging the validity of sections 79-103 of the Act
were filed prior to the hearing in conformity with section 57 of the Federal Courts Act, R.S.C.

1985, c. F-7, as amended.

[24] Because the four applications engaged the threshold issue as to whether ratiopharm and
Sandoz were subsection 79(1) patentees and whether, if so, such a construction was
constitutional, the reasons largely overlap, often echoing each other verbatim. Given the
commonality of the reasons, the following is a joint summary drawn principally from the

ratiopharm reasons.

[25] The Federal Court judge held that, in reviewing the Board’s interpretation and application
of subsection 79(1) of the Act, he was required to apply the standard of reasonableness, given the
Board’s familiarity with its home statute (ratiopharm reasons at para. 10, citing Celgene at para.

34 and Alberta (Information and Privacy Commissioner) v. Alberta Teachers Association, 2011
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SCC 61 [Alberta Teachers] at para. 34). In reviewing the Board’s disposition of the

constitutional challenge, he applied the standard of correctness (ratiopharm reasons at para. 11).

[26] The Federal Court judge concluded that the Board’s construction of the word “patentee”
in subsection 79(1) of the Act was not reasonable. Because the purpose of the Act is to ensure
that patent holders cannot take undue advantage of the monopolistic positions which they hold,
the Board would be exceeding its role if it were to extend its price review powers to those prices
charged by persons who do not own patents or hold monopolies (ratiopharm reasons at para. 15).
Had the Board examined the French text of subsection 79(1), it would have seen that the
definition of “patentee” is tied more closely to the rights of the owner of the patent (ratiopharm

reasons at para. 25).

[27] The Federal Court judge drew additional support for this proposition from the fact that
the constitutionality of the Board’s enabling provisions is rooted in Parliament’s exclusive
jurisdiction over patents (ratiopharm reasons at para. 16, citing Manitoba Society). He held,
“without addressing the constitutional argument directly”, that where the Act is ambiguous, it
should be interpreted “in a manner consistent with the federal jurisdiction over patents”
(ratiopharm reasons at para. 17). Such an interpretation can be achieved by excluding from the
subsection 79(1) definition of “patentee” those who do not actually hold the relevant patent, i.e.:

generic companies.

[28] Elaborating on the limits of Parliament’s power over patents, the Federal Court judge

held that “federal jurisdiction in this area is generally understood to be confined to regulating the
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‘factory-gate’ prices of patented medicines ... [meaning] those charged by patent holders [e.g.
GSK or Novartis] to their first purchasers [e.g. ratiopharm or Sandoz]” (ratiopharm reasons at

para. 18, citing Pfizer v. Canada (Attorney General), 2009 FC 719 [Pfizer] at paras. 61 to 63).

[29] Finally, the Federal Court judge added a number of practical observations relating to the
pharmaceutical industry in support of his view that a “generic company” cannot come within the
definition of a patentee simply because it sells a version of a medicine that is patented
(ratiopharm reasons at para. 20). These observations included the following (ratiopharm reasons
at paras. 20 to 22):

“Usually, a generic company is not entitled to the principal benefit of a patent —

an exclusive monopoly to make, use, or sell the patented product. Nor can a

generic company typically exercise rights in relation to a patent held by another
company.

Generally speaking, generic companies either help create or join a competitive
marketplace, which helps keep the costs of patented medicines down.

If the term “patentee” is interpreted too broadly so as to catch a company in the
position of ratiopharm [or Sandoz], there are likely few generic companies who
would not be similarly placed. Most generics enter the market by comparing their
products against drugs that are the subject of patents held by other companies. To
that extent, they indirectly enjoy the benefits of patents and, ultimately, may be
regarded as having acquired rights in relation to them”.

[30] Having determined that subsection 79(1) of the Act could not reasonably be construed so
as to include a party holding neither a patent nor a monopoly in respect of the medicine in
question, the Federal Court judge held that the Board erred in holding that ratiopharm and

Sandoz were “patentees” in respect of any of the medicines at issue.
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[31] Turning to the constitutional issue, the Federal Court judge dismissed the argument that
Manitoba Society was overtaken by a subsequent set of amendments to the Act. These
amendments giving the Board the power to address the pricing of patented medicine more
directly did not alter the Act’s purpose or the Board’s mandate, and fall, when properly
interpreted, within the federal head of power over patents (ratiopharm reasons at para. 30). When
regard is had to the reservation expressed by the Federal Court judge earlier on with respect to
generic companies, the conclusion that he reached is that the price control scheme devised by
Parliament is constitutionally valid when applied to brand name medicine, or medicine sold by

the owner “un titulaire” of the patent pertaining to it.

[32] The Federal Court judge disposed of the four applications by referring the matter back to
the Board with a direction that it find the respondents not to be “patentee[s]”. Given this
conclusion, the Federal Court judge did not address the further questions whether the patents in
issue pertained to the medicine sold by the respondents and whether ratiopharm had sold HFA at

excessive prices.

POSITION OF THE PARTIES ON APPEAL

[33] For ease of reference, 1 will refer to the memoranda of fact and law pertaining to the
ratiopharm appeal for arguments that are common to both appeals. Reference will be made to the
memoranda of fact and law pertaining to the Sandoz appeal for points which only arise in that

appeal.
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[34] Before this Court, the Attorney General seeks to have each of the judgments below set
aside, and asks that in the event that its appeal is successful, the issues which the Federal Court

judge did not address be sent back to the Federal Court for determination.

[35] The Attorney General argues that, although the Federal Court judge identified the correct
standard of review in assessing the Board’s construction of subsection 79(1) (i.e.
reasonableness), he failed to show the appropriate level of deference. Though the Federal Court
judge found that subsection 79(1) could not reasonably be construed so as to include those who
neither own patents nor hold monopolies, the Board’s reasons for finding otherwise had a solid
foundation in the wording and purpose of the provisions in question, as well as the jurisprudence

interpreting them.

[36] With respect to legislative purpose, both this Court and the Supreme Court of Canada
have affirmed that the purpose of the Board’s enabling provisions is one of consumer protection
(Attorney General’s ratiopharm memorandum of fact and law at paras. 56 and 57, citing ICN and
Celgene). It would frustrate this purpose if patent holders could avoid the application of these
provisions by merely inserting a licensee, arm’s length or otherwise, in the supply chain between
itself and the consumer. The Board’s interpretation and application of subsection 79(1) of the

Act gives effect to this purpose, and is reasonable.

[37] With respect to the plain language of'the Act, the definition of “patentee” in subsection
79(1) of the Act is expansive, and says nothing about patent ownership. In both linguistic

versions, the provision expressly includes persons other than the one owning the patent in
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question (Attorney General’s ratiopharm memorandum of fact and law at para. 72).
Consideration of the legislative context reinforces the breadth of this provision’s scope, as the
legislator could have simply relied on the less expansive definition of “patentee” provided in

section 2 of the Act (Attorney General’s ratiopharm memorandum of fact and law at para. 73).

[38] Nor does the wording of the Act require proof of a monopoly. This makes sense, given
that a factual monopoly, though relevant to competition law, is irrelevant to the legislative
purpose, which is to limit the negative effects that result from the statutory monopoly resulting
from the grant of a patent (Attorney General’s ratiopharm memorandum of fact and law at para.
67). That the Board is in no practical position to assess the market power of a given party
supports the view that it was reasonable for the Board not to view the existence of a monopoly in
fact as a condition precedent for engaging the Board’s jurisdiction (Attorney General’s

ratiopharm memorandum of fact and law at para. 71, citing ICN, inter alia).

[39] Finally, with respect to the issue of “factory-gate prices”, the Attorney General argues
that this term does not necessarily describe the price charged by patent owners, but rather the
“list price” that certain purchasers are charged for the drug (Attorney General’s ratiopharm
memorandum of fact and law at paras. 86 and 87). In any event, this definition is not set out by
statute or regulation, and only appears in the Patentees’ Guide to Reporting (the Guide)

(Attorney General’s ratiopharm memorandum of fact and law at para. 86).

[40] The respondents for their part seek the dismissal of the appeals, principally on the basis

that the Federal Court judge properly held that the Board’s mterpretation and application of
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subsection 79(1) of the Act is unreasonable. They also reiterate the constitutional challenge put

before the Board.

[41] With respect to the standard of review, the respondents argue that the Federal Court judge
erred in law when he identified reasonableness as the standard of review applicable to the
Board’s mterpretation and application of subsection 79(1). Although the Board was interpreting
its home statute, the presumption from Albert Teachers that such decisions must be reviewed
with deference can be rebutted once the factors from Dunsmuir v. New Brunswick, 2008 SCC 9

[Dunsmuir] are considered (ratiopharm’s memorandum of fact and law at para. 52).

[42] Given that the Federal Court judge applied a more deferential standard than he should
have and properly found the Board’s mterpretation of subsection 79(1) to be unreasonable, the
respondents argue on a subsidiary basis that he would have reached the same result had he
selected the correct standard, being correctness (ratiopharm’s memorandum of fact and law at

paras. 33 and 54).

[43] With respect to legislative purpose, the Board framed its own statutory mandate in terms
of ““consumer protection’ at large” (ratiopharm’s memorandum of fact and law at paras. 64).
This was unreasonable, however, as a long line of jurisprudence, running from the Board’s very
own decisions to those of the Supreme Court, affirms a narrower purpose, being the prevention
of “abuses of the monopoly power that devolves from patent rights” [emphasis in original]

(ratiopharm’s memorandum of fact and law at para. 59, citing PMPRB-06-D1-ADDERALL XR,
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Shire Biochem Inc. v. Canada (Attorney General), 2007 FC 1316, Sanofi Pasteur Limited v.

Canada (Attorney General), 2011 FC 859 and Celgene).

[44] A textual analysis supports the view that the Board interpreted subsection 79(1)
unreasonably. First, because the French text (« les droits d’un titulaire »), IS more precise than
the English text (“any rights in relation to that patent”), the Board was required according to the
shared meaning rule to limit the definition’s content to this narrower definition (ratiopharm’s
memorandum of fact and law at para. 71). When one reviews the authorities as to what constitute
the “rights of a patent holder”, one finds that the key right is the right to exclude others from
dealing in the patented invention (ratiopharm’s memorandum of fact and law at paras. 74 to 76,
citing Black’s Law Dictionary, 8th ed.). It follows that only the right to exclude was

contemplated.

[45] Second, subsection 79(1) requires that a patentee be “entitled” to exercise rights in
relation to a patent. Neither respondent, however, is “entitled” to exercise any rights of
exclusion. In the case of ratiopharm, the respondent was at most entitled to exercise certain
contractual rights to sell the medicines in question. In conflating mere contractual rights with the
rights of a patent holder, the Board reached an unreasonable conclusion (ratiopharm’s
memorandum of fact and law at para. 83). In the case of Sandoz, despite the Board’s erroneous
finding of an implied licence, the respondent had no entitlements whatsoever (Sandoz’s

memorandum of fact and law at para. 79).
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[46] Third, when read in harmony with the original meaning rule of statutory construction, the
text of subsection 79(1) can be seen to exclude generic companies. Specifically, this provision
expressly excludes from the definition of patentee those persons operating under a “licence
continued by subsection 11(1) of the Patent Act Amendment Act, 1992 [the PAAA]”. Subsection
11(1) expressly nvoked the “compulsory licence” provisions of the Act as it read prior to
February 4, 1993. When they were available, compulsory licences were granted only to generic
companies (ratiopharm’s memorandum of fact and law at para. 88). Though no such licences are
at issue in this case, the invocation of subsection 11(1) must be read, once its original meaning is
understood, as a statutory exclusion aimed at generic companies (ratiopharm’s memorandum of

fact and law at para. 90).

[47] Turning from the text of subsection 79(1), the respondents argue that several contextual
factors support the view that the Board’s interpretation and application of this provision was
unreasonable. First, they argue that the Board’s reasons for construing subsection 79(1) to
include them were based on misinterpretations of the law of patents, including various provisions
of the Act. In the case of ratiopharm, the Board erroneously concluded that ratiopharm would be
entitled to bring an action under subsection 55(1) of the Act (ratiopharm’s memorandum of fact
and law at para. 117, citing Signalisation de Montréal Inc. v. Services de Béton Universels Ltée,

[1993] 1 F.C. 341).

[48] Second, the respondents argue that the Parliamentary debates leading to the enactment of
the Board’s enabling provisions illustrate a clear intent to target “patent holding pharmaceutical

firms” (ratiopharm’s memorandum of fact and law at para. 99).
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[49] Third, the respondents cite the Board’s own conduct, observing that, for many years, the
Board took the view, expressed publicly in its very own guidelines, that it had no authority to

regulate generic drugs (ratiopharm’s memorandum of fact and law at para. 104, citing

ratiopharm’s Public Appeal Book [RPAB], Vol. 1, Tab 18A).

[50] Finally, the respondents argue that the Board did not fairly consider their challenges to
the constitutional validity of an interpretation of subsection 79(1) that would extend the Board’s
jurisdiction to generic drugs. Rather, the Board simply dismissed their arguments summarily,
failing to follow relevant jurisprudence both from this Court and the Supreme Court
(ratiopharm’s memorandum of fact and law at paras. 121 to 126, citing Bernard v. Canada

(Attorney General), 2014 SCC 13 inter alia). As such, the Board’s decision cannot stand.

[51] Inaddition to those arguments shared by each of the respondents, there are several
arguments which they advance separately. Sandoz, for its part, argues that the Board erred in
finding that it had an implied licence. Specifically, the Board merely asserted without any
analysis that the sales at issue would have constituted infringement of the patents in question
(Sandoz’s memorandum of fact and law at para. 85). Also, the Board made findings that found
no support in the record, such as the holding that Novartis “instructed” Sandoz (Sandoz’s

memorandum of fact and law at para. 107).

[52] There are two arguments put forward uniquely by ratiopharm. First, ratiopharm argues
that the Federal Court has affirmed and the Board has long-recognized that its jurisdiction

extends only to “ex-factory” or “factory gate” prices, and the Board’s own guidelines define this
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price as that established for “the first sale ... of the product ‘at arm’s length’ to distributors,
wholesalers, hospitals, pharmacies, etc.” (ratiopharm’s memorandum of fact and law at paras.
108 and 109, citing the Guide and Pfizer at paras. 61 to 63). This definition cannot sensibly
capture ratiopharm. Furthermore, if it were to capture ratiopharm, there is no principled reason it
would not capture wholesalers, retailers and pharmacies that the Attorney General now asserts
would not in fact be captured (ratiopharm’s memorandum of fact and law at paras. 84 and 85,

citing the Attorney General’s ratiopharm memorandum of fact and law at para. 88).

[53] Ratiopharm argues that the unreasonableness of the Board’s determination that it was a
patentee can be further illustrated by its equally unreasonable determination that GSK, despite
owning the patents pertaining to ratio HFA, was found not to be a patentee. The Board’s
treatment of GSK in respect of ratio HFA exemplifies its position with respect to all of the
products in issue (ratiopharm’s memorandum of fact and law at para. 112). To exclude these

patent holders from the definition of “patentee” simply makes no sense.

ANALYSIS AND DISPOSITION

[54] The first issue which must be addressed is whether it was open to the Federal Court
judge, applying the appropriate standard of review, to set aside the Board’s conclusion that a
person need not own a patent or hold a monopoly over the medicine which it sells in order to be
a “patentee” within the meaning of subsection 79(1). To the extent that the answer to this
question is no, the Court will also have to determine whether subsection 79(1), as it was

construed by the Board, can withstand constitutional scrutiny. A further issue, which arises in the
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Sandoz appeal only, and which | propose to address immediately after the first, is whether the

Board erred in finding that Sandoz sold the medicines in question pursuant to an implied licence.

[55] The other questions that were raised in the judicial review application before the Federal
Court judge but not addressed by him — i.e. the propriety of $65,898,842.76 pricing adjustment
directed against ratiopharm to offset excess revenues realized on the sale of ratio HFA and the
question in each case whether the respective patents pertain to the medicines in issue — will be

referred back to the Federal Court at the joint request of the parties.

Standard of Review

[56] When this Court hears an appeal from a decision of the Federal Court disposing of an
application for judicial review, it is the role of this Court to determine “whether the court below
identified the appropriate standard of review and applied it correctly” (Agraira v. Canada
(Public Safety and Emergency Preparedness), 2013 SCC 36 at para. 45, citing Canada Revenue

Agency v. Telfer, 2009 FCA 23 at para. 18).

[57] There is no dispute that the decision of the Board, insofar as it asserts that its reading of
subsection 79(1) is constitutionally valid, must be reviewed for correctness. The parties disagree,

however, on the standard of review applicable to the Board’s interpretation of subsection 79(1)

of the Act.
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[58] Although the respondents accept that the Board is interpreting its home statute, and is
therefore presumptively subject to review on a reasonableness standard (Alberta Teachers), they

argue that this presumption is rebutted once the Dunsmuir factors are considered. | cannot agree.

[59] Under the test set out in Dunsmuir, one must consider the existence of a privative clause,
the nature of the administrative regime in question, the expertise of the decision-maker and the

nature of the question.

[60] Though the respondents correctly observe that the Board’s decisions are not protected by

any privative clause, the other factors weigh in favour of deference.

[61] Under sections 79-103 of the Act, Parliament has provided for a discrete pricing regime
applicable to patented medicines, the administration of which is left to the Board. Within this
statutory context, the Supreme Court has recognized that the Board is a specialized tribunal
which is entitled to deference (Celgene at para. 34). Even if this observation was offered by way
of obiter, as the respondents point out, it carries authoritative force, appearing as it does in a
passage intended to cast doubt on the appropriateness of reviewing the Board’s mterpretation of

its enabling statute on a standard of correctness (R. v. Henry, 2005 SCC 76 at para. 57).

[62] [Ishould add that although the meaning of patentee pursuant to subsection 79(1) gives rise
to a question of law, it can hardly be considered of “central importance to the legal system”.
Indeed, this definition is arguably of no central importance to the Act itself, which relies on the

more general definition of “patentee” provided in section 2. Subsection 79(1) ousts this general
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definition for the sole purposes of applying the discrete pricing regime applicable to patented
medicines. The question whether a person is “entitled to exercise any right in relation to a
patent” is highly fact dependant, informed by the Board’s appreciation of the pharmaceutical

industry and the complex relationship between innovators and generics.

[63] As the presumption of deference from Alberta Teachers is not rebutted, the Federal Court
judge properly concluded that the Board’s mterpretation of subsection 79(1) of the Act was to be

reviewed on a standard of reasonableness.

[64] Finally, the Board’s determination that Sandoz was granted an implied licence to sell the
medicine by the patent holders within the Novartis group gives rise to a question of mixed fact

and law with respect to which the Board is also owed deference.

The Board'’s Interpretation of Subsection 79(1) of the Act

Legislative Purpose

[65] The Board determined that the purpose of its enabling provisions was to protect
consumers from the excessive pricing of patented medicines (PMPRB Sandoz reasons at para.
37). The Federal Court judge preferred a narrower characterization, however, holding that the
purpose was to prevent patent holders from pricing their patented medicines excessively
(ratiopharm reasons at para. 15). That is one of the four principal reasons relied upon by the
Federal Court judge in order to justify his intervention and overturn the Board’s interpretation of

subsection 79(1) of the Act (ratiopharm reasons at paras. 14 and 15).
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[66] Inso doing, the Federal Court judge substituted his own view of the legislation’s purpose
without considering whether the Board’s characterization met the threshold of acceptability and
defensibility that separates unreasonable decisions from reasonable ones. As such, he misapplied
the standard of reasonableness. Had he turned his mind to the Board’s reasons, it would have

been apparent that the Board’s determination was based on a defensible interpretation of the Act

as construed to date by the case law.

[67] Both the Federal Court judge and the Board agreed that the mischief targeted by these
provisions was the excessive pricing of patented medicines. However, while the Board’s
construction focused on the persons in need of protection from such mischief, i.e. consumers, the
Federal Court judge focused on those in a position to cause the mischief. In losing sight of the
ultimate goal of the provisions in question, he failed to appreciate that the mischief sought to be

prevented could be caused without the patent owner itself charging excessive prices.

Interpretation in Favour of Constitutional Validity

[68] The second basis on which the Federal Court judge overturned the Board’s interpretation
of subsection 79(1) was his concern that this interpretation might be unconstitutional. This

reasoning once again ignores the standard of review which governed the question before him.

[69] The Federal Court judge appeared to be of the view that an ambiguity could be said to
exist in subsection 79(1), suggesting that it might be capable of more than one interpretation
(ratiopharm reasons at para. 17). Specifically, the definition of patentee might be limited to

patent owners or it might not be. Though the second interpretation was the one adopted by the
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Board, this interpretation could, in the Federal Court judge’s view, “expose” the legislation to a
constitutional challenge (Sandoz reasons at para. 22; ratiopharm reasons at para. 17). He

therefore preferred the first interpretation.

[70] Reasonableness review does not invite the Court to prioritize all possible answers to a
question and identify the best among them. Rather, the question to be answered is whether the
conclusion reached by the decision-maker meets the threshold of acceptability and defensibility
mentioned above. To the extent that the legislation was reasonably capable of bearing the
interpretation given by the Board, the Federal Court judge was precluded from substituting his

own view for that of the Board.

[71] Ishould add that regardless of the foregoing, it was not open to the Federal Court Judge
to construe subsection 79(1) narrowly on the basis that the construction adopted by the Board
might be unconstitutional since a Notice of Constitutional Question had been filed and the
constitutional validity of subsection 79(1), as construed by the Board, was for him to decide

(contrast Canada (Fisheries and Oceans) v. MiningWatch Canada, 2008 FCA 166 at para. 4).

“Ex-factory price” Issue

[72]  The third basis on which the Federal Court judge overturned the Board’s interpretation of
subsection 79(1) was that Parliament’s power over price review in connection with patents is
“generally understood” to extend only to “factory-gate prices” (ratiopharm reasons at para. 18,

citing Pfizer at paras. 61 to 63).
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[73] While the Act makes no mention of factory gate prices, the term “ex-factory price” does
appear in the Regulations, where paragraphs 4(1)(f), 4(1)(g) and subsection 4(10) use the term to
specify the types of prices contemplated in paragraphs 80(1)(b) and 80(2)(b) of the Act. The term
is not defined as such by the Regulations, but has been defined in part in the Guide as follows
(PMPRB ratio HFA reasons at para. 31):

The price established for the first sale ... of the product “at arm’s length” to

distributors, wholesalers, hospitals, pharmacies, etc... The ex-factory price is
generally the “list price” for medicines ...

[74] Ratiopharm argues that this definition excludes sales between it and its suppliers, as it
operates at arm’s length from the patent holders from whom it bought the medicines in issue. As
the Federal Court judge held, it is the price paid by ratiopharm to these companies that attracts
the review jurisdiction of the Board, not the price subsequently charged by ratiopharm to its

customers.

[75] Inmy view, this argument must be rejected for two reasons. First, it has been recognized
that the Board’s guidelines do not constitute binding law, and that to the extent that they conflict
with the Act or the Regulations, the latter must prevail (Teva Neuroscience at paras. 21 to 25).
The Board noted that its statutory mandate may require it to adapt to “different sales,
distribution, commercial and marketing arrangements” (PMPRB ratio HFA reasons at para. 32).
Indeed, the Guide describes a mode of operation in which the first arm’s length sale of a patented
medicine will generally be the sale at the list price. However, that is not the only mode of
operation and the Board merely adapted the definition to a scenario where the list price is

charged in a sale subsequent to the first arm’s length sale (PMPRB ratiopharm reasons at paras.
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15 and 16). Despite the respondents’ claim to the contrary, I do not find this conclusion to be

unreasonable.

[76] Second, current subsection 4(5) of the Regulations (formerly subsection 4(6)) recognizes
that the Board can look past the first arm’s length sale, provided the party whose prices would be
subject to review also constitutes a subsection 79(1) “patentee” with respect to the medicine in
question. As the Board concluded, in such a situation, the focus shifts to the price charged by the
patentee further down the supply chain (PMPRB ratio HFA reasons at para. 47). It is not
unreasonable to conclude that the price charged by this subsequent patentee constitutes the ex-

factory price in these particular situations.

[77] Sandoz, for its part, did not advance any argument on the basis of the ex-factory price as
set out in the Guide. However, because the Federal Court judge relied on this argument in

disposing of the Sandoz appeal, it should also be addressed in that context.

[78] As Sandoz does not operate at arm’s length from Novartis, the prices which it charges do
not fall outside the definition of ex-factory prices provided by the Guide. Though it might be
argued that, pursuant to current subsection 4(6) of the Regulations (formerly subsection 4(7)), it
is Novartis who should have been reporting the prices charged by Sandoz, this would only apply
where the non-arm’s length party reselling the drug is not “entitled” to do so, and thus “not
required to provide information” under section 80 of the Act, which only applies to patentees.
However, nothing turns on this in the present case given the Board’s finding that Sandoz is also a

patentee based on the implied licence pursuant to which it sold the medicines in issue.
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[79] There is no basis for ratiopharm’s related argument that the Board’s proposed definition
of “patentee” is unwieldy to the point that it could capture wholesalers, retailers and pharmacies
(ratiopharm’s memorandum of fact and law at paras. 84 and 85). The fact that the respondents
operate under a licence to sell the patented medicine whereas wholesalers, retailers and
pharmacies derive their right qua owners of the products which they purchase for re-sale
provides a principled basis for the distinct treatment (compare Eli Lilly & Co. v. Novopharm

Ltd., [1998] 2 S.C.R. 129 at paras. 48 to 51, 68 to 71 and 99 to 100).

The French Text of Subsection 79(1) of the Act

[80] The Federal Court judge considered the impact of the French text of subsection 79(1) in

2

the part of his judgment relating to “supporting factors,” which I address later in these reasons.
However, because the outcome of these appeals turns on the construction of this provision, it is
preferable to deal with this question now, together with the other main reasons advanced by the

Federal Court judge in support of his intervention.

[81] In determining the meaning to be given to the word “patentee”, the Federal Court judge
contrasted the phrase “les droits d’un titulaire” in the French text with “any rights in relation to
that patent” in the English text. According to him, the French text “ties the definition of

‘patentee’ more closely to the rights of the patent holder” than does the English text and should

be preferred on that account (Sandoz reasons at para. 31).

[82] The difficulty with this reasoning is that the definition so construed would add nothing to

the one found in section 2 of the Act, i.e.: “the person for the time being entitled to the benefit of
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the patent”, thereby imposing a redundancy that offends the presumption that Parliament does
not speak in vain (Canada (Attorney General) v. JTI-Macdonald Corp., 2007 SCC 30 at para.

110).

[83] Beyond this, it is worth noting that the history of this provision shows that while the
words “any rights of the patentee” have remained constant in the English text over the years, the
French text previously used the more indeterminate phrase “quiconque exerce des droits d’un
breveté” thereby providing for a reading that is wholly consistent with the English text (these
texts are reproduced in annex Il to these reasons). That the words “any rights” in the English text
have remained throughout suggests that a slip might have occurred in the drafting of the French
text in 1992, when the word “les” was inserted instead of the word “des”. As an aside, it is useful
to add that for the purpose of identifying the “rights” — “les droits” — that are contemplated by
subsection 79(1), the use of the plural is not to be construed as excluding the singular (subsection

33(2) of the Interpretation Act, R.S.C. 1985, c. I-21).

[84] The respondents advance a more extensive justification for relying on the French text in
order to confine its meaning to patent holders. The entry point for the analysis which they
propose is the invocation of the shared meaning rule of statutory interpretation. Because the
English text leaves open the question of what constitutes a “right in relation to” a patent, argue
the respondents, reference to the French text is required to clarify the matter. When one
considers how “the rights of a patent holder” (the respondents’ translation of the phrase “les
droits d’un titulaire” in the French text) are defined by the case law and the doctrine, one finds

that the essential feature is the right to exclude, a right which only a patent holder can have.
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[85] I first note that this argument would require that subsection 79(1) be construed without
regard to the respective rights of a patentee as these are set out in the Act itself (section 42), a
most unlikely solution. This argument also assumes that there is discordance between the French
and English text as to whether a right to exclude is a necessary component of the definition since
recourse to the shared meaning can only be had if this discordance actually exists (R. v. Daoust,

2004 SCC 6 at para. 27).

[86] Turning to this point, the argument advanced by the respondents is that “les droits d’un
titulaire” cannot extend to someone who has a right to sell a patented medicine without also
having a right to exclude. However, one need not look beyond the French text to see that its
scope cannot be so narrow. Indeed, just as in the English text, the rights at issue are clarified in
the French text by the exclusion of compulsory licences continued under the PAAA. Such
licences did not entitle their holders to exclude others, but did entitle them to sell the patented
products or process without the consent of the patent owner. The fact that Parliament provided
for this exclusion indicates that, absent the exclusion, the rights granted under these compulsory

licences would have constituted “rights of the patent holder”.

[87] The respondents attempted to obviate the effect of this exclusion arguing that it was
inserted for greater certainty. However, the more plausible explanation is that the exclusion was
inserted in order to insure that those who held the right to sell patented medicine under
compulsory licences which remained in effect when the 1992 amendments were enacted, did not

come within the definition of “patentee”.
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[88] Inthe end, there is no indication that the English and French texts give discordant
answers to the question whether a person must have a right to exclude in order to be a

“patentee”.

[89] When construing provisions of the Act that frame the Board’s jurisdiction, the Court
should prefer the interpretation which best implements the objectives of the Act. In Celgene,
Abella J. stressed the need for the Board to discharge its mandate “[taking] into paramount
account its responsibility for ensuring that the monopoly that accompanies the granting of a
patent is not abused to the detriment of Canadian patients and their insurers” (Celgene at para.

29).

[90] As the Board explained at length Parliament, by including in the definition of “patentee”
persons who exercise any rights in relation to a patent, recognized that persons exercising selling
rights can inflict on consumers the same mischief as patent holders. In both cases, the risk that
excessive prices will be charged arises from the existence of the patent pertaining to the
medicine being sold and its presumptive impact on the market (PMPRB Sandoz reasons at paras.
72 to 78; PMPRB ratiopharm reasons at para. 19). Simply put, nothing turns on the fact that the
patent rights — specifically the right to exclude and the right to sell —are exercised by different

persons.

[91] As the Board further explained, its capacity to fulfill its mandate would be greatly
diminished if the narrow reading proposed by the respondents was to prevail. Having found that

the words of subsection 79(1) can reasonably bear an interpretation which allows it to give effect
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to Parliament’s intent, the Board proceeded to adopt it (PMPRB Sandoz reasons at paras. 35 to

40, 56 and 57). | can detect no error in this regard.

Supporting Factors

[92] The Federal Court judge also highlighted a number of secondary points which he referred
to as “factors”, in support of his conclusion that the respondents are not patentees within the

meaning of subsection 79(1) of the Act.

“Generic Companies”

[93] Beyond his reading of the French text of subsection 79(1) which | have already
addressed, the main factor spoken to by the Federal Court judge is, broadly speaking, the general
practices of “generic companies” in the pharmaceutical industry. He held, for instance, that
generic companies “generally ... either help create or join a competitive marketplace” and are
“usually...not entitled to the principal benefit of a patent” (ratiopharm reasons at paras. 20 and

21). With respect, | find this line of analysis to be unhelpful.

[94] The term “generic company” appears nowhere in the Act or the Regulations. Such terms
as “innovator” or “generic” are, in some contexts, used as a shorthand way for identifying legal
categories that are relevant to the scheme at hand, such as, respectively, “first person” and
“second person” within the meaning of the PM(NOC) Regulations. However, their use in
connection with a statute that makes no reference to these distinctions only serves to create

confusion.
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[95] Inits reasons, the Board rejected this approach explaining that (PMPRB ratiopharm
reasons at para. 81):
... the generic pharmaceutical industry is not a defined entity, in either the legal
or practical sense. There are some obvious divisions between the generic and
brand name pharmaceutical industries and rough lines can be drawn. However,
this is not conductive to defining legal rights in the sense argued for by
ratiopharm. Indeed, some generic companies could hold more patents than some

brand name companies, or be entitled to rights in relation to more patents than
some brand name companies.

[96] This is a reasonable holding. Put simply, the extent to which a given company relies on
patent protection in its overall business model as innovator companies typically do and generic
companies typically do not, is irrelevant to the question whether, with respect to a particular

medicine being sold, it is acting as a patentee within the meaning of subsection 79(1) of the Act.

The Board’s Finding of an Implied Licence

[97] The Federal Court judge did not consider the question whether Sandoz had an implied
licence with respect to the patents in question. His decision was reached on the more general
basis that Sandoz did not own the patents in question or hold a monopoly, and therefore was not
a patentee within the meaning of subsection 79(1) of the Act (Sandoz reasons at para. 41). This
conclusion is confirmed by the fact that, in the ratiopharm reasons, the Federal Court judge relied
on the same reasoning to issue substantially the same order notwithstanding the existence of

express agreements between ratiopharm and the patent holders (ratiopharm reasons at para. 34).

[98] It remains that the absence of an implied licence, if this be the case, would provide a

basis for upholding the order of the Federal Court judge.
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[99] The core of the Board’s holding on the question of implied licences was that, with respect
to each of the medicines in question, Sandoz was entitled to sell that medicine without being
sued for infringement by the owners of patents for inventions pertaining to those medicines
(PMPRB Sandoz reasons at para. 48). By virtue of this entitlement, Sandoz was a person entitled
to exercise aright in relation to the patent in question, and therefore a patentee within the

meaning of subsection 79(1) of the Act.

[100] Sandoz’s most direct challenge on this point is that the Board asserted without analysis
that the sales at issue would have constituted infringement of the patents in question (Sandoz’s
memorandum of fact and law at para. 85). In reality, claims Sandoz, most of the patents were not
actually used in the medicines sold by Sandoz. The Board’s “infringement” assertion reflected a

“clear misapprehension of the facts” (Sandoz’s memorandum of fact and law at para. 85).

[101] There are two fundamental flaws with this argument. The first is that the Board never in
fact concluded that the sales in question would have amounted to infringement. Though the
Board does state at one point that “[t]hese sales would be actionable patent infringement but for
this authorization”, it does so in a paragraph expressly dedicated to summarizing the position

taken by the Board Staff (PMPRB Sandoz reasons at para. 10).

[102] The second flaw with this argument is its premise that the Board’s conclusion could not

have been reached unless the sales in question amounted to infringement. This premise is wrong.

2015 FCA 249 (CanLll)





Page: 34

[103] The entitlement identified by the Board was a right, arising out of an implied contract, to
sell the medicine purchased from the licensing party even if doing so would, absent this right,
constitute an infringement of a patent owned by the licensing party. In the Board’s view, the
legal force of this right could be illustrated by the fact that, were Sandoz ever sued for patent
infringement by any of these parties, it could rely upon this right in defending against the suit
(PMPRB Sandoz reasons at para. 50). Whether the party bringing suit in such a scenario could
demonstrate that the medicine was covered by its patent is irrelevant to the question whether
Sandoz would be able to rely on this right in the event of such a suit (i.e. able to show its
entitltment to sell the medicine). Indeed, this first question goes to the strength of the connection
between a particular invention and a particular medicine as opposed to the existence of any legal
rights or claims that the party selling the medicine in question may have in relation to the patent

for the invention in question.

[104] As was held by this Court in ICN, the Board’s jurisdiction to review a given set of prices
requires the existence of a rational connection between a patented invention and the medicine
being sold in Canada (ICN at para. 46). Subsection 79(2) of the Act defines the parameters of
such a connection in providing for when an invention will “pertain” to a given medicine for the
purposes of applying subsection 79(1). Given the broad language in subsection 79(2), the
connection can be one of “the merest slender thread” (ICN at para. 46). In giving effect to the
language of subsection 79(2), this Court expressly rejected the idea that the Board need construe
the claims of the patent, let alone determine that the sales in question would amount to patent
infringement, holding that the existence of the required connection is to be assessed without

going beyond the face of the patent (ICN at para. 46).
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[105] The Board understood that, pursuant to the rule set out in ICN, it was not required to go
beyond the face of the patent (PMPRB Sandoz reasons at paras. 72 and 75). It also understood
that the question whether there exists any entitlement within the meaning of subsection 79(1) is
distinct from the question whether an invention pertains to a medicine within the meaning of
subsection 79(2), having addressed these questions sequentially in separate sections of its

reasons (see PMPRB Sandoz reasons at paras. 31 and 58).

[106] Sandoz argued before the Board with respect to the interpretation of this latter provision
that ICN should be distinguished or had been overtaken by subsequent jurisprudence (PMPRB
Sandoz reasons at para. 73). Although the Federal Court judge did not consider this question
(Sandoz reasons at para. 5), the Board addressed it extensively (PMPRB Sandoz at paras. 73 to
80). As was found in ICN and reiterated by the Board, the purpose of subsection 79(2) would be
frustrated if a more extensive connection between the patent and the medicine in question was

required.

[107] The remaining arguments advanced by Sandoz with respect to the implied licence issue
must also be rejected. Sandoz argues that the Board erred in finding that “instructions” were
received from the patent holders (Sandoz’s memorandum of fact and law at paras. 80 and 107). It
adds that the finding of an implied licence is based on a misapprehension of the evidence without

however pointing to the evidence that was allegedly misapprehended.

[108] The only question which needs be answered in order to dispose of these arguments is

whether the Board’s conclusion as to the existence of an implied licence finds support in the
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evidence. In my view, reference need only be made to the consent given by the patent holders in
order to allow Sandoz to cross-reference their medicine and obtain the required NOCs, in order

to find such support.

The Constitutional Challenge

[109] The respondents contend that the Board improperly dismissed on a summary basis their
constitutional challenge of the Act’s enabling provisions. They argue that the Board did not
consider their arguments or dispose of them fairly. They refer to the arguments which they made
before the Board and ask that they be given the attention which they deserve (ratiopharm

memorandum at paras. 122 to 126).

[110] The gist of the respondents’ constitutional argument before the Board was that the
regulation of prices under sections 79-103 of the Act, and the related filing requirements, are an

unconstitutional extension of Parliament’s authority over patents, at least insofar as generic

pharmaceutical products are concerned (Sandoz written submissions before the Board, Sandoz’s

Confidential Appeal Book, Vol. 11, Tab 27 at para. 201). Ratiopharm made the identical
arguments but without this reservation (ratiopharm written submissions before the Board,
ratiopharm’s Confidential Appeal Book, Vol. 5, Tab 10 at para. 383; Transcripts of hearing
before the Board, RPAB, Vol. 8, Tab 44 at p. 2210). However the notice of constitutional

question which it filed before the Federal Court and before this Court uses the same language.

[111] It is apparent that the respondents used that language because their argument, if accepted,

could result in the entire scheme devised by Parliament being struck down. The Federal Court
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judge refused to declare the scheme unconstitutional insofar as patent holders are concerned
(ratiopharm reasons at paras. 28 to 30; Sandoz reasons at paras. 35 to 37), but his decision leaves
open the question whether the scheme might be unconstitutional with respect to persons who

exercise the right to sell patented medicine without owing it.

[112] The theory behind the respondents’ constitutional attack before the Board was that the
current regime is one of pure price regulation which intrudes into the sphere of property and civil
rights. Specifically, when Manitoba Society was decided, the Board had the remedial power to
“lift” the protection granted to an inventor by a patent (reference is made to paragraph
41.15(2)(d) of the Act as it then read). According to the respondents this provision, which has
since been repealed, was at the heart of the decision of the Manitoba Queen’s Bench in Manitoba

Society upholding the constitutional validity of the scheme.

[113] The respondents argued that the removal of this provision when the Patent Act
Amendment Act, 1992 was introduced renders the Act unconstitutional. Specifically, the scheme
is no longer directed at patents but at the pricing of medicine and therefore intrudes upon the

provinces’ jurisdiction over property and civil rights.

[114] The respondents further argued, citing the test set out in General Motors v. City National
Leasing, [1989] 1 S.C.R. 641, that the relevant provisions of the Act are not sufficiently
integrated into the federal scheme to justify this intrusion. In contrast with the situation
confronting the Supreme Court in Kirkbi AG v. Ritvik Holdings Inc., 2005 SCC 65, the incursion

into provincial jurisdiction is highly intrusive and therefore invites a stricter test. Only a
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demonstration that these provisions are necessary or integral to the federal scheme can save the

constitutional validity of these provisions, and such demonstration has not been made.

[115] This contention insofar as it is aimed at patent owners was summarily dismissed by both
the Federal Court judge and the Board. The Board found that the power to address excessive
prices is an integral part of the scheme implemented by Parliament. Indeed, the Court of Queen’s
Bench noted in Manitoba Society that increasing patent protection for pharmaceutical firms
brought with it the risk that excessive pricing might result and Parliament dealt with that concern
by creating the Board and granting it monitoring and review powers over prices (Manitoba
Society at para. 20). The capacity of the Board to cap prices was always part of the scheme and
while the power to “lift” patent protection did not give rise to an intrusion into matters of
provincial jurisdiction, and price control did, this was of no consequence as price control was
and remains an integral part of the scheme. In the words of the Manitoba Court of Appeal which
dismissed the appeal from the decision of the Manitoba Queen’s Bench (Manitoba Society (Man.
C.A)) at para. 4):

... there can be only one answer to the question in this case. The impugned

legislation is in pith and substance in relation to matters within Parliament's

exclusive legislative jurisdiction over patents. The fact that the legislation may

have an effect upon matters within provincial jurisdiction (in this case, property
and civil rights) is then of no consequence.

[116] Inmy view, the Federal Court judge and the Board before him correctly held that the
control of prices charged for patented medicines comes within the jurisdiction conferred on
Parliament over patents under subsection 91(22) of the Constitution Act 1867 when applied to a
patent holder or owner. The respondents recognize as much when they state that the Federal

Court judge’s interpretation of “patentee” maintained the connection to the federal head of
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power, such that the reasoning in Manitoba Society remained intact (respondents’ respective

replies to the response by the Attorney General of Canada to the Notice of Constitutional

Question (respondents’ replies) at para. 46).

[117] The remaining question is whether this price control scheme retains its constitutional

validity when applied to non-patent owners or holders.

[118] The argument advanced by the respondents is that including such persons severs the

connection set out in Manitoba Society, and taken up in ICN (respondents’ replics at para. 19).

Specifically, they maintain that the constitutional soundness of the Board’s jurisdiction is

imperiled when persons who do not hold a patent over the medicine being sold are included in

the definition of “patentee” (respondents’ replies at para. 30).

[119] Icannot agree. At issue in Manitoba Society was the constitutional validity of section 15

of An Act to amend the Patent Act and to provide for certain matters in relation thereto, S.C.

1987, c. 41 (Patent Act Amendment Act, 1987). At the time the case was decided, the impugned

provisions of the former Actincluded section 39.1, which defined the term patentee as follows:

39.1 (1) In section 39.11to
39.25,

“patentee”, in respect of an
invention pertaining to a
medicine, includes, where a
person is exercising any rights
of the patentee other than
under a licence under section
39, that other person in respect

39.1 (1) Les définitions qui
suivent s’appliquent aux
articles 39.11 a 39.25.

[...]

«breveté» ou «titulaire de
brevet» lui est assimilé
quiconque exerce des droits
d’un breveté sur une mvention
liée a un médicament autres
qu'une licence visée a larticle
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of those rights. 39.

[120] As noted earlier, this prior definition, in both official languages, gave rise to no
conceivable ambiguity as to Parliament’s intent to include both patent holders and persons who,
without holding a patent, exercise rights under it. Thus, it cannot be said that in upholding the
constitutional validity of the pricing regime established by section 15 of the Patent Act
Amendment Act, 1987, the Manitoba Court of Queen’s Bench and the Manitoba Court of Appeal
in Manitoba Society did not sanction the constitutional validity of the pricing regime insofar as it

applied to non-patent holders.

[121] Beyond this, there is no basis for the argument that the connection with the patent ceases
to be sufficient to meet the constitutional imperative when the person targeted holds a licence to
sell a patented medicine without holding the patent. As was explained in ICN, the harm which
the Act seeks to prevent arises by reason of the existence of the patent pertaining to the medicine
being sold (ICN at para. 76), with the result that nothing turns on the fact that the person

exercising the selling rights does not hold the patent itself.

[122] | therefore conclude that the Board correctly held that including persons who exercise
selling rights under a patent within the ambit of subsection 79(1) does not bring that provision

outside the scope of subsection 91(22) of the Constitution Act.

[123] For these reasons, | would allow the appeals with costs in both instances, and refer the

matter back to the Federal Court judge or another judge of that Court designated by the Chief
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Justice so that the two outstanding issues identified at paragraph 55 of these reasons may be

addressed.

“Marc Noél”

Chief Justice

“I agree
J.D. Denis Pelletier J.A.”

“I agree
Donald J. Rennie J.A.”
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Patent Act, R.S.C., 1985, c. P-4

Definitions

2. In this Act, except as otherwise
provided,

“patentee” means the person for the
time being entitled to the benefit of a
patent;

Contents of patent

42. Every patent granted under this
Act shall contain the title or name of
the invention, with a reference to the
specification, and shall, subject to this
Act, grant to the patentee and the
patentee’s legal representatives for the
term of the patent, from the granting
of the patent, the exclusive right,
privilege and liberty of making,
constructing and using the invention
and selling it to others to be used,
subject to adjudication in respect
thereof before any court of competent
jurisdiction.

Liability for patent infringement

55. (1) A person who infringes a
patent is liable to the patentee and to
all persons claiming under the
patentee for all damage sustained by
the patentee or by any such person,
after the grant of the patent, by reason
of the infringement.

+Definitions

ANNEX |

Loi sur lesbrevets, L.R.C. 1985, c. P-
4

Définitions

2. Sauf disposition contraire, les
définitions qui suivent s’appliquent a
la présente loi.

[..]

« breveté » ou « titulaire d’un brevet »
Le titulaire ayant pour le moment droit
a Pavantage d’un brevet.

[...]
Contenu du brevet

42. Tout brevet accordé en vertu de la
présente loi contient le titre ou le nom
de 'imvention avec renvoi au mémoire
descriptif et accorde, sous réserve des
autres dispositions de la présente loi,
au breveté et a ses représentants
légaux, pour la durée du brevet a
compter de la date ou il a éte accorde,
le droit, la faculté et le privilege
exclusif de fabriquer, construire,
exploiter et vendre a d’autres, pour
qu’ils I'exploitent, I'objet de
I'invention, sauf jugement en I'espece
par un tribunal compétent.

Contrefacon et recours

55. (1) Quiconque contrefait un brevet
est responsable envers le breveté et
toute personne se réclamant de celui-ci
du dommage que cette contrefacon
leur a fait subir apres octroi du
brevet.

Définitions
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79. (1) In this section and in sections
80 to 103,

“patentee”, in respect of an nvention
pertaining to a medicine, means the
person for the time being entitled to
the benefit of the patent for that
invention and includes, where any
other person is entitled to exercise any
rights in relation to that patent other
than under a licence continued by
subsection 11(1) of the Patent Act
Amendment Act, 1992, that other
person in respect of those rights;

Invention pertaining to a medicine

(2) For the purposes of subsection (1)
and sections 80 to 101, an invention
pertains to a medicine if the invention
is intended or capable of being used
for medicine or for the preparation or
production of medicine.

Pricing information, etc., required
by regulations

80. (1) A patentee of an invention
pertaining to a medicine shall, as
required by and in accordance with the
regulations, provide the Board with
such information and documents as
the regulations may specify respecting

(a) the identity of the medicine;
(b) the price at which the

medicine is being or has been sold
in any market in Canada and

79. (1) Les définitions qui suivent
s’appliquent au présent article et aux
articles 80 a 103.

[.]

« breveté » ou « titulaire d’un brevet »
La personne ayant pour le moment
droit a 'avantage d’un brevet pour
une invention liée a un médicament,
ainsi que quiconque était titulaire d’un
brevet pour une telle invention ou
exerce ou a exercé les droits d’un
titulaire dans un cadre autre qu’une
licence prorogée en vertu du
paragraphe 11(1) de la Loi de 1992
modifiant la Loi sur les brevets.

[...]

Définition de « invention liée a un
médicament »

(2) Pour l'application du paragraphe
(1) et des articles 80 a 101, une
invention est liée a un médicament si
elle est destinée a des médicaments ou
a la préparation ou la production de
médicaments, ou susceptible d’étre
utilisée & de telles fins.

Renseignements réglementaires a
fournir sur les prix

80. (1) Le breveté est tenu de fournir
au Conseil, conformément aux
reglements, les renseignements et
documents sur les points suivants :

a) I'identification du médicament
en cause,

b) le prix de vente — antérieur ou
actuel — du médicament sur les
marchés canadien et étranger;
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elsewhere;

(c) the costs of making and

marketing the medicine, where
that information is available to the

patentee in Canada or is within

the knowledge or control of the

patentee;

(d) the factors referred to in
section 85; and

(e) any other related matters.

Idem

(2) Subject to subsection (3), a person

who is a former patentee of an
invention pertaining to a medicine

shall, as required by and in accordance

with the regulations, provide the

Board with such information and
documents as the regulations may
specify respecting

c) les colts de réalisation et de
mise en marché du médicament
s’il dispose de ces derniers
renseignements au Canada ou s’il
en a connaissance ou le controle;

d) les facteurs énumérés a l'article
85;

e) tout autre point afférent précise
par reglement.

Idem

(2) Sous réserve du paragraphe (3),
I'ancien titulaire d’un brevet est tenu
de fournir au Conseil, conformément
aux reglements, les renseignements et
les documents sur les points suivants :

(a) the identity of the medicine;

(b) the price at which the
medicine was sold in any market
in Canada and elsewhere during
the period in which the person
was a patentee of the invention;

(c) the costs of making and
marketing the medicine produced
during that period, whether
incurred before or after the patent
was issued, where that
information is available to the
person in Canada or is within the
knowledge or control of the
person;

(d) the factors referred to in
section 85; and

a) I'identification du médicament
en cause,;

b) le prix de vente du médicament
sur les marchés canadien et
étranger pendant la période ou il
était titulaire du brevet;

c) les colts de réalisation et de
mise en marché du médicament
s’il dispose de ces derniers
renseignements au Canada ou s’il
en a connaissance ou le contrdle;

d) les facteurs énumérés a larticle
85;
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(e) any other related matters.

Limitation

(3) Subsection (2) does not apply to a
person who has not been entitled to
the benefit of the patent or to exercise
any rights in relation to the patent for
a period of three or more years.

Pricing information, etc. required
by Board

81. (1) The Board may, by order,
require a patentee or former patentee
of an invention pertaining to a
medicine to provide the Board with
information and documents respecting

(@) in the case of a patentee, any
of the matters referred to in
paragraphs 80(1)(a) to (e);

b) in the case of a former
patentee, any of the matters
referred to in paragraphs 80(2)(a)
to (e); and

(c) such other related matters as
the Board may require.

Compliance with order

(2) A patentee or former patentee in
respect of whom an order is made
under subsection (1) shall comply with
the order within such time as is
specified in the order or as the Board
may allow.

Limitation

(3) No order may be made under
subsection (1) in respect of a former
patentee who, more than three years
before the day on which the order is
proposed to be made, ceased to be

e) tout autre point afférent précisé
par reglement.

Prescription

(3) Le paragraphe (2) ne vise pas celui
qui, pendant une période d’au moins
trois ans, a cessé d’avoir droit a
I'avantage du brevet ou d’exercer les
droits du titulaire.

Renseignements sur les prix exigés
par le Conseil

81. (1) Le Conseil peut, par
ordonnance, enjoindre le breveté ou
I'ancien titulaire du brevet de lu
fournir les renseignements et les
documents sur les points visés aux
alineas 80(1)a) a e), dans le cas du
breveté, ou, dans le cas de I'ancien
breveté, aux alinéas 80(2)a) a e) ainsi
que sur tout autre point qu’il précise.

Respect

(2) L’ordonnance est a exécuter dans
le délai précisé ou que peut fixer le
Consell.

Prescription

(3) Il ne peut étre pris d’ordonnances
en vertu du paragraphe (1) plus de
trois ans aprés qu’une personne ait
cess¢ d’avoir droit aux avantages du
brevet ou d’exercer les droits du
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entitled to the benefit of the patent or
to exercise any rights in relation to the
patent.

Sales and expense information, etc.,
to be provided

88. (1) A patentee of an invention
pertaining to a medicine shall, as
required by and in accordance with the
regulations, or as the Board may, by
order, require, provide the Board with
such information and documents as
the regulations or the order may
specify respecting

(a) the identity of the licensees in
Canada of the patentee;

(b) the revenue of the patentee,
and details of the source of the
revenue, whether direct or
indirect, from sales of medicine in
Canada; and

(c) the expenditures made by the
patentee in Canada on research
and development relating to
medicine.

Additional information, etc.

(2) Where the Board believes on
reasonable grounds that any person
has information or documents
pertaining to the value of sales of
medicine in Canada by a patentee or
the expenditures made by a patentee in
Canada on research and development
relating to medicine, the Board may,
by order, require the person to provide
the Board with any of the information
or documents that are specified in the
order, or with copies thereof.

Compliance with order

titulaire.

Obligations des brevetés

88. (1) Le breveté est tenu,
conformément aux réglements ou aux
ordonnances du Conseil, de fournir a
celui-ci des renseignements et
documents sur les points suivants :

a) I'identité des titulaires des
licences découlant du brevet au
Canada;

b) les recettes directes ou
indirectes qu’il a tirées de la vente
au Canada du médicament, ainsi
gue la source de ces recettes;

c) les dépenses de recherche et
développement faites au Canada
relativement au médicament.

Renseignements complémentaires

(2) S’il estime pour des motifS
raisonnables qu’une personne a des
renseignements ou documents sur le
montant des ventes au Canada de tout
médicament ou sur les dépenses de
recherche et développement
supportées a cet égard au Canada par
un titulaire de brevet, le Conseil pedt,
par ordonnance, 'obliger a les lui
fournir — ou une copie de ceux-ci —
selon ce que précise I'ordonnance.

Délai
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(3) A person in respect of whom an
order is made under subsection (1) or
(2) shall comply with the order within
such time as is specified in the order
or as the Board may allow.

Information, etc., privileged

(4) Subject to section 89, any
information or document provided to
the Board under subsection (1) or (2)
is privileged, and no person who has
obtained the information or document
pursuant to this Act shall, without the
authorization of the person who
provided the information or document,
knowingly disclose the information or
allow it to be disclosed, except for the
purposes of the administration of this
Act.

Report

89. (1) The Board shall in each year
submit to the Minister a report setting
out

(a) the Board’s estimate of the
proportion, as a percentage, that
the expenditures of each patentee
in Canada in the preceding year
on research and development
relating to medicine is of the
revenues of those patentees from
sales of medicine in Canada in
that year; and

(b) the Board’s estimate of the
proportion, as a percentage, that
the total of the expenditures of
patentees in Canada in the
preceding year on research and
development relating to medicine
is of the total of the revenues of
those patentees from sales of
medicine in Canada in that year.

(3) L’ordonnance est a exécuter dans
le délai précise ou que peut fixer le
Conseil.

Protection des renseignements

(4) Sous réserve de l'article 89, les
renseignements ou documents fournis
au Conseil sont protégés; nul ne peut,
apres les avoir obtenus en conformité
avec la présente loi, sciemment les
communiquer ou en permettre la
communication sans I’'autorisation de
celui qui les a fournis, sauf quant a
I'application de la présente loi.

Rapport

89. (1) Le Conseil remet au ministre
un rapport annuel exposant son
estimation de la proportion, exprimée
en pourcentage, que les dépenses de
recherche et développement en
matiere de médicaments, faites au
Canada dans I'année précédente,
représentent par rapport aux recettes
tirées de la vente au Canada de
médicaments pendant la méme
période, et ce tant pour chaque breveté
que pour I'ensemble des brevetés.
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Basis of report

(2) The report shall be based on an
analysis of information and documents
provided to the Board under
subsections 88(1) and (2) and of such
other information and documents
relating to the revenues and
expenditures referred to in subsection
88(1) as the Board considers relevant
but, subject to subsection (3), shall not
be set out in a manner that would
make it possible to identify a person
who provided any information or
document under subsection 88(1) or

).
Exception

(3) The Board shall, in the report,
identify the patentees in respect of
whom an estimate referred to in
subsection (1) is given in the report,
and may, in the report, identify any
person who has failed to comply with
subsection 88(1) or (2) at any time in
the year in respect of which the report
is made.

Tabling of report

(4) The Minister shall cause a copy of
the report to be laid before each House
of Parliament on any of the first thirty
days on which that House is sitting
after the report is submitted to the
Minister.

Patented Medicines Regulations,
SOR/94-688

(as cited by the Patented Medicine
Prices Review Board in PMPRB
ratiopharm reasons as Appendix “A”)

3. (1) For the purposes of paragraphs
80(1)(a) and 80(2)(a) of the Act,

Fondement du rapport

(2) Le rapport se fonde sur I’analyse
des renseignements et documents
obtenus au titre des paragraphes 88(1)
ou (2) et des renseignements ou
documents — que le Conseil juge
pertinents — sur les recettes et
dépenses mentionnées au paragraphe
88(1); par ailleurs, il est établi de
maniere a ne pas permettre de
connaitre I'identité de la personne qui
a fourni ces renseignements ou
documents vises aux paragraphes
88(1) ou (2).

Exception

(3) Dans son rapport, le Consell
identifie toutefois les brevetés pour
lesquels une estimation est donnée; il
peut aussi identifier les contrevenants
aux paragraphes 88(1) ou (2) pour
I'année en cause.

Dépbt au Parlement

(4) Le ministre fait déposer le rapport
devant chaque chambre du Parlement
dans les trente premiers jours de
séance de celle-ci suivant sa remise.

Réglement sur les médicaments
brevetés, DORS/94-688

(tel que cité par le Conseil d’examen
du prix des médicaments brevetes
dans PMPRB ratiopharm reasons en
tant qu’Appendix “A”)

3. (1) Pour I'application des alinéas
80(1)a) et (2)a) de la Loi, les
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information identifying the medicine
shall indicate

renseignements identifiant le
médicament doivent indiquer :

(@) the name and address of the
patentee or former patentee and
the address for correspondence in
Canada;

(b) whether the reporting patentee
referred to in paragraph (a) is the
patent holder, a person holding a
licence other than a licence
continued by subsection 11(1) of
the Patent Act Amendment Act,
1992, or any other person referred
to in the definition “patentee” in
subsection 79(1) of the Act;

(c) the generic name and brand
name of the medicine;

(d) whether the medicine is for
human or veterinary use;

(e) the therapeutic use of the
medicine approved by the
Minister of Health and Welfare;

(f) the date on which the first
notice of compliance was issued
to the patentee or former patentee
in respect of the medicine;

(9) the drug identification number
assigned to each strength and
dosage form of the medicine
under the Food and Drug
Regulations;

(h) the patent number of each
invention of the patentee or
former patentee pertaining to the
medicine, the date on which each
patent was granted and the date
on which each patent will expire.

a) le nom et adresse du breveté
ou de I'ancien breveté ainsi que
son adresse postale au Canada;

b) si celui-ci détient le brevet ou
est le titulaire d’une licence autre
que celle prorogée en vertu du
paragraphe 11(1) de la Loi de
1992 modifiant la Loi sur les
brevets, ou toute autre personne
visée par la définition de «
breveté » au paragraphe 79(1) de
la Loi;

) lappellation générique et la
marque du médicament;

d) si le médicament est destiné a
usage humain ou vétérinaire;

e) son usage thérapeuticue
approuvé par le ministre de la
Santé nationale et du Bien-étre
social;

f) la date a laquelle le premier

avis de conformite a été délivré au
breveté ou a 'ancien breveté pour
le médicament;

g) le numéro d’identification de
drogue attribué a chaque forme
posologique et a chaque
concentration du medicament
conformément au Reglement sur
les aliments et drogues;

h) le numéro de brevet de chaque
invention du breveté ou de
I'ancien breveté liée au
médicament, la date d’octroi ainsi
que la date d’expiration du brevet.
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(2) The information required under
subsection (1) shall be provided if

(a) a notice of compliance has
been issued in respect of the
medicine; or

(b) the medicine is being offered
for sale in Canada.

(3) The information referred to in
subsection (1) shall be provided within
the earlier of

(a) 30 days after the date on
which the first notice of
compliance is issued in respect of
the medicine, and

(b) 30 days after the date on
which the medicine is first offered
for sale in Canada.

(4) The information referred to in
subsection (1) shall be up to date and
any modification of that information
shall be reported within 30 days after
the modification.

4. (1) For the purposes of paragraphs
80(1)(b) and (2)(b) of the Act,
information identifying the medicine
and concerning the price of the
medicine shall indicate

(a) the identity of the patentee or
former patentee;

(b) the generic name and brand
name of the medicine;

(c) the time period, referred to in
subsection (2), to which the
information pertains;

(d) the drug identification number

(2) Les renseignements vises au
paragraphe (1) doivent étre fournis :

a) soit si un avis de conformité a
été délivré pour le médicament;

b) soit si le médicament est offert
en vente au Canada.

(3) Les renseignements visés au
paragraphe (1) doivent étre fournis,
selon la premiére de ces éventualites
suivantes :

a) dans les 30 jours suivant la
date a laquelle le premier avis de
conformité est délivré pour le
médicament;

b) dans les 30 jours suivant la
date a laguelle le médicament est
offert en vente au Canada pour la
premiére fois.

(4) Les renseignements vises au
paragraphe (1) doivent étre tenus a
jour, et toute modification qui y est
apportée doit étre présentée dans les
30 jours suivant celle-ci.

4. (1) Pour I'application des alinéas
80(1)b) et (2)b) de la Loi, les
renseignements identifiant le
médicament et ceux sur son prix de
vente doivent indiquer :

a) I'identit¢ du breveté ou de
Pancien breveté;

b) appellation générique et la
marque du médicament;

c) la période visée au paragraphe
(2) alaquelle s’appliquent les
renseignements;

d) le numéro d’identification de
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assigned under the Food and
Drug Regulations or, where no
drug identification number has
been assigned, any other
identification number assigned to
each dosage form and strength of
the medicine of the patentee or
former patentee;

(e) the quantity of the medicine
sold and either the average price
per package or the net revenue
from sales of each dosage form,
strength and package size in
which the medicine was sold in
final dosage form by the patentee
or former patentee to each class of
customer in each province during
the periods referred to in
subsection (2);

() the publicly available ex-
factory price for each dosage
form, strength and package size of
the medicine that was sold by the
patentee or former patentee to
each class of customer in each
province during the periods
referred to in subsection (2);

(9) where the medicine is being
sold in one or more of the
countries set out in Schedule 1,
the publicly available ex- factory
price for each dosage form,
strength and package size in
which the medicine was sold to
each class of customer in each of
those countries, during the
periods referred to in subsection

@).

(2) The information referred to in
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drogue attribué en vertu du
Reglement sur les aliments et
drogues ou, lorsqu’aucun numéro
n’a été attrbué, un autre numéro
d’identification attribu¢ a chaque
forme posologique et a chaque
concentration du médicament du
breveté ou de I'ancien breveté;

e) la quantité du médicament
vendue et soit son prix moyen par
emballage, soit les recettes nettes
dérivées des ventes de chaque
forme posologique, de chaque
concentration et de chaque format
d’emballage dans lesquels le
médicament était vendu sous sa
forme posologique finale par le
breveté ou I'ancien breveté a
chaque categorie de clients dans
chacune des provinces durant les
périodes visées au paragraphe (2);

f) le prix départ usine accessible
au public de chaque forme
posologique, de chaque
concentration et de chaque format
d’emballage dans lesquels le
médicament etait vendu par le
breveté ou 'ancien breveté a
chaque catégorie de clients dans
chacune des provinces durant les
périodes visées au paragraphe (2);

g) lorsque le médicament est
vendu dans un ou plusieurs des
pays nomm¢s a lannexe I, le prix
départ usine accessible au public
de chaque forme posologique, de
chaque concentration et de chaque
format d’emballage dans lesquels
le médicament était vendu a
chaque catégorie de clients dans
chacun de ces pays au cours des
périodes visées au paragraphe (2).

(2) Les renseignements vises au
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subsection (1) shall be provided in
respect of

(a) the 30 day period following
the date of the first sale in Canada
of the medicine; and

(b) each six month period
commencing on January 1 and
July 1 of each year.

(3) The information referred to in
subsection (2) shall be provided within
30 days after the end of each period
referred to in that subsection.

(4) For the purposes of paragraph
(1)(e), in calculating the average price
per package of medicine, the actual
price after any reduction given as a
promotion or in the form of rebates,
discounts, refunds, free goods, free
services, gifts or any other benefits of
a like nature and after deduction of the
federal sales tax shall be used.

(5) For the purposes of paragraph
(1)(e), in calculating the net revenue
from sales of each dosage form,
strength and package size in which the
medicine was sold in final dosage
form, the actual revenue after any
reduction in the form of rebates,
discounts, refunds, free goods, free
services, gifts or any other benefits of
a like nature and after deduction of
federal sales taxes shall be used.

(6) Subject to subsection (7), this
section does not apply in respect of
medicine sold by the patentee or
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paragraphe (1) sont fournis a I’égard
de:

a) la période de 30 jours suivant
la date a laquelle le médicament
est vendu au Canada pour la
premiére fois;

b) chaque période de six mois
commencant le ler janvier et le
ler juillet de chaque année.

(3) Les renseignements Vvisés au
paragraphe (2) doivent étre présentés
dans les 30 jours suivant la fin de
chaque période visée a ce paragraphe.

(4) Pour I'application de I'alinéa (1)e),
le prix aprés déduction des réductions
accordees a titre de promotion ou sous
forme de rabais, escomptes,
remboursements, biens ou services
gratuits, cadeaux ou autres avantages
semblables et apres déduction de la
taxe de vente fédérale doit étre utilisé
pour le calcul du prix moyen par
emballage dans lequel le médicament
était vendu.

(5) Pour I'application de I'alinéa (1)e),
le montant des recettes apres
déduction des réductions accordées
sous forme de rabais, escomptes,
remboursements biens ou services
gratuits, cadeaux ou autres avantages
semblables et apres déduction de la
taxe de vente fédérale doit étre utilisé
pour le calcul des recettes nettes pour
chaque forme posologique, chaque
concentration et chaque format
d’emballage dans lesquels le
medicament était vendu sous sa forme
posologique finale.

(6) Sous réserve du paragraphe (7), le
présent article ne s’applique pas a un
médicament vendu par le breveté ou
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former patentee to any person with
whom the patentee or former patentee
does not deal at arm’s length, or to any
other patentee or former patentee.

(7) Where the patentee or former
patentee sells the medicine to a person
with whom the patentee or former
patentee does not deal at arm’s length
and the person is not required to
provide information pursuant to
paragraphs 80(1)(a) and 80(2)(a) of
the Act, the patentee or former
patentee shall provide the information
required under paragraphs (1)(e) to (9)
in respect of any resale of the
medicine by that person.

(8) For the purposes of paragraph
(1)(g), the price at which a medicine
was sold in a country other than
Canada shall be expressed in the
currency of that country.

(9) For the purposes of this section,
the provisions of the Income Tax Act,
as that Act read on December 1, 1987,
apply with such modifications as the
circumstances require, in determining
whether a patentee or former patentee
is dealing at arm’s length with another
person.

(10) For the purposes of this section,
“publicly available ex-factory price”
includes any price of a patented
medicine that is agreed on by the
patentee or former patentee and the
appropriate regulatory authority of the
country in which the medicine is sold
by the patentee.

5. (1) For the purposes of subsection
88(1) of the Act, information
concerning the identity of any licensee
in Canada of the patentee and the

I'ancien breveté a une personne avec
qui il aun lien de dépendance ou a
tout autre breveté ou ancien breveté.

(7) Lorsque le breveté ou I'ancien
breveté vend le médicament a une
personne avec qui il a un lien de
dépendance et que celle-ci n’est pas
tenue de fournir des renseignements
en vertu des alinéas 80(1)a) et 80(2)a)
de la Loi, le breveté ou I’ancien
breveté doit fournir les
renseignements prévus en vertu des
alinéas (1)e) ag)al’égard de toute
revente du médicament par cette
personne.

(8) Pour I'application de I'alinéa (1)g),
le prix auquel le médicament était
vendu dans un pays étranger doit étre
exprimé dans la devise de ce pays.

(9) Pour l'application du présent
article, les dispositions de la Loi de
l'impét sur le revenu dans sa version
du ler décembre 1987 s’appliquent,
compte tenu des adaptations
nécessaires, a la détermination du lien
de dépendance entre le breveté et une
autre personne.

(10) Pour I'application du présent
article, « prix départ usine accessible
au public » s’entend notamment de
tout prix d’un médicament breveté
dont sont convenus le breveté ou
I'ancien breveté et ’autorité
réglementante compétente du pays
dans lequel le breveté vend le
médicament.

5. (1) Pour I'application du paragraphe
88(1) de la Loi, les renseignements sur
I'identité des titulaires des licences
découlant du brevet au Canada et sur
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revenues and research and
development expenditures of the
patentee shall indicate

(a) the name and address of the
patentee and the address for
correspondence in Canada;

(b) the name and address of all
licensees in Canada of the
patentee;

(c) the total gross revenues from
all sales in Canada during the year
by the patentee of medicine for
human and veterinary use and the
total revenues received from all
licensees from the sale in Canada
of medicine for human and
veterinary use; and

(d) a summary of all expenditures
made during the year by the
patentee towards the cost of
research and development relating
to medicine for human or
veterinary use carried out in
Canada by or on behalf of the
patentee, including

() a description of the type of
research and development and
the name of the person or
entity that carried out the
research and development,

(i) the expenditures of the
patentee or the person or
entity that carried out the
research and development, in
respect of each type of
research and development,
and

(i) the name of the province

Page: 13

les recettes et les dépenses de
recherche et développement du
breveté doivent indiquer :

a) le nom et I'adresse du breveté
ainsi que son adresse postale au
Canada;

b) le nom et I'adresse des
titulaires des licences au Canada;

C) les recettes brutes totales tirées
de toutes les ventes de
médicaments pour usage humain
et vetérinaire effectuées par le
breveté au Canada durant 'année
et les recettes totales qui
proviennent des titulaires des
licences au titre des ventes au
Canada de médicaments pour
usage humain et vétérinaire;

d) un résumé de toutes les
dépenses engagées par le breveté
durant 'année pour I'exécution,
au Canada par lui ou pour son
compte, de recherche et
développement en matiere de
médicaments pour usage humain
ou vetérinaire 'y compris :

() une description du type de
recherche et développement et
le nom de la personne ou de
Ientit¢ qui les a exécutés,

(i) pour chaque type de
recherche et développement,
les montants dépensés par le
breveté ou par la personne ou
Ientit¢ qui a exécuté la
recherche et le développement,

(iii) le nom de la province ou la
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in which the research and
development was carried out
and the expenditures in that
province by the patentee or
the person or entity.

(2) The information referred to in
subsection (1) shall be provided for
each calendar year and shall be
submitted within 60 days after the end
of each calendar year.

(3) The total gross revenues referred
to in paragraph (1)(c) shall comprise
revenues from sales of medicine

(a) for which a drug identification
number has been issued under the
Food and Drug Regulations or
which has been approved for sale
to qualified investigators under
those Regulations;

(b) that is used in the diagnosis,
treatment, mitigation or
prevention of a disease, disorder
or abnormal physical state or the
symptoms thereof or in the
modification of organic functions
in humans or animals; and

(c) the sale of which is promoted
by any means to physicians,
dentists, veterinarians, hospitals,
drug retailers or wholesalers or
manufacturers of ethical
pharmaceutical products.

(4) For the purposes of paragraph

recherche et le développement
ont été effectués et le montant
dépensé dans la province par le
breveté ou par la personne ou
I'entité.

(2) Les renseignements visés au
paragraphe (1) doivent étre fournis
pour chaque année civile et étre
présentés dans les 60 jours suivant la
fin de I'année.

(3) Les recettes brutes totales visées a
I'alinéa (1)c) sont celles qui se
rapportent aux ventes de
médicaments:

a) auxquels un numéro
d’identification de drogue a été
attribué conformément au
Réglement sur les aliments et
drogues ou ceux qui ont été
approuvés pour la vente a un
chercheur compétent
conformément a ce réglement;

b) qui sont utilisés pour le
diagnostic, le traitement,
Iatténuation ou la prévention de
maladies, de troubles ou d’états
physiques anormaux ou de leurs
symptdmes, ainsi que pour la
modification de fonctions
organiques chez les humains ou
les animaux;

c) dont la vente est promue par
quelque moyen gue ce soit aupres
des médecins, des dentistes, des
véterinaires, des hopitaux, des
détaillants ou des grossistes de
drogues ou des fabricants de
produits pharmaceutiques
controlés.

(4) Pour I'application de I'alinéa (1)d),
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(1)(d), the patentee shall specify

(a) the total capital expenditures
on buildings and the annual
depreciation of the buildings
which depreciation shall be
calculated at an annual rate of
four per cent for a maximum of
25 years;

(b) the total capital expenditures
on equipment; and

(c) the source and amount of the
funds for expenditures made by
the patentee towards the cost of
research and development.
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le breveté doit indiquer :

a) les dépenses en
immobilisations totales afférentes
aux immeubles et le montant de
dépréciation annuelle de ceux-ci,
qui est calculée a un taux annuel
de 4 pour cent sur une période
maximale de 25 ans;

b) les dépenses totales relatives a
I'équipement;

c) la source du financement des
dépenses de recherche et de
développement du breveté et le
montant fourni.
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ANNEX 11

An Act to amend the Patent Act and

to provide for certain matters in
relation thereto, S.C. 1987, c. 41

(relevant provisions in force 1987-12-
07)

41.1 (1) In sections 41.11 to 41.25,

“patentee”, in respect of an mvention
pertaining to a medicine, includes,
where a person is exercising any rights
of the patentee other than under a
licence under section 41, that other
person in respect of those rights.

An Act to amend the Patent Act and
to provide for certain matters in
relation thereto, R.S.C. 1985 (3rd
Supp.), c. 33

(relevant provisions in force 1988-12-
12)

39.1 (1) In sections 39.11 to 39.25,

“patentee” in respect of an mvention
pertaining to a medicine, includes,
where a person is exercising any rights
of the patentee other than under a
licence under section 39, that other
person in respect of those rights.

Loi modifiant la Loi sur les brevets et
prévoyant certaines dispositions
connexes, L.C. 1987, c. 41

(dispositions pertinentes en vigueur le
1987-12-07)

41.1 (1) Les définitions qui suivent

s’appliquent aux articles 41.11 a
41.25.

[...]

«breveté» ou «titulaire de brevet» Lui
est assimilé quiconque exerce des
droits d’un breveté sur une nvention
liée a un médicament autres qu’une
licence visée alarticle 41.

[...]

Loi modifiant la Loi sur les brevets et
prévoyant certaines dispositions
connexes, L.R.C. 1985 (3e supp.), C.
33

(dispositions pertinentes en vigueur le
1988-12-12)

39.1 (1) Les définitions qui suivent

s’appliquent aux articles 39.11 a
39.25.

[..]

« breveté » ou « titulaire de brevet »
Lui est assimilé quiconque exerce des
droits d’un breveté sur une invention
liée a un médicament autres qu’une
licence visée a larticle 39.
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Patent Act Amendment Act, 1992,
S.C.1993,c.2

(relevant provisions in force 1993-02-
15)

79. () In this section and in sections
80 to 103,

“patentee”, in respect of an invention
pertaining to a medicine, means the
person for the time being entitled to
the benefit of the patent for that
invention and includes, where any
other person is entitled to exercise any
rights in relation to that patent other
than under a licence continued by
subsection 11(1) of the Patent Act
Amendment Act, 1992, that other
person in respect of those rights;

Loi de 1992 modifiant la Loi sur les
brevets, L.C. 1993, c. 2

(dispositions pertinentes en vigueur le
1993-02-15)

79. (1) Les définitions qui suivent
s’appliquent au présent article et aux
articles 80 a 103.

[...]

« breveté » ou « titulaire d’un brevet »
La personne ayant pour le moment
droit a 'avantage d’un brevet pour
une invention liée a un médicament,
ainsi que quiconque était titulaire d’un
brevet pour une telle invention ou
exerce ou a exercé les droits d’un
titulaire dans un cadre autre qu’une
licence prorogée en vertu du
paragraphe 11(1) de la Loi de 1992
modifiant la Loi sur les brevets.

[...]
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David K. Wilson
Direct Line: 613.780.2019
Email: dwilson@conway.pro

Assistant: Michelle Thibert
Direct Line: 613.691.0374
Email: mthibert@conway.pro

December 2, 2015
VIA EMAIL

Guillaume Couillard

Director, Board Secretariat & Communications

Patented Medicine Prices Review Board

Box L40, Standard Life Centre 333 Laurier Avenue West Suite 1400
Ottawa, Ontario K1P 1C1

Dear Mr. Couillard

RE:  IN THE MATTERS OF APOTEX INC. (FAILURE TO FILE) AND THE MEDICINE APO-SALVENT CFC FREE
OUR MATTER ID: 1360-003 & 1360-004

As legal counsel to Board Staff, | am writing to inquire about the status of the above
proceedings, which were the subject of a case management conference on September 26,
2011. At the time of the case management conference, counsel to Apotex, Ms. Kay, suggested
that the Apotex proceedings be held in abeyance pending Federal Court proceedings on related
jurisdictional issues involving ratiopharm Inc. and the medicine ratio-Salbutamol HFA. As the
Board is aware, the Federal Court of Appeal has recently affirmed the jurisdiction of the PMPRB
in Canada (Attorney General) v. Sandoz Inc; Canada (Attorney General) v. Ratiopharm Inc. 2015
FCA 249.

Do not hesitate to contact me should you have any questions.

Yours very truly,

@_:/( S A
David K. Wilson

/mt

cc Katherine Kay, Counsel to Apotex Inc.

Conway Baxter Wilson LLP/s.r.l.
401 - 1111 Prince of Wales Drive, Ottawa ON K2C 3T2
Tel: 613.288.0149 Fax: 613.688.0271
WWW.conway.pro
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Box L40

Standard Life Centre

333 Laurier Avenue West
Suite 1400

Ottawa, Ontario

K1P 1C1

December 7, 2015

David K. Wilson

Conway Baxter Wilson LLP/s.r.l.
401-1111 Prince of Wales Drive
Ottawa, Ontario

K2C 3T2

dwilson@conway.pro

Re: IN THE MATTER OF the Patent Act R.S.C. 1985, c. P-4, as amended and IN THE
MATTER OF Apotex Inc. and the medicine Apo-Salvent CFC Free

Mr. Wilson,

This to acknowledge receipt of your letter of December 2, 2015, in which you were
inquiring about the status of the proceedings in the matter of Apotex and the medicine
Apo-Salvent CFC Free. | can advise that this matter will remain in abeyance until the
expiry of all available appeal routes.

If you have any questions, please do not hesitate to contact me either by email,
guillaume.couillard@pmprb-cepmb.gc.ca or by phone at 613-954-8299.

Yours very truly,

ZIRe™

Guillaume Couillard
Secretary of the Board

www.pmprb-cepmb.gc.ca
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June 30, 2011 Decision: PMPRB-08-D3-ratiopharm

- Merits

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

AND IN THE MATTER OF ratiopharm Inc. (“ratiopharm”)
DECISION

Introduction

1. This is the decision of the hearing panel (the “Panel”) concerning an application
filed by the staff of the Board (Board Staff) on July 15, 2008 (the “Application”)
pursuant to sections 81 and 88 of the Patent Act (the "Act") requiring the
Respondent, ratiopharm Inc. ("ratiopharm™), to provide the Board with the
information and documents referred to in sections 80, 81 and 88 of the Act and in
sections 3, 4 and 5 of the Patented Medicines Regulations (the "Regulations").
These provisions of the Act and Regulations require “patentees”, as that term is
defined in subsection 79(1) of the Act, to file information and documents
identifying and providing sales and pricing information and any related matters
with respect to patented medicines sold in Canada, and providing revenues from,
and research and development expenditures relating to, medicine. Extracts from
the Act and Regulations containing the main statutory provisions applicable in
this context are set out in Appendix “A” to these reasons.

2. Evidence and oral argument were heard on October 13 and 14, 2009, and written
submissions were filed in October and November, 2009. Because the issues
raised in this proceeding were related to some of those raised in an excessive-
pricing proceeding involving ratiopharm and the medicine ratio-Salbutamol HFA,
heard by the same Panel, the Panel reserved its decision in this proceeding until
it had decided the matter involving ratio-Salbutamol, the reasons and order for
which were released on May 27, 2011 (the ratio-Salbutamol Decision).

The issues and the general analysis

3. The Application sought an order that ratiopharm file the prescribed information
with respect to all patented medicines that ratiopharm sells in Canada. At the
outset of the Application, Board Staff had some information that gave them
grounds to believe that ratiopharm was a patentee with respect to several

www.pmprb-cepmb.gc.ca
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medicines and potentially many more. By the conclusion of the proceeding, as a
result of evidence and documentary production during the proceeding, Board
Staff took the position that 14 medicines should be the subject of an order arising
out of this proceeding.

4. ratiopharm does not hold patents with respect to any of these medicines.
Broadly speaking, Board Staff took the position that for 12 of the medicines,
ratiopharm, having been authorized to sell the medicines in Canada by the
holders of patents pertaining to the medicines, was a “patentee” within the
meaning of that term in subsection 79(1) of the Act. For two of the medicines,
Board Staff took the position that there was at least enough evidence on the
record for the Panel to order ratiopharm to file patent and supply agreement
documentation so that a determination could be made by Board Staff as to
whether or not they would take the position that ratiopharm was or is a patentee
with respect to those medicines.

5. The main issue in this proceeding revolved around the definition of “patentee” in
subsection 79(1) of the Act. For the purposes of the Board’s jurisdiction,
subsection 79(1) expands the definition of “patentee” beyond the definition in
section 2 of the Act. Section 2 provides as follows:

“patentee” means the person for the time being entitled to the
benefit of a patent;

6. Subsection 79(1) provides as follows:

“patentee”, in respect of an invention pertaining to a medicine,
means the person for the time being entitled to the benefit of the
patent for that invention and includes, where any other person is
entitled to exercise any rights in relation to that patent ... that other
person in respect of those rights;

7. Broadly speaking, Board Staff take the position that a pharmaceutical distributor
that (1) has an agreement with a person who holds a patent that pertains to a
medicine to purchase the medicine from that person and resell it to others; and
(2) holds its own Notice of Compliance (NOC) for that medicine, is entitled to a
right (the right to sell the medicine) “in relation to” the pertaining patent.
Accordingly, such a pharmaceutical distributor is a patentee within the meaning
of that term in subsection 79(1) of the Act. Board Staff argue that ratiopharm is a
patentee with respect to the medicines that are the subject of these reasons.
Board Staff made several other arguments and applied their position to each of
the 14 medicines regarding which they seek an order in this proceeding.
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8. ratiopharm takes the contrary position. ratiopharm argues that the arrangements
by which it was and is entitled to sell the medicines, which do not grant
ratiopharm ownership of any patent rights, and the position it occupies in the
distribution chain of the medicines, do not make it a “patentee” within the
meaning of that term in subsection 79(1) of the Act. Accordingly, ratiopharm
argues, the Board does not have jurisdiction over ratiopharm in relation to any of
the medicines that are the subject of these reasons.

9. Inits written final rebuttal submissions, ratiopharm framed the issue in this
proceeding as being: “whether a generic pharmaceutical company who neither
manufactures nor holds patents on the products in question, and who sells the
products under supply agreements that expressly provide that it has no patent
rights, has a duty to report”. In oral submissions, ratiopharm answered the
guestion this way: “ratiopharm is not a patentee because it is not entitled to
exercise any rights in relation to the patent because the licensor has specifically
retained all patent rights.”

10.The specific circumstances surrounding the sale of each medicine regarding
which Board Staff seek an order must be considered, because the ratio-
Salbutamol Decision did not address the particulars of the Board’s potential
jurisdiction with respect to the specific medicines discussed in these reasons.
Also, though this application was heard before the ratio-Salbutamol proceeding,
the parties raised some additional arguments in this application or expressed
their positions differently, and these reasons attempt to deal with those additional
issues.

11.However, the principles applicable to the circumstances in which a person who is
not the patent holder, but is “entitled to exercise any rights in relation to” a patent
pertaining to a medicine were canvassed in the ratio-Salbutamol Decision. The
consideration of this matter in the ratio-Salbutamol Decision addressed a
business model by which ratiopharm, a generic pharmaceutical company,
acquired ratio-Salbutamol pursuant to agreements with GlaxoSmithKline, who
manufactured ratio-Salbutamol, held the patents pertaining to ratio-Salbutamol
and (in the agreements between GlaxoSmithKline and ratiopharm) expressly
disclaimed any grant of patent rights to ratiopharm.

12. Accordingly, the ratio-Salbutamol Decision provides guidance in this proceeding,
at least with respect to the principles governing the interpretation of subsection
79(1) of the Act and related legal issues, such as the potential applicability of the
decision of the Federal Court in the Pfizer case, to the Board'’s jurisdiction over a
person selling a medicine in the circumstances in which ratiopharm was selling
ratio-Salbutamol. By way of a summary, the ratio-Salbutamol Decision
concluded (to frame the issue as it was framed by ratiopharm in this proceeding)
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that it is not necessary for a person such as ratiopharm in its position in the
pharmaceutical distribution chain to manufacture a medicine or hold a patent
pertaining to the medicine in order to be subject to the jurisdiction of the Board.
By virtue of the definition of patentee in subsection 79(1), a person is subject to
the jurisdiction of the Board if it is entitled to “any rights in relation to” a patent
pertaining to a medicine that is or was sold in Canada.

Rights in relation to a patent

13. Subsection 79(1) does not refer only to persons entitled to the benefit of the
patent, but also persons entitled to exercise rights “in relation to” the patent.
When one person entitled to the benefit of a patent grants another person the
right to sell the medicine in the circumstances applicable to ratiopharm in relation
to the medicines in issue in the proceeding, the Panel concludes that the latter
person is entitled to exercise a right or rights (to sell the medicine and arguably to
claim damages for infringement of the patent) that is “in relation to” the patent.
This is so whether or not the agreement under which the right is granted
disclaims the actual granting of patent rights.

14.Put another way, the holders of the patent rights who entered into licensing or
distribution agreements with ratiopharm to sell the medicines regarding which
Board Staff seek an order in this proceeding would not have agreed to supply
ratiopharm with the medicines absent an agreement. The holders of those
patent rights had, by virtue of those rights, the power and authority to require
ratiopharm to enter into the agreements as a precondition to supplying
ratiopharm with the medicines. ratiopharm had to obtain the right to sell the
medicines from the holders of patents pertaining to the medicines. The holders
of the patent rights pertaining to the medicines had the power to control to whom
they sold their medicines for resale by virtue of their patent rights. While, as it is
often said in the jurisprudence of the Board and the Federal Court, the
demonstration of market power is not a precondition to the Board’s jurisdiction,
the potential for market power that arises from the monopoly conferred by a
patent is at the root of the Board’s mandate. A patent holder is not obliged to
license others to sell a medicine to which the patent pertains. When the holder of
a patent decides whether or not to supply ratiopharm with a medicine to which
the patent pertains, the patent holder is exercising market power by virtue of its
patent rights. Therefore, ratiopharm’s right to sell the medicine is a right to which
ratiopharm is entitled “in relation to” the pertaining patents.
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Ex-factory prices and the first sale of the medicine

15.The ratio-Salbutamol Decision dealt with the expressions “ex-factory price”, an
undefined® term in the Regulations and “first sale”, an expression that has been
used to describe the Board’s typical approach to distinguish between the
manufacturing level and the wholesale / retail level. The Board does not regulate
prices charged by wholesalers and retailers. It could be that, as argued by
ratiopharm, in accordance with the concept of exhaustion in patent law, each
person in the chain of distribution down to the retail level could be considered a
patentee on the Board’s interpretation of subsection 79(1). But the Board does
not regulate the prices of medicines beyond the first sale into one of the
consumer classes (wholesalers, hospitals and pharmacies) protected by the
Board. Itis patentees who sell patented medicines into those markets that are
under the Board’s jurisdiction. It is not relevant for these purposes if the
definition catches other persons as, technically speaking, patentees.

16.The market has evolved to include arrangements such as those discussed in the
ratio-Salbutamol Decision and in this decision, where ratiopharm (like a
manufacturer but unlike wholesalers, pharmacies and hospitals) — holds the
NOCs and Drug Identification Numbers (DINs) of the medicines it sells, and sells
those medicines to the customer classes protected by the Board. ratiopharm’s
sales to wholesalers, pharmacies and hospitals are the first sales of the
medicines to the classes of customer that the Board protects, thus making them
equivalent to factory gate sales for the very purposes of the Board’s mandate.

Notices of Compliance

17.1t is not insignificant that ratiopharm holds the NOCs for these medicines, in at
least two respects. First, the NOC application includes a process by which the
positions of holders of related patents is indicated or made open to dispute.
Where ratiopharm believes that the medicine it intends to sell is protected by a
patent and ratiopharm has an agreement with the patent holder, this will be
indicated on the application for the NOC. ratiopharm represents to Health
Canada (as it did with respect, for example, to ratio-Omeprazole) that it has the
patent holder’s consent to the “making, constructing, using or selling the drug in
Canada”, language that mirrors the rights of the patent holder as stipulated in
section 42 of the Act: the exclusive right to “making, constructing and using the
invention and selling it to others”.

! Other than the stipulation that, for medicines sold outside of Canada, the term includes a price agreed
between the patentee and the applicable regulator.
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18.ratiopharm properly observes that, though the NOC process identifies ratiopharm
as the manufacturer, ratiopharm is not the manufacturer of the medicines in
guestion in the normal sense of this word. However, in the Panel’'s view this
does not aid ratiopharm’s argument. The Food and Drug Regulations use the
term “manufacturer” for a person in ratiopharm’s position that is selling its own
brand of a medicine and has been issued a DIN for the medicine. This is distinct
from the “fabricator”, the person who makes the medicine. Holding the NOCs for
the subject medicines makes ratiopharm responsible, among other things, for
compliance with the safety and effectiveness requirements of the medicine, even
though it is not made by ratiopharm, and entitles ratiopharm to sell the medicines
to the customer classes protected by the Board. Customers (for the Board’s
purposes, wholesalers, pharmacies and hospitals) purchase from the person
classified as the manufacturer of a medicine, not the fabricator.

19.1t is of course possible for a person to hold an NOC without being entitled to any
rights in relation to a patent, but a person who holds an NOC and is entitled to
rights in relation to a patent occupies the same position with respect to the
Board’s mandate as the patent holder. Interpreted this way, which is consistent
both with the plain meaning of the words and the intent of the Act, subsection
79(1) allows the Board to fulfill its mandate.

20.To repeat a point made in the ratio-Salbutamol Decision, the Board’s mandate
would be easily defeated if the Board allowed the pricing of medicines to which a
patent pertains to be uncontrolled simply because of the insertion, in the
distribution structure, of an entity that sets the price and makes the first sale to
the customer classes that the Board protects. Persons who set the prices for the
first sales to the customers the Board protects are the very persons the Act was
intended to be subject to the Board’s jurisdiction, whether they are manufacturers
or distributors supplied by manufacturers. The expanded definition of patentee in
subsection 79(1) of the Act would have little point if the Act were interpreted to
allow such unregulated pricing.

PMPRB-08-D3-ratiopharm, June 30, 2011 Page 6





Signalisation de Montréal Inc. v Services de Béton Universels Ltée

21.An issue that received rather more attention in this proceeding than in the ratio-
Salbutamol proceeding was the relevance of the decision of the Federal Court of
Appeal in Signalisation de Montréal Inc. v. Services de Béton Universels Ltée.?
Both parties relied on this case. In this case, the patent holder granted a license
for North American sales and the licensee appointed the plaintiff as its sales
representative for Quebec and Ontario. The decision notes that the agreement
between the licensee and the plaintiff made no specific reference to the patent,
though the patent did cover the product® that the plaintiff was, by the
representation agreement, entitled to sell. Not only was there no grant or
transfer of patent rights to the plaintiff, the licensee was prohibited by the terms
of its license with the patentee from doing so. The Court specifically noted that
“The fact that [the licensee] could not assign its rights under its licence ... nor
transfer the licence ... is nothing to the point. [The licensee] was clearly entitled
by the [license] to sell the invention and in fact did so, and that is the source of
appellant's right.*”

22.The Court found that the plaintiff, as a bare sales representative of a licensee
(that is, the plaintiff having no grant of patent rights) was itself properly termed a
licensee, and could bring an action in damages under subsection 55(1) of the Act
against a person who infringed the patent, as a person claiming under the
patentee. The licensee has this right whether the license is exclusive or non-
exclusive.’

23.ratiopharm argued that Signalisation stands for the proposition that one must
look to the contractual agreements between the parties to determine whether or
not patent rights were granted, the point being (though not in every case
conceded by Board Staff) that with respect to the medicines sold by ratiopharm,
such rights were not granted and their grant was often expressly disclaimed. It is
to be noted, however, that the agreement in issue in Signalisation did not grant
any patent rights and in fact circumscribed the representative’s rights to resale
only. Indeed, the thrust of Signalisation is that there need not be an express
grant of patent rights originating with the patentee in order for a person to have
standing to bring an action under subsection 55(1). The Federal Court of Appeal
made the distinction by reference to the decision of the Supreme Court of
Canada in Armstrong Cork Canada Ltd. v. Domco Industries Ltd.°, quoting from
the case as follows: "A licensee relying on this subsection is not claiming against

2[1993] 1 F.C. 341
3 . . .
More precisely, a method for using a machine and a product
* Paragraph 14
® Paragraphs 17 and 18
®[1982] 1 S.C.R. 907
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the infringer for infringement of his rights under the licence, he is claiming for the
damage he has sustained in consequence of the infringement of the patent.”

24.Thus the Panel considers Board Staff’s reliance on Signalisation to be more
persuasive. Board Staff argue that a second manner in which ratiopharm could
be said to be entitled to rights "in relation to" patents pertaining to the subject
medicines is the potential right to bring an action under subsection 55(1), albeit
perhaps not often for substantial damages where ratiopharm does not have an
exclusive right to sell the medicine in question. The potential situation envisioned
by Board Staff’'s argument is this: a patent holder grants ratiopharm the right to
sell the patented medicine. A person then commences infringing the patent and
competing with ratiopharm, causing ratiopharm to suffer losses. In this situation
ratiopharm would have standing to bring an action in damages against the
infringer pursuant to subsection 55(1). ratiopharm would not be suing for
infringement as an owner of patent rights, but for damages arising out of
infringement of a patent held by another. Since ratiopharm’s entitlement to bring
this action is premised on the existence of a patent and ratiopharm’s agreement
with the patent holder, it is a “right in relation to” the patent. It is also a material
right in the context of the Board'’s jurisdiction, because it allows ratiopharm to
exercise market power in the manner of a patent holder. The Panel considers
this to be a tenable basis for the proposition that ratiopharm is a subsection 79(1)
patentee with respect to the medicines in issue in this application. However,
given the reasons stated earlier in this decision, it is not necessary for the Panel
to rely on this point.

Summary of Conclusions

25.1n this proceeding ratiopharm provided extensive submissions, both as to the
general proposition it framed as the issue in the proceeding and the particulars of
how that proposition applied to each of the medicines at issue in the proceeding
(albeit before this Panel issued the ratio-Salbutamol Decision). These reasons
do not always address each of ratiopharm’s submissions in detail because, in
some measure, they are answered by the analysis in the ratio-Salbutamol
Decision. Correspondingly, these reasons do not always address each of Board
Staff's submissions on the general issues or the particular circumstances under
which each of the medicines in question is sold by ratiopharm. However, the
detailed oral and written submissions of both parties were very helpful to the
Panel in understanding the facts and applying the law to the particulars of the
medicines at issue in this proceeding.
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26.For the reasons below, the Panel is satisfied on the evidence before it that, for
the 12 medicines listed in paragraph 1 of the Order attached to these reasons,
and for each of the medicines identified in paragraph 1 of the Order with a
separate DIN, ratiopharm is or was a patentee with respect to one or more
patents that pertained to those medicines, and is or was selling the medicines in
any market in Canada. There is no dispute that ratiopharm sells these medicines
in Canada, and for each of the 12 medicines, the evidence presented by Board
Staff (relating to pertaining patents, NOCs, sales agreements and other
documentation related to the right of ratiopharm to sell the medicines in Canada)
establishes that ratiopharm is a “patentee” within the meaning of subsection
79(1) of the Act.

27.The Panel is also satisfied on the evidence before it that, with respect to the two
medicines identified in paragraph 2 of the attached Order, there is sufficient
evidence that the Board could have jurisdiction in relation to the medicines to
require ratiopharm to file further information concerning the patent status and
licensing (or similar arrangements) of the medicines in order to allow Board Staff
to take a position as to whether or not ratiopharm is a patentee with respect to
those medicines. Alternatively, if ratiopharm accepts that, on the basis of these
reasons, it is a patentee within the meaning of the Act, it may, of course, simply
file the Form 1 and Form 2 information for those medicines.

28.The Panel also concludes that, as a patentee, ratiopharm is obliged by section
88 of the Act to report its research and development expenditures to the Board.
The Act is explicit on this point and the Panel’s conclusion is consistent with the
policy and intent of section 88. To address a legitimate concern of ratiopharm in
this regard, Board Staff have undertaken that such expenditures by generic
pharmaceutical companies will be separately identified when the Board reports
pharmaceutical expenditures on research and development to Parliament.

29.ratiopharm also challenged the constitutionality of the Board’s jurisdiction over its
sales of the medicines in question, a challenge that was disposed of by this
Panel in the ratio-Salbutamol Decision.

The medicines for which Board Staff seeks an order to file

30.Having reviewed the evidence and documentary production in this proceeding,
Board Staff seek an order requiring ratiopharm to file pricing and sales
information with respect to 12 medicines sold by ratiopharm:
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ratio-Omeprazole
ratio-Ketorolac
ratio-Brimonidine
ratio-Paroxetine
ratio-Cefuroxime
ratio-Lamotrigine
ratio-Acyclovir
ratio-Ramipril

. ratio-Diltiazem
10.ratio-Simvastatin
11.ratio-Sertraline
12.ratio-Quetiapine

©CoNorwNE

31.For each of these medicines, Board Staff alleges that there are or were patents
that pertain to the medicines, and that ratiopharm is entitled to exercise rights in
relation to those patents. As noted, the Panel agrees. The Panel does not
intend to recite all of the evidence and the arguments for or against the
proposition that at least one patent pertains to each of the medicines and that
ratiopharm is entitled to exercise rights in relation to the patents, but a brief
discussion is provided below of the salient points of the evidence and the
positions of the parties for each of the medicines. In these reasons the
discussion pertains to each of the DINs (dosage forms for the medicines)
identified in the attached Order, though reference is made only to the names of
the medicines. Also, to avoid unnecessary repetition, these reasons sometimes
incorporate for one medicine the analysis that the Panel has applied to other
medicines or that appears in the ratio-Salbutamol Decision.

ratio-Omeprazole

32.AstraZeneca markets a brand name medicine known as Losec, regarding which
it reports its sales and pricing information to the Board. The significance of
AstraZeneca reporting to the Board with respect to Losec is that pharmaceutical
companies report to the Board when they believe that a patent pertains to the
medicine in question. Thus the fact that AstraZeneca reports to the Board
regarding Losec is evidence that AstraZeneca believes that a patent pertains to
Losec. Itis possible that AstraZeneca is mistaken about the patent status of its
medicine, but this is a speculative and remote possibility. In a few instances
patentees report to the Board under protest, but this would be known to Board
Staff and would have been reported to the Panel as part of Board Staff's case (as
Board Staff did report in several cases involving reporting by generic companies.)
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33.Accordingly, in the absence of evidence to the contrary, the Panel believes that a
very compelling inference allows the Panel to conclude that a patent pertains to
Losec. If the patent pertains to Losec, it pertains to an equivalent medicine sold
under a different name. The same inference applies to each of the medicines for
which the evidence establishes that the vendor of the brand name medicine
reports to the Board with respect to that medicine.

34.ratiopharm obtains a medicine equivalent to Losec from AstraZeneca and
markets it as ratio-Omeprazole. The agreement between ratiopharm and
AstraZeneca for the supply of ratio-Omeprazole lists ten patents — the same
patents that ratiopharm reported to Health Canada when obtaining the NOC for
ratio-Omeprazole, declaring to Health Canada that it has the consent of the
patent holder to the selling of ratio-Omeprazole in Canada. This is reflected in
the agreement between ratiopharm and AstraZeneca, which grants ratiopharm a
non-exclusive licence to sell ratio-Omeprazole in Canada. The Panel concludes
that the patents described above pertain to ratio-Omeprazole.

35.Among other arguments, ratiopharm points out that its agreement with
AstraZeneca reserves all patent rights to AstraZeneca, which, in ratiopharm’s
submission, has the legal consequence that ratiopharm cannot be a patentee
within the meaning of subsection 79(1) of the Act. Board Staff point out that the
agreement by which AstraZeneca supplied ratiopharm with ratio-Omeprazole
demonstrates that those parties considered the right to resell the medicine to be
a right related to the patent:

ratiopharm shall have, pursuant to this Agreement, no licence from
AstraZeneca or its Affiliates in respect of the Patent Rights, other
than the right to resell, in accordance with the strict terms and
conditions of this Agreement, Product sold by AstraZeneca to
ratiopharm pursuant to this Agreement. [emphasis added]

36.This is some evidence to support the point, but in all events, it is for the Panel (as
opposed to the parties to the agreement) to determine whether the right to resell
held by a person in the position of ratiopharm amounts to a right “in relation to” a
patent pertaining to a medicine sold in Canada, and for the reasons set out here
and in the ratio-Salbutamol Decision, the Panel concludes that the agreement
between ratiopharm and AstraZeneca did entitle ratiopharm to exercise a right in
relation to the patents that pertain to ratio-Omeprazole. ratiopharm was and is a
patentee in relation to ratio-Omeprazole. Operating as it does in the distribution
chain of ratio-Omeprazole it is subject to the jurisdiction of Board. ratiopharm is
obliged to report its sales and pricing information with respect to ratio-
Omeprazole.
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ratio-Ketorolac

37.Allergan markets a medicine in Canada under the brand name Acular, and
reports its sales and pricing information in relation to Acular to the Board.
ratiopharm obtains an equivalent product from Allergan and markets it as ratio-
Ketorolac. Allergan has advised ratiopharm that Allergan holds Canadian
patents with respect to Acular. Allergan is the exclusive distributor of Acular in
Canada pursuant to an agreement with Syntex. Syntex has agreed with Allergan
that ratiopharm has the consent of the patent holder to sell ratio-Ketorolac in
Canada, which consent, as Board Staff points out, would not be necessary if the
patents did not pertain to ratio-Ketorolac. The Panel is satisfied on all of the
evidence that patents pertain to ratio-Ketorolac.

38.The agreement between ratiopharm and Allergan (which ratiopharm inherited
from Altimed (a ratiopharm predecessor company) and which agreement was
extended to cover ratio-Ketorolac provides ratiopharm with the exclusive right to
market ratio-Ketorolac in Canada. ratiopharm argues that its agreement with
Allergan specifically reserves the intellectual property related to ratio-Ketorolac.
However, for the reasons set out here and in the ratio-Salbutamol Decision, the
Panel concludes that ratiopharm, having the right to sell ratio-Ketorolac in
Canada, is entitled to exercise rights in relation to patents that pertain to ratio-
Ketorolac and thus was or is a patentee with the meaning of subsection 79(1) of
the Act. ratiopharm is subject to the jurisdiction of Board and is obliged to report
its sales and pricing information with respect to ratio-Ketorolac.

ratio-Brimonidine

39.Allergan markets a medicine in Canada under the name of Alphagan, and reports
its sales and pricing information in relation to Alphagan to the Board. ratiopharm
obtains an equivalent product from Allergan and markets it as ratio-Brimonidine.
As with Acular / ratio-Ketorolac, Allergan has advised ratiopharm that Allergan
has Canadian patents with respect to Alphagan. The Panel is satisfied that
patents pertain to ratio-Brimonidine.

40.The agreement between ratiopharm and Allergan (the same agreement
discussed above with respect to Acular / ratio-Ketorolac) provides ratiopharm
with the exclusive right to market ratio-Brimonidine in Canada. Here too
ratiopharm argues that its agreement with Allergan specifically reserves the
intellectual property related to ratio-Brimonidine. However, for the reasons set
out above with respect to ratio-Ketorolac, the Panel concludes that ratiopharm is
subject to the jurisdiction of Board and is obliged to report its sales and pricing
information with respect to ratio-Brimonidine.
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ratio-Paroxetine, ratio-Cefuroxime, ratio-Lamotrigine and ratio-Acyclovir

41.GlaxoSmithKline (GSK) markets medicines in Canada under the brand names
Paxil, Ceftin, Lamictal and Zovirax and reports (or in the case of Ceftin, reported
until 2008 when the pertaining patent expired) its sales and pricing information in
relation to those medicines to the Board. ratiopharm obtains equivalent
medicines from GSK that it sells in Canada under the names ratio-Paroxetine
(GSK'’s Paxil), ratio-Cefuroxime (GSK’s Ceftin), ratio-Lamotrigine (GSK’s
Lamictal) and ratio-Acyclovir (GSK’s Zovirax) from GSK. These four medicines
are covered by a single agreement between GSK and ratiopharm.

42.GSK informed ratiopharm of the eight patents that relate to ratio-Paroxetine and
the three single patents that relate to each of ratio-Cefuroxime, ratio-Lamotrigine
and ratio-Acyclovir.

43.With respect to ratio-Cefuroxime and ratio-Acyclovir, ratiopharm argued that the
patents related to those medicines that are listed in the agreement between GSK
and ratiopharm expired more than three years before the commencement of this
proceeding, with the effect that, pursuant to subsection 81(3) of the Act, the
Board does not have jurisdiction over the pricing of ratio-Cefuroxime.

44.However, the evidence includes correspondence in which GSK identified to
ratiopharm a further patent related to ratio-Cefuroxime that did not expire until
April 2008, and consistent with this, GSK reported to the Board with respect to
Ceftin, the medicine that is equivalent to ratio-Cefuroxime, until 2008. Also, GSK
identified a further patent related to ratio-Acyclovir that will not expire until
January 2012, and GSK still reports to the Board with respect to Zovirax, the
medicine that is equivalent to ratio-Acyclovir.

45.ratiopharm also argued that, with respect to ratio-Lamotrigine, there was a
conflict in the evidence as to the expiry date of the pertaining patent: 1999 vs.
2012, with the effect that there was uncertainty in the evidence with respect to
whether any patent could have pertained to this medicine. However, the Panel
interprets the evidence differently. The evidence indicates not a patent with
alternate expiry dates, but that GSK identified a separate patent that pertained to
ratio-Lamotrigine that expires in 2012 and that the Panel concludes pertains to
ratio-Lamotrigine. Again, GSK still reports to the Board with respect to Lamictal,
the medicine that is equivalent to ratio-Lamotrigine.
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46.Accordingly, the Panel is satisfied that patents pertain (or in the case of ratio-
Cefuroxime, pertained within three years of the commencement of this
proceeding) to each of these medicines.

47.The agreement between GSK and ratiopharm that covers these four medicines
gives ratiopharm an exclusive license to market and sell the medicines in
Canada. ratiopharm points out that the agreement includes a number of terms
by which it is stipulated that GSK retains and is not assigning or otherwise
granting to ratiopharm any of GSK’s intellectual property.

48.Again, however, for the reasons set out here and in the ratio-Salbutamol
Decision, the Panel concludes that the agreement between ratiopharm and GSK
did entitle ratiopharm to exercise rights in relation to the patents that pertain to
these four medicines. Thus ratiopharm was and is a patentee in relation to these
medicines and, operating as it does in the distribution chain of these medicines it
is subject to the jurisdiction of Board. ratiopharm is obliged to report its sales and
pricing information with respect to them.

ratio-Ramipril

49. sanofi-aventis sells a medicine in Canada with the brand name Altace and
reports its sales and pricing information with respect to Altace to the Board.
sanofi-aventis supplies ratiopharm with an equivalent medicine, ratio-Ramipril,
pursuant to an agreement that grants ratiopharm the right to sell ratio-Ramipril in
Canada. By correspondence in September 2008, sanofi-aventis informed
ratiopharm that Altace was a patented medicine regarding which sanofi-aventis
reported to the Board.

50.As with the other medicines, ratiopharm argues that it is not a patentee because,
in its agreement with sanofi-aventis, sanofi-aventis expressly retains ownership
of its intellectual property rights. ratiopharm adds that it does not have an
exclusive license to sell ratio-Ramipril, in that sanofi-aventis is entitled to sell the
same medicine.

51.The Panel is satisfied that at least one patent pertained to ratio-Ramipril within
three years before the commencement of this proceeding and that, for the
reasons described above for the other medicines identified by Board Staff,
ratiopharm is or was a patentee obliged to report sales and pricing information to
the Board with respect to ratio-Ramipril.
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ratio-Diltiazem

52. Apotex Pharmachem Inc. ("Apotex") holds a patent (issued in 1999 and expiring
in 2015) for a process in the manufacturing of Diltiazem, a medicine equivalent to
ratio-Diltiazem. Unlike the previously-mentioned suppliers to ratiopharm, Apotex
is (like ratiopharm) commonly referred to as a “generic” pharmaceutical
company. From 2001 to 2008, Apotex supplied ratiopharm with ratio-Diltiazem
and ratiopharm sold ratio-Diltiazem in Canada. Apotex has not been reporting its
sales and pricing information with respect to Diltiazem and for that reason is
subject to a failure-to-file application by Board Staff similar to the one that
commenced this proceeding.

53.Pursuant to the agreement between ratiopharm and Apotex, inherited by
ratiopharm from Altimed (as with the agreement pertaining to ratio-Ketorolac),
ratiopharm has a non-exclusive right to sell ratio-Diltiazem in Canada. In the
agreement there was no reservation by Apotex of any intellectual property rights.

54.ratiopharm argued that there was no evidence that there were any intellectual
property rights associated with ratio-Diltiazem; that is, no evidence that a patent
pertained to ratio-Diltiazem, pointing to the fact that Apotex was a generic
pharmaceutical company. Board Staff pointed to the process patent held by
Apotex for the manufacturing of the medicine as the pertaining patent.

55.1In the case of this medicine, there is no inference that a patent pertains to the
medicine that arises out of a patentee reporting to the Board in respect of an
equivalent medicine. However, the Panel is satisfied that the evidence
establishes that Apotex holds a process patent with respect to Diltiazem and that,
given the decision of the Federal Court of Appeal in the ICN case, this is
sufficient for the Panel to conclude that the patent pertains to ratio-Diltiazem.
Despite the fact that Apotex is a generic pharmaceutical company, it has patent
rights pertaining to a medicine that it supplies to ratiopharm and permits
ratiopharm to sell. For the reasons described above for the other medicines
identified by Board Staff, the Panel concludes that ratiopharm is or was a
patentee obliged to report sales and pricing information to the Board with respect
to ratio-Diltiazem.

ratio-Simvastatin

56.The facts related to ratio-Simvastatin are similar to those relating to ratio-
Diltiazem. ratio-Simvastatin is another medicine that ratiopharm acquires from
Apotex and sells in Canada. Apotex holds a process patent for manufacturing
the active ingredient in Simvastatin, valid from 1998 to 2014. As with Diltiazem,
Apotex is not reporting to the Board regarding Simvastatin and in that regard is

PMPRB-08-D3-ratiopharm, June 30, 2011 Page 15





subject to a failure-to-file application similar to the instant application. The
agreement between Apotex and ratiopharm grants ratiopharm a license to sell
ratio-Simvastatin in Canada.

57.The positions of ratiopharm and Board Staff with respect to ratio-Simvastatin
were similar to those with respect to ratio-Diltiazem: ratiopharm argued that there
was no intellectual property associated with ratio-Simvastatin and Board Staff
pointed to the process patent pertaining to Simvastatin held by Apotex. For the
reasons described above for the other medicines identified by Board Staff, and in
particular ratio-Diltiazem, the Panel concludes that ratiopharm is or was a
patentee obliged to report sales and pricing information to the Board with respect
to ratio-Simvastatin.

ratio-Sertraline

58. Pfizer Canada sells a medicine in Canada under the brand name Zoloft, and
reports to the Board with respect to that medicine. Pfizer holds a current patent
for a therapeutic use of Zoloft, a patent that is registered on the Health Canada
Patent Register with respect to Zoloft. Pfizer and Pharmascience have an
agreement allowing Pharmascience to sell Sertraline, a medicine equivalent to
Zoloft, in Canada, and to licence those rights to others. In compliance with that
agreement with Pfizer, Pharmascience supplies an equivalent medicine to
ratiopharm, which ratiopharm sells in Canada under the name ratio-Sertraline.

59.The agreement between Pharmascience and ratiopharm is another of the
agreements that ratiopharm inherited when it merged with Altimed. It authorizes
ratiopharm to manufacture, distribute and sell ratio-Sertraline in Canada.

60.Board Staff made submissions with respect to the fact that the agreement
between Pfizer and Pharmascience arose out of the settlement by Pfizer and
Pharmascience of an attempt by Pfizer to prevent Health Canada from granting
Pharmascience an NOC for Sertraline until Pfizer's patent expired. Part of that
settlement agreement includes the covenant of Pfizer not to bring patent
infringement proceedings against Pharmascience or its licensees, provided that
such licensees agreed to be bound by the terms of the agreement between
Pfizer and Pharmascience (which ratiopharm did as part of its agreement with
Pharmascience. Board Staff argued that tracing ratiopharm’s rights back to a
dispute over whether or not a Pfizer patent covered the medicine in question was
further evidence that ratiopharm had rights in relation to the patent.
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61.However, the Panel approaches this evidence with caution, first because the
positions that Pfizer, Pharmascience and ratiopharm took as to whether the sale
of Sertraline and/or ratio-Sertraline would infringe the patent held by Pfizer is not
evidence of significant weight on the point, and second because settlement
agreements and contracts often contain covenants that a party does not feel
legally obliged to make, but makes in order to achieve an acceptable settlement
or commercial arrangement.

62.0n balance of the evidence, however, the Panel concludes that the Pfizer patent
pertaining to Zoloft pertains to ratio-Sertraline and, though there is a third party
(Pharmascience) in the chain by which ratiopharm is entitled to rights in relation
to a patent, for the reasons given above with respect to the previously-discussed
medicines, that ratiopharm is and was a patentee obliged to report sales and
pricing information to the Board with respect to ratio-Sertraline.

ratio-Quetiapine

63. AstraZeneca sells a medicine in Canada with the brand name Seroquel and
reports to the Board with respect to that medicine. ratiopharm obtains an
equivalent medicine from AstraZeneca and markets it as ratio-Quetiapine.

64.The agreement by which AstraZeneca supplies ratiopharm with ratio-Quetiapine
describes an applicable patent, and though that patent expired in 2008,
AstraZeneca continues to report to the Board with respect to Seroquel as a result
of a later and currently valid patent.

65.Board Staff noted that the agreement between AstraZeneca and ratiopharm
grants ratiopharm the right to resell ratio-Quetiapine, and contains the same
clause by which AstraZeneca supplies ratiopharm with ratio-Omeprazole,
discussed above. Board Staff also notes that when ratiopharm enquired of
AstraZeneca as to whether AstraZeneca was reporting to the Board with respect
to the brand name versions of any of the medicines that it supplies to ratiopharm
for sale as a generic medicine, AstraZeneca responded in respect of ratio-
Quetiapine: “ratiopharm was granted the enumerated patent rights under the
agreement to Canadian patent 1,288,428 only.” Again, however, the question of
whether ratiopharm was “entitled to exercise any rights in relation” to a pertaining
patent is for the Panel to determine on all of the evidence, and the parties’
characterization of the situation in the language used in agreements or
correspondence is not determinative.
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66.ratiopharm argues, as with the other medicines, that the agreement expressly
reserves and does not transfer any intellectual property rights to ratiopharm.
However, for the reasons described above for the other medicines identified by
Board Staff, the Panel concludes that ratiopharm is or was a patentee obliged to
report sales and pricing information to the Board with respect to ratio-
Quetiapine.

The medicines for which Board Staff seeks an order for further production

67.As noted above, Board Staff did not believe that the evidence and documents
produced to them with respect to two medicines was sufficient for Board Staff to
decide what position to take with respect to whether or not the Board had
jurisdiction regarding the two medicines. Board Staff submits that the documents
provide prima facie evidence that the Board has jurisdiction, and request an
order for further inquiries and production by ratiopharm.

68. ratiopharm opposes this request for relief, arguing that Board Staff has failed to
establish that the Board has jurisdiction with respect to the two medicines and
that should be the end of the matter.

69.However, it is the Panel’s view that Board Staff’s request is appropriate. The
Panel would not characterize Board Staff's prosecution of the application to have
included a failed attempt to establish the Board’s jurisdiction over the medicines.
Board Staff sought documents respecting every medicine sold by ratiopharm, but
did not feel that the documentation with respect to two of the medicines allowed
them to take a position on the Board’s jurisdiction with respect to those
medicines. Board Staff could have commenced a fresh application for further
inquiries and information (that is, an application for an order requiring the relief
sought in paragraph 2 of the Order attached to these reasons), but the Panel
believes that it is efficient for both parties and the Board for the Panel to dispose
of Board Staff’s request now, when the evidence has been reviewed and Board
Staff's request for further relief with respect to the two medicines has been
debated before the Panel. The Panel sees no point in a multiplicity of
proceedings when Board Staff is engaged in what is essentially an information
gathering process with a view to taking a position on the Board’s jurisdiction.

ratio-Fenofibrate

70.Fournier Pharma sells a medicine in Canada with the brand name Lipidil and
reports its sales and pricing information to the Board. The generic equivalent
medicine is Fenofibrate, which is sold to ratiopharm by Galephar Pharmaceutical.
The agreement between ratiopharm and Galephar grants ratiopharm the
exclusive right to make and sell ratio-Fenofibrate in Canada and to do so using
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all of the intellectual property associated with ratio-Fenofibrate, including “all
patents” and a long list of other types of intellectual property. What is missing is
direct evidence (though there is an inference, as discussed below) that Galephar
actually holds any patent rights that it can license to ratiopharm and that would
be breached if ratiopharm sold ratio-Fenofibrate in the absence of its agreement
with Galephar.

71.The Panel concludes that there is a very strong inference that a patent pertains
to Lipidil because Fournier reports its sales and pricing information with respect
to Lipidil to the Board. Given that Lipidil and ratio-Fenofibrate are equivalent
medicines there is a corresponding inference that a patent pertains to ratio-
Fenofibrate. Also, given that Galephar appears able to grant ratiopharm the right
to make and sale ratio-Fenofibrate without objection from Fournier, there is a
reasonable inference that Galephar does have patent rights, such that it can
grant ratiopharm the right to make and sell ratio-Fenofibrate. The information
and documentation sought by Board Staff should establish whether or not these
inferences are supported by evidence that can meet the burden of proof of
jurisdiction.

ratio-Tamsulosin

72.Boehringer Ingelheim Canada sells a medicine in Canada with brand name
Flomax and is reporting its sales and pricing information to the Board. The
equivalent generic medicine is Tamsulosin, which is sold to ratiopharm by
Synthon. The agreement between Synthon and ratiopharm grants ratiopharm an
exclusive licence “under the Patents” to sell ratio-Tamsulosin in Canada, the
“Patents” being any patents owned by Synthon or regarding which Synthoon has
the right to grant the licence to ratiopharm.

73.The Panel concludes that the same reasonable inferences described above with
respect to ratio-Fenofibrate arise from these facts with respect to ratio-
Tamsulosin, and that again the information and documentation sought by Board
Staff should establish whether or not these inferences are supported by evidence
that can meet the burden of proof of jurisdiction.

74.Board Staff sought an order requiring ratiopharm to take certain specific steps to
ascertain the patent status of these two medicines and report back to the Board.
The Panel agrees that a structured process in this regard is appropriate, though
the attached order makes substantive changes relative to the draft order
proposed by Board Staff.
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The reporting of revenues and research and development expenditures

75.Section 89 of the Act requires the Board to report information to Parliament
regarding the proportion of patentees’ revenues from sales of medicine that is
spent by patentees on research and development. The Board obtains this
information from patentees pursuant to patentees’ obligations to report the
information pursuant to section 88 of the Act.

76.Subsection 88(1) of the Act provides as follows:

88. (1) A patentee of an invention pertaining to a medicine shall, as
required by and in accordance with the regulations, or as the Board may,
by order, require, provide the Board with such information and documents
as the regulations or the order may specify respecting

(a) the identity of the licensees in Canada of the patentee;

(b) the revenue of the patentee, and details of the source of the
revenue, whether direct or indirect, from sales of medicine in
Canada; and

(c) the expenditures made by the patentee in Canada on research and
development relating to medicine.

77.Board Staff requested an order requiring ratiopharm to report in accordance with
section 88 of the Act. ratiopharm responded with several arguments concerning
the purpose of sections 88 and 89 of the Act, which was said to be to ensure that
what is referred to as the brand name pharmaceutical industry met its
commitment to make a substantive investment in research and development in
exchange for the extended patent protect provided by the 1987 amendments to
the Act. ratiopharm argues that the Act should not be interpreted to cover what it
referred to as the “generic pharmaceutical industry”, and notes that all of its
research and development expenditures pertain to generic (that is, non-patented)
medicines.

78.The Panel has three difficulties with ratiopharm’s position: (1) the clarity of the
language in the Act, and (2) the lack of clarity in expressions such as “the generic
pharmaceutical industry”; and (3) the policy expressed in the Act of obtaining this
information from “patentees”, which the Panel has concluded includes a
company in the position of ratiopharm with respect to the medicines discussed in
these reasons.

79.The language of subsection 88(1) is clear and does not distinguish between
patentees that are brand-name pharmaceutical companies and patentees that
are generic pharmaceutical companies holding patents or entitled to rights in
relation to patents.
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80.The reference in paragraphs 88(1)(b) and (c) to “medicine” is clear and quite
certainly a purposeful distinction from “patented medicines”. This applies equally
to patentees whether they might tend to be characterized as being in the brand
name pharmaceutical industry or the generic pharmaceutical industry, and
whether their research and development relates to patented or non-patented
medicines.

81.Furthermore, the generic pharmaceutical industry is not a defined entity, in either
the legal or practical sense. There are some obvious divisions between the
generic and brand name pharmaceutical industries and rough lines can be
drawn. However, this is not conducive to defining legal rights in the sense
argued for by ratiopharm. Indeed, some generic companies could hold more
patents than some brand name companies, or be entitled to rights in relation to
more patents than some brand name companies.

82.The Board takes a purposive approach to the interpretation of its Act. With
respect to the policy behind sections 88 and 89, a company that sells medicines
regarding which it is entitled to rights in relation to patents is participating in the
industry that Parliament has regulated with the patented medicines provisions of
the Act. The Panel does not agree with ratiopharm that a company in its position
is not caught by the intent of sections 88 and 89.

83.ratiopharm raised a point that the Panel would describe as a legitimate but non-
legal concern with the prospect of generic companies reporting research and
development expenditures. The concern was that this would artificially inflate the
amounts that Parliament would perceive the brand name companies to be
expending on research and development. Board Staff has proposed a practical
way to address this concern: the figures for companies that might reasonably be
labelled part of the “generic” component of the industry will be broken out and
reported as such to Parliament.

The constitutionality of the Board’s jurisdiction over ratiopharm

84.This Panel disposed of ratiopharm’s constitutional challenge to the provisions of
the Act as they pertain to the Board in the ratio-Salbutamol Decision.
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Conclusion

85.For the reasons above, the Panel makes the Order attached hereto requiring
ratiopharm to report to the Board pursuant to sections 80, 81 and 88 of the Act
respecting the medicines and dosage forms listed therein, and to provide a report
to the Board with respect to ratio-Fenofibrate and ratio-Tamsulosin as stipulated
in the Order.
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Appendix “A” to PMPRB-08-D3-ratiopharm —
Reasons of the Board, June 30, 2011
Statutory Provisions Related to Filing Requirements

PATENT ACT

INTERPRETATION
Definitions

2. In this Act, except as otherwise provided, “patentee” means the person for the time
being entitled to the benefit of a patent;

GRANT OF PATENTS
Contents of patent

42. Every patent granted under this Act shall contain the title or name of the invention,
with a reference to the specification, and shall, subject to this Act, grant to the patentee
and the patentee’s legal representatives for the term of the patent, from the granting of
the patent, the exclusive right, privilege and liberty of making, constructing and using
the invention and selling it to others to be used, subject to adjudication in respect
thereof before any court of competent jurisdiction.

INFRINGEMENT

Liability for patent infringement

55. (1) A person who infringes a patent is liable to the patentee and to all persons
claiming under the patentee for all damage sustained by the patentee or by any such
person, after the grant of the patent, by reason of the infringement.

INTERPRETATION

Definitions

79. (1) In this section and in sections 80 to 103,

“patentee”, in respect of an invention pertaining to a medicine, means the person for the
time being entitled to the benefit of the patent for that invention and includes, where any
other person is entitled to exercise any rights in relation to that patent other than under

a licence continued by subsection 11(1) of the Patent Act Amendment Act, 1992, that
other person in respect of those rights;
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PRICING INFORMATION
Pricing information, etc., required by regulations

80. (1) A patentee of an invention pertaining to a medicine shall, as required by and in
accordance with the regulations, provide the Board with such information and
documents as the regulations may specify respecting

(a) the identity of the medicine;

(b) the price at which the medicine is being or has been sold in any market in Canada
and elsewhere;

(c) the costs of making and marketing the medicine, where that information is
available to the patentee in Canada or is within the knowledge or control of the
patentee;

(d) the factors referred to in section 85; and

(e) any other related matters.

l[dem

(2) Subject to subsection (3), a person who is a former patentee of an invention
pertaining to a medicine shall, as required by and in accordance with the regulations,
provide the Board with such information and documents as the regulations may specify
respecting

(a) the identity of the medicine;

(b) the price at which the medicine was sold in any market in Canada and elsewhere
during the period in which the person was a patentee of the invention;

(c) the costs of making and marketing the medicine produced during that period,
whether incurred before or after the patent was issued, where that information is
available to the person in Canada or is within the knowledge or control of the person;
(d) the factors referred to in section 85; and

(e) any other related matters.

Limitation

(3) Subsection (2) does not apply to a person who has not been entitled to the benefit
of the patent or to exercise any rights in relation to the patent for a period of three or
more years.
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Pricing information, etc. required by Board

81. (1) The Board may, by order, require a patentee or former patentee of an invention
pertaining to a medicine to provide the Board with information and documents
respecting

(a) in the case of a patentee, any of the matters referred to in paragraphs 80(1)(a) to
(e);

(b) in the case of a former patentee, any of the matters referred to in paragraphs
80(2)(a) to (e); and

(c) such other related matters as the Board may require.

Compliance with order

(2) A patentee or former patentee in respect of whom an order is made under
subsection (1) shall comply with the order within such time as is specified in the order or
as the Board may allow.

Limitation

(3) No order may be made under subsection (1) in respect of a former patentee who,
more than three years before the day on which the order is proposed to be made,
ceased to be entitled to the benefit of the patent or to exercise any rights in relation to
the patent.

SALES AND EXPENSE INFORMATION
Sales and expense information, etc., to be provided

88. (1) A patentee of an invention pertaining to a medicine shall, as required by and in
accordance with the regulations, or as the Board may, by order, require, provide the
Board with such information and documents as the regulations or the order may specify
respecting

(a) the identity of the licensees in Canada of the patentee;

(b) the revenue of the patentee, and details of the source of the revenue, whether
direct or indirect, from sales of medicine in Canada; and

(c) the expenditures made by the patentee in Canada on research and development
relating to medicine.
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Additional information, etc.

(2) Where the Board believes on reasonable grounds that any person has information
or documents pertaining to the value of sales of medicine in Canada by a patentee or
the expenditures made by a patentee in Canada on research and development relating
to medicine, the Board may, by order, require the person to provide the Board with any
of the information or documents that are specified in the order, or with copies thereof.

Compliance with order

(3) A person in respect of whom an order is made under subsection (1) or (2) shall
comply with the order within such time as is specified in the order or as the Board may
allow.

Information, etc., privileged

(4) Subject to section 89, any information or document provided to the Board under
subsection (1) or (2) is privileged, and no person who has obtained the information or
document pursuant to this Act shall, without the authorization of the person who
provided the information or document, knowingly disclose the information or allow it to
be disclosed, except for the purposes of the administration of this Act.

Report
89. (1) The Board shall in each year submit to the Minister a report setting out

(a) the Board’s estimate of the proportion, as a percentage, that the expenditures of
each patentee in Canada in the preceding year on research and development relating
to medicine is of the revenues of those patentees from sales of medicine in Canada
in that year; and

(b) the Board’s estimate of the proportion, as a percentage, that the total of the
expenditures of patentees in Canada in the preceding year on research and
development relating to medicine is of the total of the revenues of those patentees
from sales of medicine in Canada in that year.

Basis of report

(2) The report shall be based on an analysis of information and documents provided
to the Board under subsections 88(1) and (2) and of such other information and
documents relating to the revenues and expenditures referred to in subsection 88(1) as
the Board considers relevant but, subject to subsection (3), shall not be set out in a
manner that would make it possible to identify a person who provided any information or
document under subsection 88(1) or (2).
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Exception

(3) The Board shall, in the report, identify the patentees in respect of whom an
estimate referred to in subsection (1) is given in the report, and may, in the report,
identify any person who has failed to comply with subsection 88(1) or (2) at any time in
the year in respect of which the report is made.

Tabling of report

(4) The Minister shall cause a copy of the report to be laid before each House of
Parliament on any of the first thirty days on which that House is sitting after the report is
submitted to the Minister.

PATENTED MEDICINES REGULATIONS, 19941
INFORMATION RESPECTING THE IDENTITY AND PRICE OF MEDICINES

3. (1) For the purposes of paragraphs 80(1)(a) and 80(2)(a) of the Act, information
identifying the medicine shall indicate

(a) the name and address of the patentee or former patentee and the address for
correspondence in Canada,

(b) whether the reporting patentee referred to in paragraph (a) is the patent holder, a
person holding a licence other than a licence continued by subsection 11(1) of the
Patent Act Amendment Act, 1992, or any other person referred to in the definition
"patentee” in subsection 79(1) of the Act;

(c) the generic name and brand name of the medicine;

(d) whether the medicine is for human or veterinary use;

(e) the therapeutic use of the medicine approved by the Minister of Health and
Welfare;

(f) the date on which the first notice of compliance was issued to the patentee or
former patentee in respect of the medicine;

(9) the drug identification number assigned to each strength and dosage form of the
medicine under the Food and Drug Regulations;

(h) the patent number of each invention of the patentee or former patentee pertaining
to the medicine, the date on which each patent was granted and the date on which
each patent will expire.

! The Patented Medicines Regulations, 1994, now the Patented Medicines Regulations, were amended in
2008 and are available at http://laws-lois.justice.gc.ca/eng/acts/P-4/index.html
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(2) The information required under subsection (1) shall be provided if
(a) a notice of compliance has been issued in respect of the medicine; or
(b) the medicine is being offered for sale in Canada.

(3) The information referred to in subsection (1) shall be provided within the earlier of
(a) 30 days after the date on which the first notice of compliance is issued in respect
of the medicine, and
(b) 30 days after the date on which the medicine is first offered for sale in Canada.

(4) The information referred to in subsection (1) shall be up to date and any
modification of that information shall be reported within 30 days after the modification.

4. (1) For the purposes of paragraphs 80(1)(b) and (2)(b) of the Act, information
identifying the medicine and concerning the price of the medicine shall indicate

(a) the identity of the patentee or former patentee;

(b) the generic name and brand name of the medicine;

(c) the time period, referred to in subsection (2), to which the information pertains;
(d) the drug identification number assigned under the Food and Drug Regulations or,
where no drug identification number has been assigned, any other identification
number assigned to each dosage form and strength of the medicine of the patentee
or former patentee;

(e) the quantity of the medicine sold and either the average price per package or the
net revenue from sales of each dosage form, strength and package size in which the
medicine was sold in final dosage form by the patentee or former patentee to each
class of customer in each province during the periods referred to in subsection (2);
(f) the publicly available ex-factory price for each dosage form, strength and package
size of the medicine that was sold by the patentee or former patentee to each class
of customer in each province during the periods referred to in subsection (2);

(g) where the medicine is being sold in one or more of the countries set out in
Schedule |, the publicly available ex- factory price for each dosage form, strength
and package size in which the medicine was sold to each class of customer in each
of those countries, during the periods referred to in subsection (2).

(2) The information referred to in subsection (1) shall be provided in respect of
(a) the 30 day period following the date of the first sale in Canada of the medicine;
and
(b) each six month period commencing on January 1 and July 1 of each year.

(3) The information referred to in subsection (2) shall be provided within 30 days after
the end of each period referred to in that subsection.
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(4) For the purposes of paragraph (1)(e), in calculating the average price per package
of medicine, the actual price after any reduction given as a promotion or in the form of
rebates, discounts, refunds, free goods, free services, gifts or any other benefits of a
like nature and after deduction of the federal sales tax shall be used.

(5) For the purposes of paragraph (1)(e), in calculating the net revenue from sales of
each dosage form, strength and package size in which the medicine was sold in final
dosage form, the actual revenue after any reduction in the form of rebates, discounts,
refunds, free goods, free services, gifts or any other benefits of a like nature and after
deduction of federal sales taxes shall be used.

(6) Subject to subsection (7), this section does not apply in respect of medicine sold by
the patentee or former patentee to any person with whom the patentee or former
patentee does not deal at arm's length, or to any other patentee or former patentee.

(7) Where the patentee or former patentee sells the medicine to a person with whom
the patentee or former patentee does not deal at arm's length and the person is not
required to provide information pursuant to paragraphs 80(1)(a) and 80(2)(a) of the Act,
the patentee or former patentee shall provide the information required under paragraphs
(2)(e) to (g) in respect of any resale of the medicine by that person.

(8) For the purposes of paragraph (1)(g), the price at which a medicine was sold in a
country other than Canada shall be expressed in the currency of that country.

(9) For the purposes of this section, the provisions of the Income Tax Act, as that Act
read on December 1, 1987, apply with such modifications as the circumstances require,
in determining whether a patentee or former patentee is dealing at arm's length with
another person.

(10) For the purposes of this section, "publicly available ex-factory price" includes any
price of a patented medicine that is agreed on by the patentee or former patentee and
the appropriate regulatory authority of the country in which the medicine is sold by the
patentee.

REVENUES AND RESEARCH AND DEVELOPMENT EXPENDITURES

5. (1) For the purposes of subsection 88(1) of the Act, information concerning the
identity of any licensee in Canada of the patentee and the revenues and research and
development expenditures of the patentee shall indicate

(a) the name and address of the patentee and the address for correspondence in

Canada;

(b) the name and address of all licensees in Canada of the patentee;
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(c) the total gross revenues from all sales in Canada during the year by the patentee
of medicine for human and veterinary use and the total revenues received from all
licensees from the sale in Canada of medicine for human and veterinary use; and
(d) a summary of all expenditures made during the year by the patentee towards the
cost of research and development relating to medicine for human or veterinary use
carried out in Canada by or on behalf of the patentee, including

(i) a description of the type of research and development and the name of the

person or entity that carried out the research and development,

(ii) the expenditures of the patentee or the person or entity that carried out the

research and development, in respect of each type of research and development,

and

(iif) the name of the province in which the research and development was carried

out and the expenditures in that province by the patentee or the person or entity.

(2) The information referred to in subsection (1) shall be provided for each calendar
year and shall be submitted within 60 days after the end of each calendar year.

(3) The total gross revenues referred to in paragraph (1)(c) shall comprise revenues
from sales of medicine

(a) for which a drug identification number has been issued under the Food and Drug
Regulations or which has been approved for sale to qualified investigators under
those Regulations;

(b) that is used in the diagnosis, treatment, mitigation or prevention of a disease,
disorder or abnormal physical state or the symptoms thereof or in the modification of
organic functions in humans or animals; and

(c) the sale of which is promoted by any means to physicians, dentists, veterinarians,
hospitals, drug retailers or wholesalers or manufacturers of ethical pharmaceutical
products.

(4) For the purposes of paragraph (1)(d), the patentee shall specify

(a) the total capital expenditures on buildings and the annual depreciation of the
buildings which depreciation shall be calculated at an annual rate of four per cent for
a maximum of 25 years;

(b) the total capital expenditures on equipment; and

(c) the source and amount of the funds for expenditures made by the patentee
towards the cost of research and development.
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Conseil d’examen
du prix des médicaments

brevetes

May 27, 2011 Decision: PMPRB-08-D3-ratio-Salbutamol HFA
- Merits

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

AND IN THE MATTER OF ratiopharm Inc.
(the “Respondent”) and the medicine “ratio-Salbutamol HFA”

DECISION
Introduction

1. These reasons pertain to a decision of the Patented Medicine Prices Review
Board (“the Board”) following a hearing into whether ratiopharm Inc.
(“ratiopharm”), under sections 83 and 85 of the Patent Act (the “Act”), is selling or
has sold the medicine known as ratio-Salbutamol HFA (“ratio HFA”) in any
market in Canada at a price that, in the opinion of the Board is, or was, excessive
and, if so, what order, if any, should be made (the “Proceeding”).

The Medicine

2. ratio HFA is an authorized generic version of the medicine manufactured,
marketed and sold in Canada by GlaxoSmithKline Inc. (“GSK”) under the brand
name Ventolin HFA. Ventolin HFA and ratio HFA are taken to relieve asthma,
chronic bronchitis and related symptoms. ratio HFA is essentially Ventolin HFA
with the same chemical composition, strength, dosage form and delivery
mechanism. It differs only in labeling, packaging, and product monograph.
Ventolin HFA and ratio HFA are bronchodilators whereby approximately 200
doses of the active ingredient salbutamol sulphate is delivered through a
pressurized canister referred to as a metered dose (aerosol) inhaler (“MDI”) in
doses of 100 micrograms.

3. Both Ventolin HFA and ratio HFA are manufactured, packaged, and labeled by
GSK. ratio HFA was sold by GSK to ratiopharm, an arm’s length company, in
final packaged and labeled form for sale in Canada by ratiopharm, from the latter
half of 2002 until the end of 2009, pursuant to a series of licensing/supply
agreements (the “Agreements”) between GSK and ratiopharm. The Agreements
were not renewed at their expiry at the end of 2009 and ratio HFA was no longer
sold by ratiopharm in Canada by the end of January 2010.

www.pmprb-cepmb.gc.ca
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The Proceeding

4.

The Proceeding before a panel of the Board (the “Panel”) was commenced by
the issuance of a Notice of Hearing by the Chairman of the Board on July 18,
2008, after his review of a Statement of Allegations dated July 8, 2008 prepared
by the staff of the Board (“Board Staff”) alleging that ratiopharm was selling and
had sold ratio HFA in Canada at excessive prices, contrary to sections 83 and 85
of the Act.

Before hearing Board Staff and ratiopharm (collectively the “Parties”) on the
merits in the Proceeding, the Panel heard the Parties on preliminary matters at a
pre-hearing conference on October 27, 2008. The Panel also heard the Parties
and GSK on July 8, 9 and 10, 2009 on two preliminary motions brought by Board
Staff (the “Preliminary Motions”) and at a further pre-hearing session on
November 2, 20009.

In the first Preliminary Motion, Board Staff sought an order from the Panel to add
GSK as a party to the Proceeding, to require GSK to file with the Board the price
at which GSK has sold or is selling ratio HFA to ratiopharm, and to provide to the
Board certain information with respect to the sale of ratio HFA to ratiopharm
since 2001.

In the second Preliminary Motion, Board Staff sought an order requiring
ratiopharm to permit Welch LLP (“Welch”), an accounting and consulting firm, to
inspect ratiopharm’s books and accounts in respect of the purchase and sale of
ratio HFA and to provide to the Board certain information and documents related
to such purchase and sale.

On August 14, 2009, the Panel denied the motion to add GSK as a party to the
Proceeding but issued a subpoena to GSK requiring the production of
information to the Board in respect of all sales of ratio HFA to ratiopharm since
2001, including quantities and prices charged with respect to such sales.

With regard to the second Preliminary Motion, the Panel issued on August 14,
2009: (i) an order requiring ratiopharm to provide certain information and
documents to the Board; and (ii) an inspection order (the “Inspection Order”)
permitting Welch, on behalf of Board Staff, to conduct an on-site inspection at
ratiopharm’s offices and to perform an audit of ratiopharm’s transactions in
respect of the purchase and sale of ratio HFA in Canada for certain sample
periods. The Inspection Order required ratiopharm to provide access to Welch to
all books, records, documents, accounts and other forms of records necessary to
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verify the amounts claimed by ratiopharm in respect of benefits given or other
costs of selling ratio HFA in the sample periods and to take all reasonable steps
to direct Welch to any document, record or information from which Welch could
ascertain the benefits given and other costs incurred by ratiopharm in respect of
its sales of ratio HFA in the sample periods. In issuing the Inspection Order, the
Panel relied in part on the sworn evidence of Ms. Shari Saracino, Vice-President
of Sales and Marketing at ratiopharm, that the benefits and costs of selling
products, including rebates related thereto, are tracked and recorded by
ratiopharm by product and by customer.

10.0n January 25 and 26, 2010 and April 12 to 15, 2010, the Panel heard the
evidence and arguments of the Parties on the merits in the Proceeding. Parties
filed extensive and detailed written final arguments and replies thereto on
April 30, 2010 and May 14, 2010 respectively.

The Issues

11.Based on the submissions of the Parties and the Panel’'s review of the record,
the Panel has identified the following issues to be determined:

.  Whether sections 79 to 103 of the Act are constitutional;

Il.  Whether ratiopharm is a patentee, under sections 79 to 85 of the
Act, with respect to the sale of ratio HFA in any market in
Canada between 2002 and 2010;

lll. Whether ratiopharm, to the extent that it is a patentee, is selling
or has sold ratio HFA in any market in Canada at an excessive
price, contrary to sections 83 and 85 of the Act;

IV. Whether, in determining the price at which ratiopharm is selling
or has sold ratio HFA in any market in Canada, the Panel can
take into account any rebates or discounts given by ratiopharm
in respect of such sales and reported to the Board pursuant to
section 4 of the Patented Medicines Regulations (the
“Regulations”); and

V. What order, if any, should be made by the Panel with respect to
the sale of ratio HFA by ratiopharm in Canada.
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Discussion and Determinations

. Whether Sections 79 to 103 of the Act are Constitutional
a. The Argument

12.ratiopharm submits that sections 79 to 103 of the Act, which establish
the Board and grant it certain powers with respect to the excessive
pricing of patented medicines, are not supported by any federal head of
power in the Constitution Act, 1867 (the “Constitution”) and are ultra
vires the power of Parliament. Specifically, ratiopharm argues that the
Board’s mandate under the Act consists of pure price regulation, a
matter of provincial jurisdiction, property and civil rights, pursuant to
subsection 92(13), and not a matter of federal jurisdiction, patents of
invention and discovery, pursuant to subsection 91(22).

b. Conclusion

13.The Board's mandate and purpose in the Act is the monitoring of the price of
patented medicines to ensure that prices charged by pharmaceutical companies
for such medicines do not rise to unacceptable levels and the protection of
Canadian consumers from the excessive pricing of such medicines. The Panel is
satisfied that case law has affirmed that this mandate and purpose are consistent
with subsection 91(22) of the Constitution: see for example, ICN
Pharmaceuticals, Inc. v. Canada (Staff of the Patented Medicine Prices Review
Board), [1997] 1 F.C. 32 (“ICN”) approving Manitoba Society of Seniors Inc. v.
Canada (Attorney General) (1991), 77 D.L.R. (4™) 485 (Man. Q. B.); affd. (1992),
96 D.L.R. (4”‘) 606 (Man. C.A.) (“Manitoba Seniors”). In Manitoba Seniors, the
Manitoba Court of Appeal affirmed the decision of Dureault, J. of the Manitoba
Queen Bench that the fact that sections of the Act may have an effect upon
matters within provincial jurisdiction, in this case property and civil rights, is of no
consequence.

14.Hughes, J. of the Federal Court in Teva Neuroscience G.P. — S.E.N.C. v.
Attorney General of Canada, 2009 F.C. 1155 noted, at paragraph 71:
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71. The constitutional jurisdiction of the Board has not been the
subject of judicial consideration since the Manitoba decision. | do
note that the late Justice Cullen of this Court did incorporate the
entirety of Justice Dureault’s reasons reflecting the historic review
of the Patent Act and the Board in his reasons in ICN
Pharmaceuticals Inc. v. Canada (Patented Medicine Prices
Review Board) (1996), 66 C.P.R. (3") 46.

Il. Whether ratiopharm is a patentee under sections 79 to 85 of the Act
with respect to the sale of ratio HFA in any market in Canada
between 2002 and 2010.

a. The relevant legislative provisions

15.For the purposes of sections 80 to 103 of the Act, a patentee is defined in
subsection 79(1) as follows:

79.(1) “patentee”, in respect of an invention pertaining to a medicine,
means the person for the time being entitled to the benefit of
the patent for that invention and includes, where any other
person is entitled to exercise any rights in relation to that
patent other than under a licence continued by subsection
11(1) of the Patent Act Amendment Act, 1992, that other
person in respect of those rights.

16.Subsection 79(2) of the Act provides that, for the purposes of subsection (1) and
sections 80 to 103, “an invention pertains to a medicine if the invention is
intended or capable of being used for medicine or for the preparation or
production of medicine.”

17.Sections 80 and 81 of the Act require a patentee or former patentee of an
invention pertaining to a medicine, as required by and in accordance with the
Regulations, or in accordance with a Board order, to provide to the Board certain
information and documents respecting the medicine, including the price at which
the medicine is being sold or has been sold in any market in Canada.

18.The powers of the Board to make findings of excessive pricing under section 83
of the Act are also granted with respect to a patentee of an invention pertaining to
a medicine.
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19.Reviewing the provisions relating to the Board's jurisdiction under the Act in ICN,
the Federal Court of Appeal, at paragraph 47, established three conditions
precedent for the Board to acquire jurisdiction under section 83 of the Act: (i) the
party before it must be a patentee of an invention; (ii) the patentee’s invention
must pertain to a medicine; and (iii) the patentee must be selling the medicine in
any market in Canada.

20.There is no dispute between the Parties that ratio HFA is a medicine, and would
be, if the Board had jurisdiction in relation to the sale of ratio HFA by ratiopharm,
a Category 1 drug product within the Board’s Compendium of Guidelines,
Policies and Procedures-pre-2010 (the “Guidelines”). As described in the
Guidelines, it is a new Drug Identification Number (“DIN”) of an existing or
comparable dosage form of an existing medicine, Ventolin HFA. A new DIN was
assigned to ratio HFA in 2001 by Health Canada under the Food and Drug
Regulations. There is also no dispute between the Parties that ratio HFA was
sold in Canada by ratiopharm under a Notice of Compliance (“NOC”) issued by
Health Canada to ratiopharm on July 16, 2002, pursuant to those Regulations.

21.Neither do the Parties dispute that two Canadian patents, Nos. 2,125,665 and
2,125,667 (the “Patents”), granted to Glaxo Group Ltd., UK and licensed to GSK,
pertain to an invention for the production of Ventolin HFA and ratio HFA within
the meaning of subsection 79(2) of the Act. The Patents cover formulations of
salbutamol sulfate with a hydrofluoroalkane propellant used to form an aerosol
for inhalation.

22.ratiopharm’s witness, Mr. Kent Major, Vice-President of Research and
Development and Regulatory Affairs at ratiopharm, acknowledged during his
sworn testimony that, in September 2001, in order to obtain an NOC from Health
Canada for the sale of ratio HFA by ratiopharm, he had listed on the relevant
Health Canada form signed by him (Form V: Declaration Re: Patent List) one of
the Patents, with its expiry date of 2012, as applicable to ratio HFA, and had
indicated on that Form that ratiopharm had obtained consent from the Patent
owner “to the making, constructing using or selling of [ratio HFA] in Canada”.

23.Mr. Major’s testimony was that ratiopharm had introduced ratio HFA in Canada in
2002 and sold it in markets in Canada from September 2002 until the end of
January 2010.
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24.ratiopharm argues, however, that it is not a patentee within the meaning of
section 79 of the Act with regard to the sale of ratio HFA because any patent that
pertains to ratio HFA is owned exclusively by GSK and all rights, interest and title
in and to the Patents and the invention they document and protect are the
exclusive rights, interests and title of GSK, to the complete exclusion of
ratiopharm. ratiopharm emphasizes that it has never held any patent for ratio
HFA.

b. The Agreements

25.As part of the arrangement under which ratiopharm sold ratio HFA, ratiopharm
took title to ratio HFA from GSK for resale in Canada at a price per MDI agreed to
by the parties pursuant to the Agreements which were amended and restated
over time. In essence, the Agreements grant to ratiopharm an exclusive licence
to promote, market, and sell ratio HFA in Canada. Under the Agreements,
ratiopharm assumed the responsibility for all activities related to the resale of
ratio HFA, including pricing. The Agreements expressly prohibit ratiopharm from
sub-licensing the rights granted in the Agreements and expressly reserve to GSK
ownership in its intellectual property, including the Patents.

26.1n ratiopharm’s submission, since GSK did not transfer, assign or license any
rights of use or exploitation or any interest in patent rights or any licence in
patents owned exclusively by GSK, ratiopharm has no entitlement to any right or
interest in the Patents, express or implied, and is not entitled to the benefit of the
Patents pertaining to GSK'’s ratio HFA invention other than the right to market
and sell ratio HFA. Therefore, ratiopharm argues, the Board has no jurisdiction
under the Act in relation to the sale of ratio HFA in Canada by ratiopharm.

27.Board Staff takes the position that:

(&) under section 42 of the Act, the exclusive rights associated with the grant
of a patent include the right to use the invention or to sell the invention to
be used;

(b) by permitting ratiopharm to market and sell ratio HFA in Canada under its
own brand name, GSK granted ratiopharm a right the exercise of which,
absent such permission, would have infringed the Patents; and

(c) this results in ratiopharm exercising a right in relation to a patent
pertaining to ratio HFA within the meaning of subsection 79(1) of the Act
and, accordingly, qualifies ratiopharm as a patentee in respect of the sale
of ratio HFA.
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28. Section 42 of the Act provides as follows:

42. Every patent granted under this Act shall contain the title or
name of the invention, with a reference to the specification, and
shall, subject to this Act, grant to the patentee’s legal
representative for the term of the patent, from the granting of the
patent, the exclusive right, privilege and liberty of making,
constructing and using the invention and selling it to others to be
used, subject to adjudication in respect thereof before any court
of competent jurisdiction.

c. The “ex-factory price” Issue

29.ratiopharm argued that the Board might have jurisdiction over GSK, the
manufacturer of ratio HFA, with regard to GSK’s ex-factory sales of ratio HFA to
ratiopharm, but not over ratiopharm’s resale of ratio HFA pursuant to the
Agreements. In ratiopharm’s view, there cannot be two patentees, each with a
different ex-factory, or factory gate price, or manufacturer’s price of a medicine
for the same unit in the same sales and distribution chain. ratiopharm relies on
Pfizer Canada Inc. v. Attorney General of Canada 2009 FC 719 (“Pfizer”) to
conclude that the Board'’s jurisdiction is limited to the first sale in the supply or
distribution chain, in this case the sale of ratio HFA by GSK to ratiopharm for
resale by ratiopharm to wholesalers, pharmacies, hospitals, or others.

30. Subparagraph 4(1)(f)(ii) of the Regulations requires patentees to file, as part of
the information related to a patented medicine required to be filed by paragraph
80(1)(b) of the Act, the publicly available ex-factory price for each dosage form,
strength and package size in which the medicine was sold by a patentee to each
class of customer in each province and territory. “Ex-factory price” is not defined
in the Regulations.

31.In the Board’s Patentee’s Guide to Reporting (the “Guide”), “ex-factory price” is
defined in part as follows:

Ex-factory price: The price established for the first sale ... of the
product “at arm’s length” to distributors,
wholesalers, hospitals, pharmacies, etc... The ex-
factory price is generally the “list price” for
medicines ...
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32.The Board thus identified in the Guide as the “ex-factory price” the point at which
patented medicines are sold to distributors, wholesalers, hospitals or pharmacies,
as distinct from retail sales. If the Board is to carry out its statutory mandate as
determined in ICN with consistency, it must be responsive, in establishing the
price over which it has jurisdiction, to different sales, distribution, commercial and
marketing arrangements, such as those applicable to ratiopharm where
ratiopharm purchases ratio HFA from GSK, the manufacturer, and resells it at a
price that it determines to distributors and pharmacies for sale to customers.

33.Moreover, the Panel notes that Pfizer did not address or determine who, in any
specific circumstances such as those in the case before the Panel, can be
considered to be the patentee for the purposes of sections 83 and 85 of the Act.
Neither did Pfizer address or determine therefore what is, under such specific
circumstances, the “publicly available ex-factory price” for the purpose of
subparagraph 4(1)(f)(ii) of the Regulations or the “first” or “list” price of the
medicine at issue.

d. The meaning of “patentee” for the purposes
of sections 80 to 85 of the Act

34.The issue of whether ratiopharm is a patentee with respect to the sale of ratio
HFA requires the Panel to determine whether ratiopharm can be characterized as
“any other person entitled to exercise any rights” in relation to a patent pertaining
to ratio HFA within subsection 79(1) of the Act at the time of the sale of ratio HFA
in Canada by that other person.

35.1t is a well established principle of statutory interpretation that “the words of an
Act are to be read in their entire context and in their grammatical and ordinary
sense harmoniously with the scheme of the Act, the object of the Act, and the
intention of Parliament.” The Supreme Court agreed in Rizzo & Rizzo Shoes Ltd.
(Re), [1998] 1 S.C.R. 27 (“Rizz0”) with this basic principle enunciated by Elmer
Driedger in Construction of Statutes (2" ed. 1983) and it has been generally
applied by the courts since.

36.In Shire Biochem Inc. v Attorney General of Canada, 2007 FC 1316, Russell, J.,
relying on Rizzo and on the provisions of the Interpretation Act, considered that
the interpretation of the jurisdiction conferred on the Board by statute requires a
purposive analysis and as fair, large and liberal a construction of the words of the
statute as will best ensure the attainment of the objective of the statute, in
accordance with the relevant jurisprudence.
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37.In Celgene Corp. v. Canada (Attorney General), 2011 SCCI (“Celgene”), the
Supreme Court agreed with the Board and the Federal Court of Appeal that, in
interpreting disputed words in the Act, the legislative context and the purpose of
the statute must be considered. It agreed with the Court below that the meaning
of the words “sold in any market in Canada” in sections 80(1)(b), 83(1) and 85 of
the Act cannot be given a meaning strictly in accordance with commercial law
principles. The words must yield to an interpretation that best meets the
overriding purpose of the statute.

38.Abella, J., speaking for the full Court in Celgene, agreed that the purpose of the
Act was, as affirmed in ICN, consumer protection, and that the mandate of the
Board was to ensure that Canadians have access to patented medicines that are
reasonably priced. An interpretation by the Board of its mandate under disputed
provisions of the Act consistent with its consumer protection purpose should not
be disturbed and therefore, the Supreme Court held in Celgene, the Board’s
jurisdiction extends to a patented medicine shipped from the United States to
doctors in Canada and paid in the United States in U.S. dollars as a medicine
“sold in any market in Canada”.

39.In addressing the meaning of "patentee” in section 79 of the Act, both the Board
and the Federal Court have taken a purposive approach. In PMPRB-99-D6-
NICODERM (August 8, 2000), a panel of the Board considered whether Hoechst
Marion Roussel Canada Inc. (“HMRC"), selling Nicoderm in Canada pursuant to
a Licensing Agreement between its parent and the holder of the relevant
Canadian patents, was itself a patentee for the purpose of section 83 of the Act.
The panel concluded as follows:

The definition of “patentee” for the purposes of the Board’s
jurisdiction is expressly broadened by section 79(1) of the Act to
include not only the person entitled for the time being to the benefit
of the patent but also any person entitled to exercise rights in
relation to the patent. Needless to say, this expansion of the
definition of patentee is necessary for the Board to fulfil its
mandate. The Board must be able to prevent excessive pricing of
medicines by persons taking advantage of the patent regime
established by the Act, whether or not they are actually the holder
of a patent or patents pertaining to the medicine.
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40.In Hoechst Marion Roussel Canada Inc. v. Canada, [2005] F.C.J. No. 1928, at
paragraph 128, Heneghan, J. agreed that, while the patents at issue were
actually held by a party other than HMRC under a License Agreement between
the patent holder and HMRC'’s parent, HMRC was authorized to exercise in
Canada the rights held by its parent under that Agreement and HMRC thus was
within section 79 of the Act with respect to those patents.

41.Turning to the situation before us and considering the words of the Act and the
mandate and purpose of the Board, the Panel notes that subsection 79(1) of the
Act does not, on its face, encompass only a person who owns a patent in respect
of an invention pertaining to a medicine and does not require that a person be
entitled to exercise all rights in relation to a patent in order to fall within the
definition of patentee for the purposes of sections 80 to 103 of the Act. Since
subsection 79(1) expressly includes as a patentee any other person entitled to
exercise any rights in relation to a patent, it is incumbent on the Panel to assign a
meaning to those words that is consonant with the discharge of the Board’s
statutory mandate.

42.The Agreements gave ratiopharm the exclusive right to set the price of and to sell
ratio HFA and to obtain the necessary regulatory approvals to do so. Absent the
licence granted, these acts would have violated rights held exclusively by GSK
pursuant to section 42 of the Act. There can be no doubt that these rights are “in
relation to” the patent held by GSK.

43.In the Panel’s view, were it to accept ratiopharm’s position that the jurisdiction of
the Board could be avoided through the supply under contract of a patented
medicine at one negotiated price to another party for resale in any market in
Canada at a different price set by that second party, while the first party retains
ownership in its intellectual property apart from the right to market and sell, the
Board’s jurisdiction would be severely undermined and the attainment of the
objective of the Act enunciated in ICN in effect rendered nugatory with regard to
the patented medicine involved. This would allow the simple insertion of a
commercial entity such as ratiopharm in the distribution chain in a manner that
would cause the Board to lose the ability to review the pricing of the medicine,
without any rationale for this result. Provided that the sale by the patent holder
was at a non-excessive price, the distributor who is given the right to resell the
patented medicine would be able to sell to pharmacies or other consumers at an
unregulated price, thereby completely defeating the Board’s mandate.
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44.For these reasons the Panel believes that there is a sound basis for the
interpretation of section 79 of the Act in a manner that captures entities in the
position of ratiopharm: not only does the plain meaning of the words in section 79
capture ratiopharm selling ratio HFA under an agreement with GSK as a person
entitled to exercise rights in relation to the Patents, but the purposive
interpretation of the Act requires such a conclusion in order for the Board to carry
out its statutory mandate.

e. Conclusion

45.The Panel concludes that, for the reasons enunciated, ratiopharm is a patentee
under sections 79 to 85 of the Act with respect to the sale of ratio HFA in any
market in Canada, and that, as a patentee, it had the sole responsibility to ensure
that the price at which it sold ratio HFA in any market in Canada was not
excessive under sections 83 and 85 of the Act.

46.The Panel is of the view that, although GSK may hold title to the Patents related
to ratio HFA, in the circumstances of this case, and in accord with the purposive
construction of the words “selling [a] medicine in any market in Canada” in
section 83 of the Act, GSK is not the patentee of ratio HFA for the purpose of that
section. GSK is not, in the Panel’s view, in the circumstances of the case before
it, the party responsible for ensuring that the price paid by Canadian consumers
for ratio HFA is set at a non-excessive level, as required by the Act. ratiopharm
IS.

47.The Panel notes further that, by virtue of subsection 4(5) of the Regulations, as a
patentee who sells a patented medicine to another patentee, GSK is exempt from
filing the price and sales information for ratio HFA required by section 80 of the
Act, and section 4 of the Regulations, including the publicly available ex-factory
price at which ratio HFA was sold.

ll.Whether ratiopharm has sold ratio HFA in any market in Canada at
an excessive price, contrary to sections 83 and 85 of the Act.

a. The Board’s jurisdiction over excessive pricing

48. Section 83 of the Act confers on the Board the power to find that a patentee of an
invention pertaining to a medicine is selling or has sold the medicine in a market
in Canada at a price that, in its opinion, is excessive and, upon such a finding, to
issue remedial orders to offset the amount of excess revenues estimated by the
Board to have been derived by the patentee from such sale. The Board can
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make an order, inter alia, that a payment be made to Her Majesty in right of
Canada of an amount specified in the order.

49. Subsections 85(1) and (2) of the Act set out the factors to be taken into
consideration by the Board in making a determination under section 83, to the
extent that information on these factors is available to the Board. They are as
follows:

85.(1) (a)the prices at which the medicine has been sold in the relevant

market;

(b) the prices at which other medicines in the same therapeutic
class have been sold in the relevant market;

(c) the prices at which the medicine and other medicines in the
same therapeutic class have been sold in countries other than
Canada;

(d) changes in the Consumer Price Index; and

(e) such other factors as may be specified in any regulations
made for the purposes of this subsection.

85.(2) Where, after taking into consideration the factors referred to in
subsection (1), the Board is unable to determine whether the
medicine is being or has been sold in any market in Canada at
an excessive price, the Board may take into consideration the
following factors:

(a) the costs of making and marketing the medicine; and

(b) such other factors as may be specified in any regulations
made for the purposes of this subsection or as are, in the
opinion of the Board, relevant in the circumstances.

50. The Panel must therefore determine whether or not the price of a patented
medicine sold in Canada is, or was, excessive, by comparing the price of the
medicine in Canada to the price at which comparable medicines are sold in
Canada, by comparing the price at which the medicine is sold in other countries
specified in the Regulations and the price at which comparable medicines are
sold in those countries, and by taking into account changes in the Consumer
Price Index (“CPI").
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b. Filing requirements under the Act

51.The Board’s ability to fulfil its mandate under sections 83 and 85 of the Act to
monitor the prices of patented medicines and make remedial orders in response
to incidences of excessive pricing is dependent on a system of self-reporting.
Under paragraph 80(1)(b), of the Act, patentees must, as required by and in
accordance with the Regulations, provide to the Board for stated periods, inter
alia, price and sales data for the patented medicines they sell in Canada.

52.Subparagraphs 4(1)(f)(i) and (ii) of the Regulations provide in part as follows:

4(1)(f) For the purposes of paragraphs 80(1)(b) and (2)(b) of the Act,
information identifying the medicine and concerning the price of
the medicine shall indicate:

(i) the quantity of the medicine sold in final dosage form and
either the average price per package or the net revenue
from sales in respect of each dosage form, strength and
package size in which the medicine was sold by the
patentee or former patentee to each class of customer in
each province and territory,

(i) the publicly available ex-factory price for each dosage
form, strength and package size in which the medicine
was sold by the patentee or former patentee to each class
of customer in each province and territory.

53.For the purposes of subparagraph 4(1)(f)(i) of the Regulations, subsection 4(4)
provides that:

4(4)(a) in calculating the average price per package of medicine, the
actual price after any reduction given as a promotion or in the
form of rebates, discounts, refunds, free goods, free services,
gifts or any other benefit of a like nature and after any
deduction of the federal sales tax shall be used; and

4(4)(b) in calculating the net revenue from sales of each dosage form,
strength and package size in which the medicine was sold in
final dosage form, the actual revenue after any reduction in
the form of rebates, discounts, refunds, free goods, free
services, gifts or any other benefit of a like nature and after the
deduction of federal sales taxes shall be used.
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This information is included in Form 2 Filing implementing section 4 of the
Regulations. Form 2 Filings allow the Board to calculate the net average
transaction price (“ATP”) per dose of a patented medicine sold by a patentee
during six-months periods, on the basis of net revenues and total units sold, as
required by section 4 of the Regulations.

c. ratiopharm’s Form 2 Filings for ratio HFA

54. Although ratiopharm sold ratio HFA in Canada beginning in September 2002, it
did not file any information in respect of the sale of ratio HFA until requested to
do so by Board Staff. On September 29, 2006, ratiopharm filed Form 2 Filing
information for ratio HFA for the period July 2, 2002 to June 30, 2006 and
continued to file such information for subsequent periods (the “Initial Form 2
Filings”). In the Initial Form 2 Filings, the net revenues derived from the sale of
ratio HFA were calculated by deducting from gross revenues amounts paid as (i)
fees for product distribution; (ii) prompt pay discounts; and (iii) product returns.

55.0n March 30, 2009, approximately eight months after the issuance of the Notice
of Hearing regarding ratio HFA, ratiopharm filed revisions to its Initial Form 2
Filings for the period July 2, 2002 to December 31, 2008 (the “Revised Form 2
Filings”). ratiopharm stated that these revisions were due to an oversight in the
calculation of average prices in the Initial Form 2 Filings. In recalculating the net
revenues derived from the sale of ratio HFA, ratiopharm made further deductions:
it deducted from gross revenues, as rebates: (i) amounts paid to pharmacies
referred to as continuing education (“CE”) payments; (ii) performance
enhancement program (“PEP”) payments — collectively “Professional
Allowances”; (iii) prompt pay discounts; and (iv) amounts related to product
returns. ratiopharm removed as rebates the fees for product distribution
previously included. The result of the revisions is a significant reduction in
ratiopharm’s ATP for ratio HFA during these periods, amounting to tens of
millions of dollars. The revised ATPs for ratio HFA in the 2003-2007 period
range from 11% to 26% lower than the ATPs based on the Initial Form 2 Filings
for those years.

d. The role of the Board’s Guidelines in
determinations of excessive pricing

56. A decision of the Board under subsection 83(1) of the Act is discretionary in that
the Board is required to formulate an opinion whether a medicine is sold or has
been sold in any market in Canada at an excessive price. In formulating such an
opinion, the Board is required to take into consideration the factors enumerated

PMPRB-08-D3-ratio-Salbutamol HFA, May 27, 2011 Page 15





16

in subsection 85(1) and no others, unless the Board is unable to make a decision
on those factors and thus needs to consider the factors set out in subsection
85(2) of the Act. Subsection 85(1), however, provides only basic factors and
limited guidance to the Board in determining excessive pricing.

57.The Board’s Guidelines are intended to implement subsection 85(1) of the Act by
providing parameters and information on how the Board, in the normal course,
will assess the factors in subsection 85(1) to make a determination of excessive
pricing. The Guidelines were issued by the Board after consultation with its
stakeholders and are periodically updated after further consultations. Pursuant to
subsection 96(4) of the Act, the Guidelines are not binding on the Board or on
any patentee. However, they provide detailed and comprehensive guidance and
predictability to patentees, as well as transparency and consistency in the
discharge of the Board’s mandate.

58.As recently as December 21, 2009, in PMPRB-07-D5 Quadracel and Pentacel
(“Quadracel”), a panel of the Board emphasized that it has been recognized by
all prior panels of the Board, and by the Federal Court, that a panel, when
considering whether a medicine is being sold or has been sold at an excessive
price, can give due consideration to the Board’s Guidelines.

59.In ICN Pharmaceuticals, Inc. v. Canada (Patented Medicine Prices Review
Board), [1996] F.C.J. No. 1112 (FC-TD), Rothstein, J., then a Federal Court
Justice, considered whether the Board acted without jurisdiction in taking into
consideration its Guidelines in deciding whether Virazole had been sold at an
excessive price, given that such Guidelines are not an enumerated factor in
subsection 85(1) of the Act. He stated, at paragraph 6:

6. The applicants say the Board could not have regard to its
Guidelines under subsection 85(1) as the Guidelines are not an
enumerated factor in the subsection. However, each factor listed in
subsection 85(1) is not an abstract concept that would be useful in
a vacuum. The Board is obviously required to consider the factors
in subsection 85(1) according to some rationale, approach or
methodology. The rationale, approach or methodology may be ad
hoc or may be derived from the Board’s Guidelines. That it had
regard to the Guidelines for rationale, approach or methodology did
not take the Board outside of the scope of subsection 85(1)>.

Rothstein, J. specified in note 2 of paragraph 6 of his judgment that, had the
Board treated the Guidelines as binding, it may well have erred, in light of
subsection 96(4) of the Act.
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60. A Board panel must thus be satisfied that the Guidelines provide for an
appropriate implementation of subsection 85(1) of the Act in a case before it.
The panel’s conclusions in that regard will be informed by the evidence and
argument of the parties, with the initial onus resting on the staff of the Board to
satisfy the panel, in light of the factors set out in subsection 85(1), of the
appropriateness of applying the Guidelines, and to convince the panel that the
price of a medicine is excessive, on a balance of probabilities: see, for example,
Leo Pharma Inc. v. Canada (Attorney General) 2007 FC 306, at paragraph 27
(“Leo Pharma”).

61.It was made equally clear in Quadracel that a panel can depart from the Board’s
Guidelines when it is satisfied that it is appropriate to do so, based on the
evidence, in reaching a conclusion on excessive pricing. The panel’s
determinations must be based on a balanced consideration of the factors in the
Act taken together and after due consideration of the appropriateness of the
Board’s reliance on the pricing tests set out in the Guidelines and on the
presumption of excessive pricing flowing from them in the case before it.

62. 1t was the testimony of Ms. Ginette Tognet, Director of Regulatory Affairs and
Outreach Branch of the Board and responsible for conducting the price review of
patented medicines, that the allegations of excessive pricing by Board Staff with
regard to the sale of ratio HFA by ratiopharm are based on analyses that are
consistent with the pricing and other tests set out in the Board’s Guidelines.
However, despite the presumptive effect of the analysis conducted in accordance
with the Guidelines, Board Staff presented evidence and arguments for the
Panel’s consideration during the Proceeding concerning: the appropriateness of
applying the Guidelines in the circumstances of this case; the weight to be given
to any particular factor in subsection 85(1); and the appropriateness of a
departure from the applicability of the Guidelines as advocated by ratiopharm.
Board Staff did not simply rely on the existence of the Guidelines, but adduced
evidence and made argument to the effect that the Guidelines provided an
appropriate implementation of subsection 85(1) of the Act in the particular
circumstances of the case before the Panel.

e. The pricing of ratio HFA by ratiopharm
63.When ratiopharm began to sell ratio HFA in Canada in September 2002, there

were four salbutamol MDIs containing a chlorofluorocarbon (“CFC”) propellant
available:
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i. Ventolin CFC, at a list price of $12.27 per MDI, in the market in Canada
since 1972, well before the establishment of the Board in 1987;

ii. ratio-Salbutamol;
iii. Apo-Salvent; and
iv. Novo-Salmol, at list prices of $4.64 per MDI.

Airomir, a salbutamol CFC-free MDI introduced in Canada in 1998, was also
available at a list price of $4.65 per MDI.

64.As a result of a Canadian government ban of the use of CFC in MDIs, CFC-
containing MDIs were no longer sold in Canada after December 31, 2002. Apo-
Salvent, an authorized generic version of Airomir, was an additional CFC-free
MDI made available in 2002. The list price of ratio HFA and CFC-free Apo-
Salvent was set at $4.64 per MDI and Airomir soon reduced its list price from
$4.65 to $4.64 per MDI. Ventolin HFA was also introduced in Canada by GSK in
2002, at the same list price per MDI as Ventolin CFC.

65.The list price of ratio HFA, Airomir, and CFC-free Apo-Salvent remained the
same until November 2004 when ratiopharm, then holding approximately 75% of
the Canadian market for salbutamol MDIs, raised the list price of ratio HFA by
67% to $7.73 per MDI. There had been no increase in Canadian prices of
comparable medicines prior to this price increase. International prices had
generally declined or been stable since 2002. In the weeks following the
increase in the price of ratio HFA, the list prices of Airomir and CFC-free Apo-
Salvent were also raised to $7.73 per MDI. In October 2009, GSK advised the
Board of the expiry of the Agreements and of the reduction of the list price of
Ventolin HFA to $6.50 per MDI to obtain provincial formulary listings. ratio HFA’s
list price was reduced to $6.50 per MDI in November 2009 until ratiopharm’s
stock of ratio HFA was liquidated by the end of January 2010. The list price of
Airomir was substantially reduced following a voluntary compliance undertaking
(“VCU") with the Board in April 2007. CFC-free Apo-Salvent is currently the
subject of an excessive price proceeding before the Board.

f. Board Staff’'s application of the Guidelines pricing tests

66.When a patented medicine is introduced to the market in Canada, the maximum
non-excessive price (“MNE”) of the medicine is determined by the staff of the
Board based on either the price of comparable medicines, i.e. medicines in the
same therapeutic class, or on the international prices of the medicine — median or

PMPRB-08-D3-ratio-Salbutamol HFA, May 27, 2011 Page 18





19

the highest — as sold in the seven countries specified in the Regulations. The
price of the new medicine at introduction will be presumed by the staff of the
Board not to be excessive under the Board’s Guidelines if it is sold at or below
the MNE thus established. In subsequent years, the yearly MNE is determined
by the ATP of a previous year, grown by the CPI factors (if the patentee elects to
so increase the price of the medicine) according to the Board’s CPI-Adjustment
Methodology, subject always to the price of the medicine not being the highest
price of the medicine in the seven stipulated countries. The ATP of the medicine
for a given year will be presumed not to be excessive if it is at or below its MNE
for that year.

67.Under the Board’s Guidelines, no further pricing test is required to make a
determination of excessive pricing once the MNE of a medicine at introduction is
established. However, in light of the position of ratiopharm on the
appropriateness of relying on this test in the case of its sale of ratio HFA, Board
Staff conducted further pricing tests in preparation for this Proceeding. Tests
were conducted for the post-introductory period and until 2009, based on the
price of comparable medicines sold in Canada and in the countries specified in
the Regulations. The calculations of net revenues for ratio HFA, with CE and
PEP rebates, could only cover to the end of the 2008 reporting periods in light of
the Form 2 Filing information provided by ratiopharm at that time. Some
information was updated during the Proceeding.

i) Determining comparability

68. As suggested by the Board’s Guidelines, the comparable medicines used by
Board Staff to establish the introductory MNE of a Category 1 medicine and to
conduct price tests under subsection 85(1) of the Act are determined pursuant to
a scientific review designed to identify medicines that are clinically equivalent in
addressing the approved condition for which they are used, and having
comparable dosage form and strength. These criteria establish the therapeutic
class of the medicine for the purposes of paragraphs 85(1)(b) and (c) of the Act.
The Human Drug Advisory Panel (“‘HDAP”), an independent panel of scientists
who advise Board Staff on these matters, recommended that the therapeutic
class of ratio HFA include Airomir and the CFC versions of Ventolin, Apo-Salvent,
ratio-Salbutamol, and Novo-Salmol. Board Staff used these medicines for the
pricing tests at the introduction of ratio HFA in 2002. Board Staff noted that
Ventolin was not used for the price test that established the benchmark MNE of
ratio HFA because it was subject to investigation for excessive pricing at the
time, although it was later found to be non-excessive as of 2003. The Board’s
practice is not to use a medicine under investigation as a price comparator since
it is neither consistent nor logical to establish the MNE of a medicine by reference
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to the price of a medicine that may, itself, be excessively priced. (See PMPRB-
99-D10-Nicoderm-Merits (April 9, 2010)).

69. The appropriate comparators to ratio HFA sold in Canada and in the countries
specified in the Regulations for assessing the price of ratio HFA after the
introductory period were found by Board Staff to be Ventolin HFA after 2003,
Airomir, and CFC-free Apo-Salvent and, in six of the seven countries specified in
the Regulations Ventolin HFA, and in Germany, Ventolin HFA and ratio HFA.

70.ratiopharm sought to expand the therapeutic class of comparators of ratio HFA
used for these pricing comparisons. Ms. Joan McCormick, a consultant at
Brogan Inc., now IMS Brogan, but not a medical expert, pharmacist or scientist,
gave evidence to that effect. Her evidence was contrary to that given on behalf
of Board Staff by Dr. Adil S. Virani, Assistant Professor of Pharmaceutical
Sciences at the University of British Columbia, Director of Pharmacy Sciences at
the Fraser Health Authority and a member of the HDAP. Dr. Virani testified that it
IS not necessary to compare ratio HFA to further medicines, given the existence
of the drug products with the same dosage form of the same active ingredient as
those of ratio HFA. Dr. Virani’s evidence was that salbutamol MDIs constitute the
appropriate class of comparators for ratio HFA, “the best apples to apples
comparison”. The evidence of Dr. Tom Kovesi, a pediatric respirologist, was that
the additional medicines that Ms. McCormick sought to add as comparators to
ratio HFA for pricing comparisons are not, in fact, clinically equivalent to ratio
HFA.

71.The Panel is satisfied, on the basis of the evidence, that the correct comparators
were used by Board Staff to establish the non-excessive price of ratio HFA at
introduction and in the period 2002 to 2009.

i) The introductory price of ratio HFA and
paragraphs 85(1)(a) and (b) of the Act

72.By reference to publicly available prices of the comparators to ratio HFA in
Canada, Board Staff found the price of ratio HFA during the introductory period to
have been non-excessive when assessed according to the test set out in the
Board’s Guidelines. The Therapeutic Class Comparison Test in the Guidelines
provides that the price of the medicine at introduction will be presumed not to be
excessive by Board Staff if it is no higher than the price of its highest comparator.
The introductory price of ratio HFA was lower than the highest price of
comparable drugs sold in Canada.
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73.The ATP of ratio HFA in the period after introduction was calculated by Board
Staff with the deduction of only the prompt pay discounts and returns filed by
ratiopharm in its Initial Form 2 Filings and then, when ratiopharm filed the
Revised Form 2 Filings, with the added deduction of the CE and PEP rebates
recorded in the Revised Form 2 Filings. Board Staff found ratio HFA's ATP to be
non-excessive in both cases until after the list price of ratio HFA was raised to
$7.73 per MDI in November 2004. It is common ground between the Parties that,
absent a departure by the Panel from the Board Guidelines’ pricing methodology,
the price of ratio HFA, on the basis of both the original and revised Form 2
information, is excessive after 2004. The only issue is the quantum of the excess
revenues. These are essentially cut in half if all rebates that ratiopharm claims in
the Revised Form 2 Filings, rather than only prompt pay discount and returns in
the Initial Form 2 Filings, are taken into account.

74.Since 2005, the public price of ratio HFA and its ATP, without the deduction of
CE and PEP rebates, were higher than the Canadian public prices of comparable
medicines not considered to be excessive, including the public price of Ventolin
HFA which trended downward after 2002. The public price of ratio HFA, without
the deduction of CE and PEP rebates, was also higher than the CPI-adjusted
VCU price of Airomir. With the full deduction of CE and PEP, ratio HFA's ATP
remained below the price of Ventolin HFA. The public price of Apo-Salvent was
not relied upon as a comparator for the price tests however as it is the subject of
an investigation for excessive pricing.

75.ratiopharm objected to the fact that Board Staff used, as the list price of Ventolin
HFA for the price tests conducted for the period 2003 to 2009, the average price
of sales of Ventolin HFA by GSK to hospitals and to community pharmacies.
ratiopharm referred to this average price as a “mixed market price” which, in its
view, is a variable or shifting price at which Ventolin HFA is not in effect sold in
any market. ratiopharm indicated that the proportion of sales of Ventolin HFA by
GSK to hospitals at one price and to community pharmacies at another price
varies over time and the price of Ventolin HFA to hospitals can be as low as 25%
of the price of Ventolin HFA to community pharmacies. Therefore, in its view,
using an average for the price of Ventolin HFA has the effect of keeping the price
of Ventolin HFA to pharmacies lower than it should be for the purpose of a
comparison with the list price of ratio HFA, to ratiopharm’s detriment. ratiopharm
argued that the price of ratio HFA should be compared only to the IMS Health
Inc., now IMS Brogan (“IMS”) price of Ventolin HFA to pharmacies which, it
claims, contrary to Board Staff’'s tests, has remained above the price of ratio
HFA.
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76.Ms. Tognet referred to the public price used for Ventolin HFA as an average
public price as collected by IMS in the ordinary course on the basis of total sales
and total number of units sold, rather than the ‘constructed’ price claimed by
ratiopharm. She emphasized that this approach for determining average price is
consistently applied by the Board, most recently in its investigation of the
comparable medicine, Airomir.

lif) Paragraph 85(1)(c) of the Act

77.An International Price Comparison Test (“IPC”) and an International Therapeutic
Class Comparison Test (“ITCC”) were also conducted by Board Staff in
preparation for the Proceeding, in the manner described in (though not in these
circumstances required by) the Board’'s Guidelines and using publicly available
ex-factory prices of ratio HFA and of comparable medicines in the seven
countries specified in the Regulations. In accordance with the Guidelines, under
the IPC test, the price of a patented medicine sold in Canada will be presumed
by Board Staff not to be excessive if it is not the highest of the international prices
of the medicine in the comparator countries identified in the Regulations. Under
the ITCC test, primary weight is given to the median of the international prices.
At introduction, the price of ratio HFA in Canada was less than the highest ex-
factory price of Ventolin HFA and of ratio HFA in the seven countries listed in the
Regulations. Neither did ratio HFA'’s introductory price exceed the international
median of the ITCC test.

78.However, since 2004, allowing the deduction of the CE and PEP amounts
claimed by ratiopharm, the ATP of ratio HFA exceeded the median international
price (“MIP”) of ratio HFA in 2005, 2007 and 2008. Without such deduction, ratio
HFA’s ATP was higher than the MIP of ratio HFA in each year from since 2004,
although ratio HFA'’s price was not the highest price in the comparator countries.

iv) Paragraph 85(1)(e) of the Act

79.Board Staff found that, in each year since 2005, the price of ratio HFA has
exceeded substantially its MNE adjusted for CPI in accordance with the three-
year banking methodology set out in the Board’s Guidelines, even if its ATP is
calculated with the deduction of the CE and PEP amounts claimed by ratiopharm.
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80.ratiopharm objected to the application by Board Staff of the methodology
established in the Board’s Guidelines for CPI adjustments in assessing the price
of ratio HFA after introduction. Its objection was based in large part on the
argument that, in 2002, when the benchmark MNE of ratio HFA was set,
ratiopharm could have, within the pricing tests in the Board’s Guidelines,
introduced ratio HFA to the market at the $9.02 per MDI public price of Ventolin
HFA, based on IMS data, rather than at the “arbitrarily low” price of $4.64 per
MDI.

81.ratiopharm argued that it introduced ratio HFA in 2002 at an artificially low price
that did not reflect its costs of acquisition from GSK, in response to the
government’s expectation, when the use of the CFC propellant in MDIs was
banned, that the use of another propellant not be the cause of price increases for
MDIs. Dr. Richard Schwindt, an expert economist, testified on behalf of Board
Staff regarding the appropriateness of using ratio HFA'’s introductory price as the
benchmark to calculate subsequent price increases. He was of the view that the
evidence indicates that the price constraint on ratiopharm for ratio HFA at
introduction was likely the presence of CFC-free Airomir in the market at a list
price of $4.65 per MDI, at parity with the competing CFC MDIs, and of CFC-free
Apo-Salvent at $4.64 per MDI and that, effectively, ratio HFA was introduced in a
price competitive market in 2002 that informed its pricing strategy at the time.
The introductory price of ratio HFA thus was not arbitrarily or artificially low, but
rather calculated on the basis of the market conditions prevailing at the time of
introduction.

82.Dr. Schwindt’'s expert opinion was that the Board’s CPIl-adjustment methodology
in the Board’s Guidelines, which permits a limit of a three-year “bank” of price
increases, reflects the desirability of avoiding excessive changes in the price of a
medicine in a given period, changes which would be at the expense of price
stability and predictability for consumers and contrary to the Act’s objective. Dr.
Ronald J. Corvari, Director of the Policy and Economic Branch of the Board until
2008, testified that sudden and significant price increases was one of the major
concerns of the Board during the extensive stakeholder consultations that led to
the 1994 changes in the CPIl-adjustment methodology in the Board’'s Guidelines.
The Guidelines allow a patentee to increase the price of its medicine in line with
increases in CPI, and provide some flexibility in that regard by allowing a
patentee to “bank” increases for a limited period, but prevent sudden significant
price increases by limiting that banking of price increases to the three most
recent years of CPI.
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83.Board Staff submitted in argument that, given its submissions on the application
of the Board’s Guidelines to the evidence before the Panel, the Panel should find
that the price of ratio HFA has been excessive since 2004. It argued however
that, in light of the very magnitude of the price increase of 67% effected by
ratiopharm for ratio HFA in 2004, at a time when there was no change in the
price of Airomir or CFC-free Apo-Salvent, the price of Ventolin HFA was
decreasing and prices for comparable medicines in foreign countries were stable
or decreasing, the Panel should, in its discretion, give greater weight to the CPI
factor in this case.

84.The Panel considers that the Board’s CPI-adjustment methodology constitutes
an important protection from sudden and significant price increases. Itis
intended to moderate the extent to which a patentee may increase the price of a
medicine from year to year. The Panel concludes that it should be given
considerable weight in this case, where the price of a widely-used patented
medicine was increased suddenly and significantly in 2004 in circumstances that,
in the Panel’s view, did not warrant such an increase. The Panel accepts the
appropriateness of applying the CPI-adjustment methodology in the manner
contemplated by the Board’s Guidelines and in line with ratio HFA’'s MNE at
introduction.

v) Paragraph 85(1)(e) of the Act

85.No other factor to be taken into consideration by the Panel for the purposes of
subsection 85(1) determinations has been specified in the Regulations.

vi) Subsection 85(2) of the Act

86.In accordance with subsection 85(2) of the Act, the Panel need only take into
consideration the factors set out therein if it is unable to determine whether the
medicine under review is being or has been sold at an excessive price after
taking into consideration the factors referred to in subsection 85(1).

87.ratiopharm introduced evidence with regard to the costs of acquisition of ratio
HFA and with regard to the costs of making and marketing ratio HFA prepared by
Cole Valuation Partners Limited (“Cole Partners”). Board Staff, for its part,
submitted that it is neither necessary nor appropriate for the Panel to consider
subsection 85(2) factors in the circumstances of this case since its evidence was
that, since 2004, under all the factors identified in subsection 85(1) of the Act,
implemented in accordance with the Board’s Guidelines, only when the full
amounts of the CE and PEP claimed by ratiopharm are deducted to determine
the ATP of ratio HFA is the price of ratio HFA lower than the price of Ventolin
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HFA. If the price of ratio HFA is compared to the CPI-adjusted VCU price of
Airomir, to international prices and to the price resulting from the application of
the Guidelines’ CPI methodology, even with the full amounts of the CE and PEP
claimed by ratiopharm, the price of ratio HFA has been excessive since 2004.

88. The Panel considers that it is in a position to reach a decision in this case on the
basis of the subsection 85(1) factors. Moreover, ratiopharm, as the reseller of
ratio HFA, has no evidence of the material costs of making ratio HFA nor has it
such information within its knowledge or control.

vii) The existence of market power

89.ratiopharm also argued that its price for ratio HFA could not be considered
excessive since it did not enjoy monopoly power or even market power in the
sale of ratio HFA in any market in Canada. The Panel notes that it was made
clear by the Federal Court of Appeal in ICN that the existence of market power is
not a pre-condition to the Board’s exercise of its jurisdiction, nor is it relevant to
that exercise.

g. Conclusion

90.Based on Board Staff evidence, the Panel has determined that it is appropriate to
apply the tests set out in the Board’s Guidelines in this case. It is also satisfied
that the price tests conducted by Board Staff allow it to weigh all the factors to be
considered under subsection 85(1) of the Act in the case before it. However, the
Panel’s final conclusions on the issue of excessive pricing under section 83 of the
Act require it to determine first whether and, if so, which rebates claimed by
ratiopharm can be taken into account in establishing whether ratiopharm has sold
ratio HFA at an excessive price contrary to the Act.

IV.Whether, in determining the price at which ratiopharm is selling or
has sold ratio HFA in any market in Canada, the Panel can take
into account any rebate or discount given by ratiopharm in respect
of such sale and reported to the Board pursuant to section 4 of the
Regulations.

a. The indirect sales and distribution of ratio HFA

91.During the Proceeding, Ms. Saracino described what ratiopharm refers to as an
indirect distribution model of ratio HFA almost exclusively to pharmacies for
eventual resale to consumers. Under this model, ratiopharm sells ratio HFA, with
few exceptions, to what she characterized as ‘distributors’, consisting of

PMPRB-08-D3-ratio-Salbutamol HFA, May 27, 2011 Page 25





26

wholesalers and ‘distribution centres’, for resale to pharmacies. Distribution
centres include the distribution arms of large pharmacy groups and buying
groups of a number of unaffiliated pharmacies and potentially hospitals who have
banded together for purchasing. Wholesalers and distribution centres make up
ratiopharm’s corporate accounts, a few individual pharmacies its retail accounts.
Witnesses for ratiopharm estimated the number of ratiopharm’s corporate
accounts for the sale of ratio HFA to be in the range of ten to twelve.

92.Ms. Saracino’s testimony was that wholesalers and distribution centres purchase
ratio HFA from ratiopharm at the list price and sell ratio HFA to pharmacies at
that same list price and on terms of payment they negotiate and enforce
independently of ratiopharm. Wholesalers and distribution centres are paid a fee
by ratiopharm for what Ms. Saracino characterized as their distribution services.
They also generally benefit from prompt pay discounts and handle the return to
ratiopharm of ratio HFA product recalled, damaged or beyond expiry date and for
which they issue a credit to retailers and then receive an associated credit from
ratiopharm. Distributors distribute ratio HFA at the price they paid ratiopharm for
the product, with no mark-up. This model avoids the need for ratiopharm to own
and operate its own system of distribution to retailers or to follow up with
delinquent accounts.

93. 1t was Ms. Saracino’s view that in this indirect business model, distributors do not
sell ratio HFA or market it but that it is their distribution services they sell.

94.Ms. Saracino explained that the quantities of ratio HFA that individual
pharmacies are forecast to purchase through wholesalers and distribution
centres are estimates made by those pharmacies for varying forward-looking
periods. These estimates generate the supply need. The percentages to be
applied to the total sales of ratio HFA by pharmacies to determine Professional
Allowances, CE payments in the case of corporate accounts and PEP payments
in the case of retail accounts, are also agreed upon on a going-forward basis.
CE and PEP payments are made by ratiopharm directly to individual pharmacies
or the regional corporate head offices of banner pharmacies, not to the latter’s
distribution arm, according to the level of sales anticipated and the rebate
percentage agreed to. Those payments are later validated and reconciled by
ratiopharm with the help of data purchased from IMS. The payments made are
adjusted in the next sales period, as and when required. Ms. Saracino therefore
identified the pharmacy as ratiopharm’s “ultimate customer” in the sales and
distribution chain since it is the pharmacy that really creates demand.
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b. ratiopharm’s Revised Form 2 Filings

95. The deductions claimed for the sale of ratio HFA by ratiopharm in its Revised
Form 2 Filings, whether for prompt pay discounts, returns or CE and PEP
rebates, consist largely of estimates. All deductions are attributed to ratio HFA
sales pro rata on the basis of the sales volume of ratio HFA as a percentage of
total company sales reported in ratiopharm’s accounting records and audited
financial statements for all products sold by ratiopharm. The deductions filed are
allocated to ratio HFA as a percentage of the company-wide deductions recorded
by ratiopharm for all products.

96. The Panel notes that ratiopharm is on record as estimating that it has a portfolio
of some 250 products for sale in Canada in a wide variety of dosage forms and
therapeutic classes, and that, in the few documents filed by ratiopharm, the
percentage used for CE and PEP rebates varies from 0% to 70% and specifically
for ratio HFA, between 20% and 40%. Ms. Saracino testified that, for ratio HFA,
the percentage applied in a given case could potentially be as low as 0%.

97.From the very outset of the review by the Board of the price at which ratiopharm
was selling and had sold ratio HFA, Board Staff expressed to ratiopharm its
concerns that the information it was providing to the Board in its Revised Form 2
Filings was not sufficient to enable the Board to confirm that the rebates and
expenses claimed by ratiopharm in respect of the sale of ratio HFA were incurred
for and properly related to the sale of ratio HFA. The Panel shared these
concerns, and this led to the issuance of the Inspection Order by the Panel.

98. A significant portion of the Proceeding involved discussion of 1) whether the
Panel needs product- specific documentation to verify the amounts claimed by
ratiopharm as rebates in order to ensure that they are incurred, properly
supported and directly related to the sales of ratio HFA; and 2) the adequacy of
the supporting documentation provided by ratiopharm with regard to the rebates
claimed by ratiopharm in respect of ratio HFA. In the Panel’'s view, as further
outlined below, the debate raises questions regarding the bona fides of
ratiopharm as a party in the Proceeding and the credibility of some of its
witnesses.

99. The sworn testimony of Mr. Richard Monk, a certified management accountant
with Welch, was that the on-site inspection ordered by the Panel in the Inspection
Order, and conducted by Welch, and the documentation provided by ratiopharm
during the inspection, did not yield the ratio HFA-specific information required to
conclude that the deductions claimed by ratiopharm in its Revised Form 2 Filings
were incurred specifically on account of ratio HFA or are otherwise properly
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attributable to sales of ratio HFA. This information was not available to Welch or
produced to the Board despite the sworn testimony of Ms. Saracino at the
hearing of the Preliminary Motions that ratiopharm tracks and records the
payment of discounts and rebates on a product-specific basis and that such
product-specific documentation is maintained by ratiopharm.

100. During the on-site inspection, in addition to the provision of internal budgets,
forecasts, estimates and audited financial statements, ratiopharm agreed to
Welch sending a letter to a sample of sixteen pharmacies chosen in concert with
ratiopharm, in an attempt to obtain third party confirmation of the percentage
applied to sales of ratio HFA for the payment of CE and PEP rebates. Five
responses were received. Two pharmacies confirmed the average rate used by
ratiopharm, two indicated a different rate and one response was a refusal to
provide any information.

101. Long after the on-site inspection ordered by the Panel, which lasted some
thirteen days between October 6 and 30, 2009, and after the reply evidence of
Welch in the Proceeding had been filed on January 6, 2010, ratiopharm
produced examples of information of the type that, Mr. Monk testified at the
Proceeding, would have been helpful had it been made available to Welch during
the inspection process, but was not. It includes two product-specific CE
agreements between ratiopharm and pharmacies, two product-specific CE-
related invoices, one example of an internal product-specific sales data
reconciliation related to rebates and a limited number of examples of purchase
orders and proof of rebate-related payments. Mr. Monk considered in his
testimony that this very type of product-specific information for all sales of ratio
HFA is necessary to meet the requirements of the Panel in the Inspection Order
and for any reliable conclusion to be drawn with respect to the connection
between CE and PEP rebates and ratio HFA.

102. During the Proceeding, Ms. Saracino testified, as she had at the hearing of the
Preliminary Motions, that ratiopharm retains product-specific information and
supporting documentation for sales, as well as reconciliations supporting the
payment of all CE and PEP amounts, by customer and by product, and that
ratiopharm also tracks and documents returns and prompt pay discounts on a
product-specific basis. This information and documentation was not made
available to Welch or, other than the few examples tendered, filed with the Board.
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103. The Panel notes that, of the seven ratiopharm witnesses who gave testimony
during the Proceeding, not one claimed to have direct knowledge of the
information used to generate the Revised Form 2 Filings, or to know who was
responsible for their preparation. This is despite the fact that the Revised Form 2
Filings were certified to be true and correct by a ratiopharm representative and
that the Revised Form 2 Filings were submitted by a representative of ratiopharm
who attended most of the Proceeding, but did not testify, and who, according to
Mr. Major, reports to Ms. Saracino. The inexplicable vacuum of data and the
failure of any ratiopharm witness to speak directly to the significant revisions
made to ratiopharm’s pricing information made it impossible for the Panel to
assess the integrity of the rebate information and therefore to give it any weight
in this Proceeding. It should be noted that this is a separate matter from the
interpretive question of whether Pfizer precludes the consideration of the rebates.
This is an evidentiary matter: there is an unexplained failure by ratiopharm to file
credible information about the rebates that the Board requires in order to
calculate the ATP of ratio HFA — information that ratiopharm’s witness swore that
ratiopharm possesses.

c. The Debate

104. Mr. Monk and Mr. Andrew Milner, a chartered accountant with Welch, repeatedly
recognized in cross-examination by ratiopharm counsel during the Proceeding
that there is evidence that ratiopharm has paid out significant amounts in rebates
across all the products it sells. These witnesses, however, cast the appropriate
guestion as being whether there was sufficient evidence before the Panel
connecting these payments to the ratio HFA product itself so that they could be
legitimately used in reducing its net price.

105. Mr. Monk’s expert opinion was that, in order to support claims for rebates for past
transactions, at a minimum, ratiopharm should have provided: third party
confirmation for CE and PEP percentage rates and sales data reconciliation
information in respect of ratio HFA; documentation with respect to the terms and
conditions of all amounts paid in respect of ratio HFA; and internal reconciliations
supporting the payment of CE and PEP rebates given for ratio HFA. Only with
this type of accurate ratio HFA-specific information can the Board, in his expert
view, properly calculate the ATP and make other pricing calculations with respect
to a medicine.

106. Dr. Ramy Elitzur, professor of financial analysis, gave expert evidence on behalf
of ratiopharm as to whether the deductions claimed by ratiopharm in respect of
ratio HFA and the documentation used by ratiopharm to calculate them are
reasonable in the circumstances. In his expert opinion, from a management
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accounting perspective, the test should be whether the rebates claimed are
reasonably attributable to ratio HFA in the context of ratiopharm’s business
realities. It suffices, in his view, if disbursements are accurately tracked by
ratiopharm in its books and records and reflected in its audited financial
statements. He opined that it is reasonable to calculate Professional Allowances
for ratio HFA based on the average Professional Allowances paid across all
products.

107. Professor Elitzur expressed the view that management accounting posits specific
guidelines and factors to be taken into account, including not only financial
accounting and auditing standards and effective control procedures but also
certain criteria such as business realities and situational relevance related to a
specific business context. He would not, however, relate his analysis to a
regulatory context or to whether information useful for business needs, internal
management accounting and decision-making is necessarily sufficient to verify
compliance with regulatory requirements. He stated that this was not part of the
mandate given to him, although the questions for which his opinion was sought
by ratiopharm had included a request to relate his comments “to the matter
involving ratiopharm and the PMPRB in respect of ratio-Salbutamol HFA.”

108. Mr. Scott Davidson, a chartered accountant and specialist in investigative and
forensic accounting and Mr. Larry Andrade, a chartered accountant, both with
Cole Partners, commented on the report filed by Welch following the on-site
inspection and gave opinion evidence on behalf of ratiopharm similar to
Professor Elitzur’s with regard to the adequacy of the supporting information filed
by ratiopharm with respect to rebates. Their view was that a “reasonably
attributable” test is adequate, in light of the absence of established specific Board
standards, guidelines and policies, in the Board’s Guidelines, the Guide or
elsewhere, with respect to the information and documentation to be filed in
support of rebates claimed pursuant to the Regulations. They acknowledged that
their evidence was prepared without independent verification of the accuracy of
the information provided to them by ratiopharm.

d. Conclusion

109. Paragraph 80(1)(b) of the Act specifies the information that must be provided to
the Board by a patentee of a medicine, in accordance with the Regulations,
respecting the price at which the medicine is being sold or has been sold in any
market in Canada. For the purposes of paragraph 80(1)(b), the information
required by subparagraph 4(1)(f)(i) of the Regulations is the average price of and
net revenue from sales of the medicine and, pursuant to paragraph 4(4)(a),
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rebates with respect to the specific medicine at issue must be taken into account
(“le” médicament in the French-language version).

110. In the reasons for its decision leading to the Inspection Order, Decision: PMPRB-
08-D2-ratio-Salbutamol ratio HFA — Preliminary Motions (May 22, 2009), at
paragraph 29, the Panel emphasized that there is a responsibility on a party
subject to ongoing statutory regulation to produce, as required by the regulator in
the legitimate exercise of its jurisdiction, the information that it requires for the
purpose in a form reasonably capable of permitting that exercise. At paragraph
30, the Panel concluded that the information required in the Inspection Order is
necessary for the making of an informed decision in the case before it and in the
circumstances surrounding it. Those circumstances include the very substantial
increase in ratiopharm’s list price for ratio HFA in 2004, the magnitude of its 2009
revisions in its Revised Form 2 Filings for ratio HFA for a number of years, the
size and nature of the rebate amounts deducted from its gross revenues in
respect of ratio HFA for many years and the impossibility of verifying, in respect
of ratio HFA, ratiopharm’s pricing and cost information using external sources.

111. The Panel remains of the view that a patentee, in reporting the average price at
which a patented medicine is being sold or has been sold, or the net revenue
from its sale, is required to file supporting documentation of any rebate claimed in
respect of the medicine and that is clearly, directly and verifiably related to the
medicine involved. The Panel concludes that, on the basis of its Form 2 Filings
and the evidence in the Proceeding, ratiopharm has not met this requirement in
respect of the sale of ratio HFA, despite sworn testimony that it has such
evidence, and the issuance of a Panel order to produce it. ratiopharm has failed
throughout to respond to repeated requests by Board Staff and by the Panel,
even during the Proceeding, for information that would allow the Panel to
determine the specific pricing issue before it. ratiopharm had a number of
opportunities to make available and/or submit the evidence that its representative
swore that it had with respect to both the originally claimed and then substantially
revised rebate claims, but ratiopharm failed to do so.

112. The Panel concludes that it cannot, in the circumstances, take into account any
of the rebates claimed by ratiopharm in respect of the sale of ratio HFA in
determining the price at which ratiopharm has sold ratio HFA for the periods
involved and whether the price of that specific medicine was excessive contrary
to the Act.
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113. This conclusion is consistent not only with the provisions of the Act and the
Regulations, the filing requirements for the proper discharge of the Board’s
mandate under sections 83 and 85 of the Act and reasonable realities in a
regulatory environment but also, as testified by Ms. Tognet, with the type of
information filed in support of deductions claimed by patentees in other
proceedings before the Board.

114. Subsection 4(4) of the Regulations requires the Board to determine the actual
price of a medicine after the reductions or rebates set out in that paragraph.
Patentees thus have the obligation to keep the records required to support the
reductions and rebates attributable to that medicine and to file them with the
Board. A panel of the Board must determine their adequacy after reasonable
requests for further production for the purpose of applying subsection 4(4) and
has the discretion not to consider rebates which are not, in its view, specifically
supported by the evidence provided.

e. The applicability of the Pfizer judgment

115. Both Board Staff and ratiopharm raised the applicability of Pfizer to the issue of
the rebates, discounts, refunds and other deductions to be considered by the
Panel pursuant to paragraph 4(4)(a) of the Regulations in calculating the average
price of ratio HFA.

116. At issue in Pfizer was a Board Stakeholder Communiqué issued on August 18,
2008 (the “Communiqué”). The Communiqué required patentees to include
henceforth, as part of their reporting of the net price of a patented medicine
pursuant to subparagraph 4(1)(f)(i) and paragraph 4(4)(a) of the Regulations, all
rebates, discounts, refunds and other deductions, including payments made to a
province as consideration for the province’s agreement to list the medicine on the
provincial formulary at a specified price.

117. The applicants in Pfizer sought judicial review of the Communiqué, on the ground
that the Board’s jurisdiction is limited to reviewing prices associated with sales of
patented medicines made at the factory gate and does not extend to transactions
involving third parties that may take place further downstream in the supply
chain.

118. In Pfizer, Mactavish, J. held that the Board did not have jurisdiction to enforce the
requirement that patentees include, as part of the reporting of the net prices of
their patented medicines, pursuant to subparagraph 4(1)(f)(i) and subsection 4(4)
of the Regulations, payments made to a province in respect of those medicines,
on the ground that such payments are made to third parties.
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119. Since Pfizer was issued, interpreting the scope of the decision beyond the
specific question that was raised in the judicial review proceedings has caused
the Board and patentees considerable difficulty.

120. Board Staff takes the position that broad language is used in Pfizer that has the
impact of excluding payments made by patentees to third parties who are not, in
the words of Pfizer, a customer of the patentees contemplated by subparagraph
4(1)(H)(i) of the Regulations, from being taken into account for the purpose of
establishing the net price at which a patented medicine is being sold, or has been
sold. This would have the effect of excluding from the ATP of ratio HFA, as a
matter of law, all of the rebates claimed by ratiopharm. The Panel agrees that
there is support for this interpretation in the decision. Both the opening
paragraphs of Pfizer, as well as the order, provide that subparagraph 4(1)(f)(i)
and paragraph 4(4)(a) of the Regulations do not authorize the Board to require
the reporting of rebates or payments made to third parties by the manufacturers
of patented medicines. This is stated to be the central issue in the decision.
Even had the question been framed more narrowly, the underlying rationale
provided by Mactavish, J. to exclude the payments to the provinces relies upon
an interpretation of the legislation that is consistent with commercial law
applicable to the sale of goods and is in turn dependent on limiting the scope of
reporting to the relationship of privity between a buyer and a seller. Given the
rationale used in Pfizer, based on the technical private law meaning of
“customer”, it is difficult to apply Pfizer to exclude third party payments to a public
party such as the government while ignoring the applicability of Pfizer in the
private chain of distribution that would fall squarely within the traditional purview
of the retail sale of goods.

121. The position of ratiopharm is that Pfizer can be read more narrowly. Again, there
is support for this position in the decision. The specific question before the Court
in Pfizer was, as indicated, whether payments to the provinces under expenditure
limitations agreements related to the price of patented medicines must be
reported under subparagraph 4(1)(f)(ii) and subsection 4(4) of the Regulations.
Furthermore, in Pfizer, Mactavish, J. supported the decision in Leo Pharma. In
Leo Pharma, the Court determined that the free distribution of a patented
medicine by a patentee to doctors for their patients must be considered, pursuant
to the Regulations, in establishing the average net price of the medicine.

Support for Leo Pharma is not consistent with an expansive exclusion of all third
party transactions in the calculation of the net price of a medicine.
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122. It should also be noted that ratiopharm made a further argument in passing to the
effect that Pfizer can be read as providing patentees with the discretion to include
or exclude payments made to third parties. However, this argument was not
pressed very hard before us and for the reasons set out below, the Panel does
not accept this argument.

123. Since Pfizer was decided, the Supreme Court of Canada has provided further
guidance to the Board in matters requiring statutory interpretation. Celgene
supported the decision of the Board to reject the technical commercial law
definition of the words "sold" and "selling" in the Patent Act when guided to do so
based upon the purpose and legislative history of the Act and consumer
protection as the Board’s mandate recognized by the courts. Furthermore, the
Supreme Court of Canada stated in Celgene that, when the Board interprets its
enabling legislation, it should be accorded deference and only if the Board's
decision is unreasonable should it be set aside.

124. In Pfizer, the Court had before it an executive Board decision and therefore a
limited record and no detailed evidentiary documentation and argument as are
developed in a hearing with regard to the operations common to the
pharmaceutical industry in the distribution of patented medicines. The business
reality of the pharmaceutical industry is one that operates by providing rebates
and other payments throughout a chain of distribution. Such business realities
must be taken into consideration by the Board if it is to review the true price at
which patented medicines are provided to Canadians, in accordance with its
statutory mandate, and if it is to give effect to subsection 4(4) of the Regulations
which remains in force.

125. Guided by the consumer protection goals of its mandate, the Panel is of the view
that if it were required to do so, it would conclude that the interpretation of
subparagraph 4(1)(f)(i) and paragraph 4(4)(a) of the Regulations set out in the
Communiqué is the appropriate one except, given the decision in Pfizer, which is
binding on the Board, as regards the payments that were at issue in Pfizer; i.e.
payments to the provinces. In this case then, had the Panel determined that the
pricing information filed with respect to ratio HFA was substantively sufficient and
credible, it could have deducted payments made by ratiopharm as rebates.
However, in light of the Panel’s conclusion with regard to the inadequacy of the
evidence provided in this regard in the Proceeding, and the resulting
inappropriateness of considering rebates in its findings in the circumstances of
the sale of ratio HFA by ratiopharm, the Panel need not finally assess the scope
of Pfizer at this time.
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V. What order, if any, should be made by the Panel with respect to
the sale of ratio HFA by ratiopharm in Canada.

126. The Panel is satisfied that the evidence and argument of the Parties establish
that the Board Guidelines provide for an appropriate implementation of
subsection 85(1) of the Act in this case and accordingly it is of the view that
excessive revenues arising from sales of ratio HFA should be calculated on the
basis of the tests provided in the Board’s Guidelines which indicate that ratio
HFA was excessively priced by ratiopharm from the time of the 2004 price
increase until sales ceased in 2010. In particular, the Panel finds that excessive
revenues should be calculated using the CPI methodology following the
establishment of an MNE for ratio HFA at the time of its introduction to the
market in 2002.

127. The Panel reached this conclusion after hearing evidence that, even when using
the various pricing tests in the Guidelines independently of CPI adjustments
throughout the period from 2002 to 2008, there was compelling evidence that the
price of ratio HFA was excessive within the terms of subsection 85(1) of the Act
during that period.

128. Under subsection 85(1) of the Act, the price of a medicine can be excessive in
two separate ways: (i) relative to the prices of comparable medicines; and (ii)
relative to its own price in prior periods. The Board’s Guidelines take the factor
stipulated in paragraph 85(1)(a), the price of the medicine in Canada, and
consider that price relative to the two comparative factors stipulated in
paragraphs 85(1)(b) and (c), the prices of domestic comparators and the
international prices of the medicine itself, and the temporal factor in paragraph
85(1)(d), changes in the CPI during the time that the medicine is marketed in
Canada. The Guidelines as they existed during the relevant periods did not
account for tests based on the international prices of comparators, but a panel of
the Board in a review hearing will weigh that factor in its consideration of whether
or not the price of the medicine is or has been excessive, as was done in this
case.

129. The Guidelines combine the three factors by which subsection 85(1) of the Act
instructs the Board to assess the price of a medicine in Canada by (i)
establishing an initial non-excessive price for a medicine by reference to the
prices of comparable medicines; and (ii) establishing its non-excessive price in
subsequent periods by reference to increases in the CPI. Accordingly, the
application of the Guidelines results in all of the factors in subsection 85(1) being
considered and weighed in the analysis of whether or not ratio HFA has been
excessively priced. In this case, Board Staff went on to confirm that this
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conclusion from the Guidelines, which is based on CPI increases after initial
comparative tests, is supported by supplemental testing of the price of ratio HFA
throughout the period of its sale in Canada using all of the comparative factors in
subsection 85(1) repeatedly for all reporting periods.

130. The Panel therefore orders that the MNE for ratio HFA sold by ratiopharm for the
period September 2002 to January 2010, and the amount to be paid to the
Crown by ratiopharm for excessive revenues derived from such sale, pursuant to
paragraph 83(2)(c) the Act, be determined in accordance with this decision,
based on ratio HFA’'s MNE at introduction, as adjusted for CPI in accordance
with the methodology set out in the Board’s Guidelines, but without taking into
account any reduction of the ATP of ratio HFA for rebates, whether for prompt
pay, returns, CE or PEP payments. The Panel requires that Board Staff present
to it, within 30 days of this decision, on or before June 27, 2011, a draft order that
implements the terms of this decision.
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Anne Warner La Forest
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		68. As suggested by the Board’s Guidelines, the comparable medicines used by Board Staff to establish the introductory MNE of a Category 1 medicine and to conduct price tests under subsection 85(1) of the Act are determined pursuant to a scientific review �
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		89. ratiopharm also argued that its price for ratio HFA could not be considered excessive since it did not enjoy monopoly power or even market power in the sale of ratio HFA in any market in Canada.  The Panel notes that it was made clear by the Federal Co˘

		90. Based on Board Staff evidence, the Panel has determined that it is appropriate to apply the tests set out in the Board’s Guidelines in this case.  It is also satisfied that the price tests conducted by Board Staff allow it to weigh all the factors to b˘

		91. During the Proceeding, Ms. Saracino described what ratiopharm refers to as an indirect distribution model of ratio HFA almost exclusively to pharmacies for eventual resale to consumers.  Under this model, ratiopharm sells ratio HFA, with few exceptions˘

		92. Ms. Saracino’s testimony was that wholesalers and distribution centres purchase ratio HFA from ratiopharm at the list price and sell ratio HFA to pharmacies at that same list price and on terms of payment they negotiate and enforce independently of ratˇ

		93. It was Ms. Saracino’s view that in this indirect business model, distributors do not sell ratio HFA or market it but that it is their distribution services they sell.

		94. Ms. Saracino explained that the quantities of ratio HFA that individual pharmacies are forecast to purchase through wholesalers and distribution centres are estimates made by those pharmacies for varying forward-looking periods.  These estimates generaˇ

		95. The deductions claimed for the sale of ratio HFA by ratiopharm in its Revised Form 2 Filings, whether for prompt pay discounts, returns or CE and PEP rebates, consist largely of estimates.  All deductions are attributed to ratio HFA sales pro rata on tˆ

		96. The Panel notes that ratiopharm is on record as estimating that it has a portfolio of some 250 products for sale in Canada in a wide variety of dosage forms and therapeutic classes, and that, in the few documents filed by ratiopharm, the percentage useˆ
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		100. During the on-site inspection, in addition to the provision of internal budgets,

		forecasts, estimates and audited financial statements, ratiopharm agreed to  Welch sending a letter to a sample of sixteen pharmacies chosen in concert with  ratiopharm, in an attempt to obtain third party confirmation of the percentage  applied to s...

		101. Long after the on-site inspection ordered by the Panel, which lasted some

		thirteen days between October 6 and 30, 2009, and after the reply evidence of  Welch in the Proceeding had been filed on January 6, 2010, ratiopharm  produced examples of information of the type that, Mr. Monk testified at the  Proceeding, would have...

		102. During the Proceeding, Ms. Saracino testified, as she had at the hearing of the

		Preliminary Motions, that ratiopharm retains product-specific information and  supporting documentation for sales, as well as reconciliations supporting the  payment of all CE and PEP amounts, by customer and by product, and that  ratiopharm also tra...

		103.  The Panel notes that, of the seven ratiopharm witnesses who gave testimony

		during the Proceeding, not one claimed to have direct knowledge of the  information used to generate the Revised Form 2 Filings, or to know who was  responsible for their preparation.  This is despite the fact that the Revised Form 2  Filings were ce...

		104. Mr. Monk and Mr. Andrew Milner, a chartered accountant with Welch, repeatedly

		recognized in cross-examination by ratiopharm counsel during the Proceeding  that there is evidence that ratiopharm has paid out significant amounts in rebates  across all the products it sells.  These witnesses, however, cast the appropriate  questi...

		105. Mr. Monk’s expert opinion was that, in order to support claims for rebates for past
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		106. Dr. Ramy Elitzur, professor of financial analysis, gave expert evidence on behalf

		of ratiopharm as to whether the deductions claimed by ratiopharm in respect of  ratio HFA and the documentation used by ratiopharm to calculate them are  reasonable in the circumstances.  In his expert opinion, from a management  accounting perspecti...

		107. Professor Elitzur expressed the view that management accounting posits specific

		guidelines and factors to be taken into account, including not only financial  accounting and auditing standards and effective control procedures but also  certain criteria such as business realities and situational relevance related to a  specific b...

		108. Mr. Scott Davidson, a chartered accountant and specialist in investigative and

		forensic accounting and Mr. Larry Andrade, a chartered accountant, both with  Cole Partners, commented on the report filed by Welch following the on-site  inspection and gave opinion evidence on behalf of ratiopharm similar to  Professor Elitzur’s wi...

		109. Paragraph 80(1)(b) of the Act specifies the information that must be provided to

		the Board by a patentee of a medicine, in accordance with the Regulations,  respecting the price at which UtheU medicine is being sold or has been sold in any  market in Canada.  For the purposes of paragraph 80(1)(b), the information  required by su...

		110. In the reasons for its decision leading to the Inspection Order, Decision: PMPRB-

		08-D2-ratio-Salbutamol ratio HFA – Preliminary Motions (May 22, 2009), at  paragraph 29, the Panel emphasized that there is a responsibility on a party  subject to ongoing statutory regulation to produce, as required by the regulator in  the legitima...

		111. The Panel remains of the view that a patentee, in reporting the average price at

		which a patented medicine is being sold or has been sold, or the net revenue  from its sale, is required to file supporting documentation of any rebate claimed in  respect of UtheU medicine and that is clearly, directly and verifiably related to Uthe...

		112. The Panel concludes that it cannot, in the circumstances, take into account any

		of the rebates claimed by ratiopharm in respect of the sale of ratio HFA in  determining the price at which ratiopharm has sold ratio HFA for the periods  involved and whether the price of that specific medicine was excessive contrary  to the Act.

		113.  This conclusion is consistent not only with the provisions of the Act and the  Regulations, the filing requirements for the proper discharge of the Board’s  mandate under sections 83 and 85 of the Act and reasonable realities in a  regulatory environ˜

		114. Subsection 4(4) of the Regulations requires the Board to determine the actual  price of a medicine after the reductions or rebates set out in that paragraph.  Patentees thus have the obligation to keep the records required to support the  reductions a˜

		115. Both Board Staff and ratiopharm raised the applicability of Pfizer to the issue of  the rebates, discounts, refunds and other deductions to be considered by the  Panel pursuant to paragraph 4(4)(a) of the Regulations in calculating the average  price ˜

		116. At issue in Pfizer was a Board Stakeholder Communiqué issued on August 18,  2008 (the “Communiqué”).  The Communiqué required patentees to include  henceforth, as part of their reporting of the net price of a patented medicine  pursuant to subparagrap˜

		117. The applicants in Pfizer sought judicial review of the Communiqué, on the ground  that the Board’s jurisdiction is limited to reviewing prices associated with sales of  patented medicines made at the factory gate and does not extend to transactions  i˜

		118. In Pfizer, Mactavish, J. held that the Board did not have jurisdiction to enforce the  requirement that patentees include, as part of the reporting of the net prices of  their patented medicines, pursuant to subparagraph 4(1)(f)(i) and subsection 4(4)˜

		119. Since Pfizer was issued, interpreting the scope of the decision beyond the  specific question that was raised in the judicial review proceedings has caused  the Board and patentees considerable difficulty.

		120. Board Staff takes the position that broad language is used in Pfizer that has the  impact of excluding payments made by patentees to third parties who are not, in  the words of Pfizer, a customer of the patentees contemplated by subparagraph  4(1)(f)( 

		121. The position of ratiopharm is that Pfizer can be read more narrowly.  Again, there  is support for this position in the decision.  The specific question before the Court  in Pfizer was, as indicated, whether payments to the provinces under expenditure 

		122.  It should also be noted that ratiopharm made a further argument in passing to the  effect that Pfizer can be read as providing patentees with the discretion to include  or exclude payments made to third parties.  However, this argument was not  press!

		123. Since Pfizer was decided, the Supreme Court of Canada has provided further  guidance to the Board in matters requiring statutory interpretation.  Celgene  supported the decision of the Board to reject the technical commercial law  definition of the wo!

		124. In Pfizer, the Court had before it an executive Board decision and therefore a  limited record and no detailed evidentiary documentation and argument as are  developed in a hearing with regard to the operations common to the  pharmaceutical industry i!

		125. Guided by the consumer protection goals of its mandate, the Panel is of the view  that if it were required to do so, it would conclude that the interpretation of  subparagraph 4(1)(f)(i) and paragraph 4(4)(a) of the Regulations set out in the  Communi!

		126. The Panel is satisfied that the evidence and argument of the Parties establish  that the Board Guidelines provide for an appropriate implementation of  subsection 85(1) of the Act in this case and accordingly it is of the view that  excessive revenues"

		127. The Panel reached this conclusion after hearing evidence that, even when using  the various pricing tests in the Guidelines independently of CPI adjustments  throughout the period from 2002 to 2008, there was compelling evidence that the  price of rat"

		128. Under subsection 85(1) of the Act, the price of a medicine can be excessive in  two separate ways: (i) relative to the prices of comparable medicines; and (ii)  relative to its own price in prior periods.  The Board’s Guidelines take the factor  stipu"

		129. The Guidelines combine the three factors by which subsection 85(1) of the Act  instructs the Board to assess the price of a medicine in Canada by (i)  establishing an initial non-excessive price for a medicine by reference to the  prices of comparable"

		130. The Panel therefore orders that the MNE for ratio HFA sold by ratiopharm for the  period September 2002 to January 2010, and the amount to be paid to the  Crown by ratiopharm for excessive revenues derived from such sale, pursuant to  paragraph 83(2)(#




PATENTED MEDICINE PRICES REVIEW BOARD

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

AND IN THE MATTER OF
Apotex Ine., (the “Respondent™)

NOTICE OF APPLICATION

TAKE NOTICE THAT Board Staff will bring an application before the Patented
Medicine Prices Review Board (the “Board” or the “PMPRB”) for hearing on a day to be
determined by the Board.

THE APPLICATION IS FOR:

1. An Order requiring the Respondent, Apotex Inc. (“Apotex”), to disclose to Board
Staff whether the Respondent,

a. is entitled to the benefit of any patents as the patent owner, or is entitled to
exercise any rights in relation to any patents, in respect of an invention
intended or capable of being used for a medicine or for the preparation or
production of a medicine; and

b. where the medicine has been or is being sold in Canada by the Respondent
or for which the Respondent has received a Notice of Compliance.

2. An Order pursuant to subsection 81(1) of the Act requiring the Respondent to
provide to Board Staff the information referred to in section 80 of the Act and in
section 3 of the Patented Medicines Regulations, 1994 (“the Regulations”), in
respect of any medicines sold in Canada by the Respondent or for which the

Respondent has received a Notice of Compliance, for which the Respondent is a






“patentee of an invention pertaining to [the] medicine”, other than Apo-Salvent
(PMPRB Form 1).

An Order pursuant to subsection 81(1) of the Act requiring the Respondent to
provide to Board Staff the information referred to in section 80 of the Act and in
sections 4 of the Patented Medicines Regulations, 1994 (the “Regulations™), in
respect of any medicines sold in Canada by the Respondent for which the
Respondent is a “patentee of an invention pertaining to [the] medicine”, other than
Apo-Salvent (PMPRB Form 2).

An Order pursuant to subsection 88(1) of the Act requiring the Respondent to
provide to Board Staff the information referred to in section 88 of the Act and in
section 5 of the Regulations, including the identity of any licensees in Canada of
Apotex, the revenues from sales in Canada by Apotex or its licensees, and
expenditures on research and development in Canada carried out by or on behalf of
Apotex, in respect of all of the Respondent’s medicines, including Apo-Salvent

(PMPRB Form 3).

THE GROUNDS FOR THE APPLICATION ARE:

A.

Disclosure and Reporting of Information on the Identity and Price of any
Medicines Sold in Canada by the Respondent as a Patentee of an Invention
Pertaining to a Medicine

Legislative and Regulatory Framework

Subsection 79(1) of the Act defines a “patentee” as the person entitled to the benefit

of the patent and includes any other person entitled to exercise any rights in relation

to that patent.






The definition of “patentee” includes not only a patent owner but anyone entitled to
exercise any rights in relation to a patent such as under a licensing agreement or
through some form of consent with the patent owner.
Subsection 79(2) of the Act provides that a patent for “an invention pertains to a
medicine” if the invention is intended or capable of being used for medicine or for
the preparation or production of the medicine.
There is no requirement that the patent actually be used for the medicine or the
preparation or production of the medicine.
Board Staff submits that the PMPRB has jurisdiction with respect to the pricing of
any of the Respondent’s medicines in Canada if:

a. the Respondent is a patentee pursuant to subsection 79(1) of the 4ct;

b. in respect of an invention pertaining to the medicine, pursuant to

subsection 79(2) of the Act; and

c. Apotex is selling or has sold the medicine in any market in Canada.
Paragraph 80(1)(a) of the Act and subsection 3(1) of the Regulations require a
patentee of an invention pertaining to a medicine who is selling or has sold the
medicine in any market in Canada to report to the PMPRB prescribed information
identifying the medicine (PMPRB Form 1). Pursuant to subsection 3(2) of the
Regulations, the prescribed information must be reported if (1) a Notice of
Compliance has been issued in respect of the medicine or (2) if the medicine is
being offered for sale in Canada. Pursuant to subsection 3(3) of the Regulations, the

prescribed information must be provided within the earlier of (1) 30 days after the
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date on which the first Notice of Compliance is issued in respect of the medicine or
(2) 30 days after the date on which the medicine is first offered for sale in Canada.
Paragraph 80(1)(b) of the Act and subsection 4(1) of the Regulations require a
patentee of an invention pertaining to a medicine who is selling or has sold the
medicine in any market in Canada to report to the PMPRB prescribed information
identifying the medicine and concerning the price of the medicine (PMPRB Form
2). Pursuant to subsections 4(2) and 4(3) of the Regulations, this information must
be reported within 30 days after the 30-day period following the date of first sale in
Canada of the medicine, in respect of this period, and within 30 days after each six
month period commencing on January 1 and July 1 of each year, in respect of each
of these periods.

Communications between Board Staff and Apotex

On February 27, 2007, Board Staff informed Apotex that Board Staff had
discovered a number of patents owned by Apotex Pharmachem Inc, that pertain to
some of Apotex’s generic medicines, which are sold in Canada. Board Staff
advised Apotex that as patented drug products sold in Canada, these generic
medicines are under the jurisdiction of the PMPRB and therefore Apotex is
required to file information identifying these medicines and concerning the prices
of these medicines, pursuant to sections 3 and 4 of the Regulations.

On March 5, 2007, Apotex advised Board Staff that Apotex Pharmachem Inc. and
Apotex are separate legal entities and that Apotex does not make use of any of the
patents discovered by Board Staff in the sourcing and manufacturing of its finished

product.






10.

On March 26, 2007, Board Staff informed Apotex that pursuant to section 79 of
the Act, the definition of a “patentee” falling under the PMPRB’s jurisdiction is
much wider in scope than the simple inclusion of the patent holder. Board Staff
advised Apotex that if Apotex is entitled to exercise any rights in relation to any
patents held by Apotex Pharmachem Inc. and/or any other patentee, Apotex would
be considered a “patentee”. Board Staff also noted that a “patent pertains” to a
medicine if it is intended or capable of being used for medicine or for the
preparation or production of medicine and there is no requirement that the patents
actually be used in the production of medicine. Therefore, Board Staff informed
Apotex that whether Apotex is actually using any of these patents in the sourcing
and manufacturing of its finished product is not determinative of the issue. Board
Staff requested that Apotex advise Board Staff as to whether it is entitled to the
benefit of any patents owned by Apotex Pharmachem Inc., including those listed in
Board Staff’s letter dated February 27, 2007 and additional Canadian Patents found
on Apotex Pharmachem Inc.’s website and/or patents owned by any other patentee.
Board Staff also requested that Apotex provide Board Staff with a list of any
medicines sold in Canada by Apotex that fall under the jurisdiction of the PMPRB
in light of the definitions of “patentee” and “patent pertains™, and file information

on the identity and prices of these medicines pursuant to the Regulations.






11.

12

13.

14.

Reporting of Information on the Identity of Licensees and Revenues and
Research and Development Expenditures

Legislative and Regulatory Framework

The Respondent is a licensee of the Canadian Patent 2,004,598 (the ““598 patent™),
which pertains to its medicine, Apo-Salvent, and is a “patentee in respect of an
invention pertaining to a medicine” pursuant to section 79 of the Act.

The Respondent began selling Apo-Salvent in Canada on October 1, 2002,
following the issuance of the ‘598 patent, and continues to sell the said patented
medicine in Canada. As such the Respondent falls under the jurisdiction of the
PMPRB.

Subsection 88(1) of the Act and subsection 5(1) of the Regulations require the
patentee of an invention pertaining to a medicine, who is selling or has sold the
medicine in any market in Canada, to report to the PMPRB prescribed information
concerning the identity of any licensees in Canada of the patentee, the revenues
from sales in Canada by the patentee or its licensees, and expenditures toward the
costs of research and development (“R&D”) in Canada carried out by or on behalf
of the patentee, for all of the patentee’s medicines (PMPRB Form 3). Pursuant to
subsection 5(2) of the Regulations, this information must be reported for each
calendar year and must be submitted within 60 days after the end of each calendar
year.

The Respondent has, to date, in contravention to its statutory obligations, refused
and/or failed to report the revenues from sales in Canada by it or its Canadian

licensees and expenditures on R&D carried out in Canada by or on behalf of the






15.

16.

17.

18,

19.

Respondent, with respect to all of its medicines for each of the calendar years 2002,
2003, 2004, 2005 and 2006.
As a result of the Respondent’s failure to provide the said information, the Board is

unable to report the revenues and R&D expenditures as per its statutory mandate.

Communications between Board Staff and Apotex

On August 18, 2006, counsel for Apotex informed Board Staff that Apotex does not
dispute the assertion of jurisdiction by the PMPRB regarding Apo-Salvent (the ‘598
patent), of which Apotex is a licensee.

On September 27, 2006, Board Staff informed Apotex that it was in failure to file
revenues and R&D expenditures in Canada for all its medicines for each year since
the date of first sale of Apo-Salvent, pursuant to subsection 88(1) of the Act and the
Regulations, and requested that Apotex provide this information

On October 5, 2006, counsel for Apotex outlined Apotex’s position that as a
generic pharmaceutical manufacturer, its revenues and R&D expenditures are not
properly reportable to the PMPRB as a significant amount of this information is
unrelated to the ‘598 patent. Apotex noted that the bulk of its revenues are earned
from pharmaceuticals that do not contain patented medicines and it has not
conducted any R&D on Apo-Salvent.

On December 6, 2006, Board Staff informed counsel for Apotex that the
requirement to file the said information is determined by whether the manufacturer
is a “patentee of an invention pertaining to a medicine” and not by whether the
manufacturer is labeled as a “brand-name” or a ‘“‘generic” pharmaceutical

manufacturer. As Apotex is a licensee of the ‘598 patent which pertains to its





product, Apo-Salvent, Apotex is a “patentee of an invention pertaining to a
medicine”, Board Staff requested that Apotex reconsider its refusal to file the said
information. Board Staff also advised that if Apotex had not conducted any R&D in
Canada, it should simply report nil expenditure.

20. On April 23, 2007, Board Staff informed Apotex that that it was still in failure to
file revenues and R&D expenditures in Canada for all its medicines and if it did not
file the required information within a further time period provided, the matter
would be referred to the Board.

THE FOLLOWING DOCUMENTARY EVIDENCE will be used at the hearing of the

Application:

1.  Affidavit(s) evidence in support of its application, together with exhibits;

2,  Written Submissions; and

3. Such further or other documentary evidence as Counsel may advise and the Board
may permit.

THE BOARD STAFF WISHES TO USE the English language at the hearing of this

application.

N
DATED at Ottawa this.] _ day of December, 2007,
" Qe A&} g~(\/ L l—— )

Borden Ladner Gervais L N\
World Exchange Plaza
100 Queen Street, Suite 1100

Ottawa, ON K1P 1J9

Tel:  (613) 787-3521

Fax: (613)230-8842

Email; gpratte@blgcanada.com
neffendi@blgcanada.com

Guy J. Pratte /Nadia Effendi






TO:

AND TO:

OTTO1\3353135\3

Counsel for Board Staff

Patented Medicine Prices Review Board
Standard Life Centre

333 Laurier Avenue West, Suite 1400
Ottawa, ON KI1P 1C1

Tel: (613) 954-8299
Fax: (613) 952-7626
Email: sdupont@pmprb-cepmb.gc.ca

Sylvie Dupont
Secretary of the Board

Apotex Inc.
150 Signet Drive
Weston, ON MOL 1T9

Tel: (416) 749-9300
Fax: (416) 401-3849

Jack M. Kay
President and C.0.0.


























































Federal Court Cour fédérale

Date: 20140527
Docket: T-1252-11
T-1058-11
T-1825-11
Citation: 2014 FC 502
Ottawa, Ontario, May 27, 2014

PRESENT: The Honourable Mr. Justice O'Reilly

BETWEEN:
RATIOPHARM INC.
(NOW TEVA CANADA LIMITED)
Applicant
and
ATTORNEY GENERAL OF CANADA
Respondent
JUDGMENT AND REASONS
l. Overview

[1] Ratiopharm Inc sells generic drugs in Canada, including an anti-asthmatic medicine
called ratio-salbutamol HFA (“ratio HFA”). Ratio HFA is the generic equivalent of Ventolin
HFA, a product manufactured by GlaxoSmithKline Inc (GSK). Ratiopharm sold ratio HFA to

pharmacies after having purchased it under contract from GSK. The two products competed
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against one another and other similar products in the Canadian market. Under the contract with

Ratiopharm, GSK retained all patent rights to its product.

[2] In 2011, the Patented Medicines Prices Review Board found that Ratiopharm, by virtue
of its contract with GSK, was a “patentee” under s 79(1) of the Patent Act, RSC 1985, c P-4
(see Annex), which put its prices within the jurisdiction of the Board. It went on to find that
Ratiopharm was obliged to provide the Board with information and documentation about its
prices; that Ratiopharm was selling ratio HFA at an excessive price; and that Ratiopharm must
pay damages of $65,898,842.76. Ratiopharm challenges all three decisions (Files T-1252-11, T-
1058-11, and T-1825-11, respectively). As this decision relates to the three files, the original of

these reasons will be filed in T-1252-11 and copies will be placed in the other two files.

[3] Ratiopharm argues that it is not a “patentee” and, therefore, the Board has no jurisdiction
over it. Further, it maintains that its prices were not excessive. In addition, Ratiopharm submits
that if it falls under the jurisdiction of the Board pursuant to the Patent Act, then the relevant
provisions of that Act are unconstitutional as they encroach on provincial jurisdiction over
Property and Civil Rights under s 92(13) of the Constitution Act, 1867, and are beyond federal

jurisdiction over patents.

[4] Inmy view, taking into account the federallprovincial division of powers, and
mterpreting the scope of the Act accordingly, Ratiopharm is not a “patentee”. Therefore, the
Board had no jurisdiction over its sales of ratio HFA and | must allow all three of Ratiopharm’s

applications for judicial review. There are three issues:
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1. What is the standard of review applicable to the Board?
2. Is Ratiopharm a “patentee’™?
3. Is the legislation unconstitutional?

1. The Board’s Decisions

[5] The Board found (in T-1058-11) that the agreement between Ratiopharm and GSK gave
Ratiopharm the right to sell and set the prices for ratio HFA. Without that agreement,
Ratiopharm would have violated GSK’s patent for Ventolin HFA. In that sense, Ratiopharm
was entitled to “exercise ... rights in relation to that patent”, which brought it within the
definition of “patentee” in s 79(1). The Board rejected Ratiopharm’s argument that the Board
has no jurisdiction over a generic company that sells a product under an agreement with a patent
holder in which, as here, the latter retains ownership in its intellectual property. If that were the
case, according to the Board, the generic company could sell its product to pharmacies and

others at an unregulated price.

[6] The Board went on to consider whether Ratiopharm’s price for ratio HFA was excessive.
It compared that price with the price of similar medicines, prices in other countries, and changes

in the consumer price index.
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[7] Given its conclusion that Ratiopharm is a “patentee”, the Board found (in T-1252-11) that
Ratiopharm had a duty to provide the Board with information and documents relating to sales,

prices, expenditures, and revenues relating to patented medicines.

[8] Finally, the Board calculated the excessive revenues that Ratiopharm had realized at

$65,898,842.76 (in T-1825-11).

Il. Issue One —What is the standard of review applicable to the Board?

[9] Ratiopharm argues that the Board’s interpretation of the term “patentee” should be
reviewed on a standard of correctness because it relates to the Board’s jurisdiction. On the other

issues, the proper standard of review is reasonableness.

[10] Inmy view, all of the Board’s conclusions should be reviewed on a reasonableness
standard. The Board’s main conclusion relates to the meaning of “patentee” as defined in the
Patent Act, which is the principal enactment the Board must interpret. The Board merits
deference due to its particular familiarity with that statute (Celgene Corp v Canada (Attorney
General), 2011 SCC 1, at para 34; Alberta (Information and Privacy Commissioner) v Alberta
Teachers Association, 2011 SCC 61, at para 34). Therefore, on the question of whether

Ratiopharm is a “patentee”, | will apply a reasonableness standard.

[11] The same degree of deference does not apply to constitutional questions. There, as the

parties agree, the standard of review is correctness.
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V. Issue Two — Was the Board’s conclusion that Ratiopharm is a “patentee” unreasonable?

[12] The Minister argues that the Board’s decision was reasonable because Ratiopharm is
authorized under its agreement with GSK to sell and market a patented medicine, ratio HFA.
But for that agreement, GSK would have held the exclusive right to make, use and sell that
product. Ratiopharm obtained its own Drug Identification Number (DIN) for the product, and
obtained regulatory approval to sell it. Therefore, by virtue of its agreement with GSK,
Ratiopharm was able to exercise rights under the patent and accordingly, in the Minister’s

submission, is a “patentee”.

[13] In addition, the Minister contends that the Board’s approach is consistent with the
purpose of the relevant provisions of the Act, which is to protect consumers from excessive
prices that patent holders, by virtue of their monopolies, are able to charge for drugs (ICN
Pharmaceuticals v Canada (Patented Medicines Prices Review Board), (1996) 108 FTR 190

(FCTD), at para 24; Celgene, at para 29). In pursuit of that purpose, Parliament defined

“patentee” broadly to include all entities enjoying any advantage, right or benefit from a patent.

Here, Ratiopharm enjoys the right to sell patented medicines which is sufficient to bring it
within the Board’s jurisdiction. It is not necessary, according to the Minister, to show that

Ratiopharm actually held a monopoly.

[14] For the following reasons, | cannot accept the Minister’s position.
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[15] First, it is clear that the relevant provisions of the Act were enacted out of concern that
patent holders could take undue advantage of their monopolies to the detriment of Canadian
consumers. They “address the ‘mischief’ that the patentee’s monopoly over pharmaceuticals
during the exclusivity period might cause prices to rise to unacceptable levels” (Celgene, at
para 28). The Board’s paramount responsibility is to ensure “that the monopoly that
accompanies the granting of a patent is not abused to the financial detriment of Canadian
patients” (Celgene, at para 29). In short, the legislation aims to ensure that patent holders
cannot take undue advantage of their monopolies and it should be interpreted in keeping with
that purpose (Shire Biochem Inc v Canada (Attorney General), 2007 FC 1316 at para 23).
Accordingly, the Board’s should confine its role to reviewing prices charged by patent holders,
who benefit from a time-limited monopoly, to determine whether those prices are excessive. As
Justice Johanne Gauthier stated, Parliament intended the Board “to control the market power of
the monopoly created by the exclusivity of the patent” (Sanofi Pasteur Limited v Attorney

General of Canada, 2011 FC 859, at para 6).

[16] Second, while the federal government can regulate patents of invention, it has no overall
jurisdiction to regulate the price of generic versions of patented medicines. That responsibility
falls squarely on the provinces (Katz Group Canada Inc. v Ontario (Health and Long-Term
Care), 2013 SCC 64, at para 3).The provisions of the Act creating the Board have been upheld
as constitutional on the basis that they fall within the federal jurisdiction over patents of
invention. In 1991, Justice Dureault of the Manitoba Court of Queen’s Bench found that the
1987 amendments to the Act extending the duration of patent protection and creating the Board

(SC 1987, ¢ 41) served a dual purpose — to increase patent protection for new medicines, and to
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address the potential abuse of monopolies through excessive pricing by patent holders
(Manitoba Society of Seniors Inc v Canada (Attorney General), (1991), 77 DLR (4'") 485, at
para 21, afPd (1992), 96 DLR (4'") 606 (Man CA)). Accordingly, the legislation did not
constitute a scheme for controlling the price of drugs; it addressed issues relating to patent

protection and, therefore, fell within the federal domain over patents of invention.

[17] At that time, the Board’s powers were limited to curtailing a patent holder’s monopoly.
Now, as a result of amendments passed in 1993, the Board has the power to order a patent
holder to reduce the price at which it sells a patented medicine and to pay to the Crown a
specified amount. Ratiopharm argues that these amendments introduce a price control system,
in place of a patent regulation regime, which renders them unconstitutional. For present
purposes, without addressing the constitutional argument directly (see below), if it is capable of
more than one interpretation, the legislation should be construed in a manner consistent with
the federal jurisdiction over patents. That approach suggests that the definition of “patentee”
should take into account the limitations on federal jurisdiction over the pricing of medicines
and, therefore, should recognize that a patentee is the holder of the exclusive rights that inure to
a patent holder. To expand the definition to include generic companies who neither hold patents
nor enjoy monopolies would expose the legislation to an attack on constitutional grounds. In
other words, if the legislation were interpreted as applying to, and giving the Board jurisdiction
over, products sold by generic pharmaceutical companies, its constitutionality would be in

doubt. That approach should be avoided.
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[18] Further, federal jurisdiction in this area is generally understood to be confined to
regulating the “factory-gate” prices of patented medicines (Pfizer v Canada (Attorney General),
2009 FC 719, at para 61-63). Factory-gate prices are those charged by patent holders to their
first purchasers; they do not include the prices charged by distributors or wholesalers, or others
down the chain of sales. In this case, then, factory-gate prices would be those Ratiopharm paid

for medicines, not the prices at which it sold them.

[19] With those considerations in mind, I also note the following factors.

[20] In my view, the mere fact that a company sells a generic version of a patented medicine
under contract is insufficient to bring it within the definition of a patentee. Usually, a generic
company is not entitled to the principal benefit of a patent — an exclusive monopoly to make,
use, or sell the patented product. Nor can a generic company typically exercise rights in relation
to a patent held by another company. Before the patent expires, a generic company can enter
the market with a license from the patent holder, or with the patent holder’s permission, or by
successfully challenging the patent. In none of these scenarios does the generic company
receive the exclusive benefits and rights that inure to patent holders. On the other hand, in those
cases where a generic company owns a patent and holds a monopoly for a drug, that company

could be a “patentee” and come within the Board’s jurisdiction.

[21] Generally speaking, generic companies either help create or join a competitive

marketplace, which helps keep the costs of patented medicines down. Reviewing the prices
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charged by generic companies who hold no patents and no monopolies, on its face, appears to

be beyond the Board’s mandate.

[22] If the term “patentee” is interpreted too broadly so as to catch a company in the position
of Ratiopharm, there are likely very few generic companies who would not be similarly placed.
Most generics enter the market by comparing their products against drugs that are the subject of
patents held by other companies. To that extent, they indirectly enjoy the benefits of patents
and, ultimately, may be regarded as having acquired rights in relation to them. If Ratiopharm is
a patentee, so are many other generic companies and possibly other entities down the line of

distribution.

[23] | note that Ratiopharm cannot bring an action for infringement or seek an order of
prohibition keeping another company off the market. Ratiopharm simply does not enjoy the

special patent rights that inure to the benefit of the patent holder.

[24] Ratiopharm only enters the market under agreement with GSK. GSK decides when it

wishes to relinquish its monopoly. Ratiopharm is never in a monopoly position.

[25] The Board did not consider the French version of s 79(1) of the Patent Act which states
that a “patentee” (“breveté” ou “titulaire d’un brevet”) is “la personne ayant pour le moment
droit a Pavantage d’un brevet pour une invention liée a un médicament, ainsi que quiconque
était titulaire d’un brevet pour une telle invention ou exerce ou a exercé les droits d’un

titulaire”. In short, the French version ties the definition of “patentee” more closely to the rights

2014 FC 502 (CanLlI)
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of the patent holder. It is a narrower definition than in the English version, which includes any

person entitled to exercise any rights relating to a patent.

[26] Taking account of all of these factors, I find the Board’s conclusion that Ratiopharm is a
“patentee” unreasonable. The objectives the legislation sought to achieve did not include
regulating the prices charged by companies who do not hold a monopoly. The constitutionality
of the legislation depends on its close connection to patent protection and the potential undue
exploitation of the concomitant monopolies. Generic companies, like Ratiopharm, do not
generally hold monopolies and, in fact, do not normally operate in a market where any

monopoly exists.

[27] Inmy view, had the Board taken these factors and considerations into account, it could

not reasonably have concluded that Ratiopharm was a “patentee”.

V. Issue Three — Is the legislation constitutional?

[28] Even though the relevant provisions of the Act have already been found to be
constitutional (Manitoba Society of Seniors Inc), Ratiopharm argues that subsequent
amendments to the Act relating to the Board’s powers now place those provisions beyond
federal jurisdiction over patents, encroaching on provincial jurisdiction over Property and Civil

Rights.

[29] Those amendments “strengthened the Board’s remedial and punitive powers” to offset

the effect of abolishing the prior scheme of compulsory. Their purpose was to enable the Board
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“to influence the pricing of patented medicines to much the same extent that the competition
fostered by compulsory licensing used to influence it” licensing (ICN Pharmaceuticals, Inc v

Canada (Patented Medicines Prices Review Board), [1997] 1 FC 32 (CA) at para 12).

[30] As I see it, the amendments giving the Board the power to address the pricing of patented
medicines more directly through monetary remedies and penalties did not alter the basic
purpose of the legislation or expand the Board’s mandate. Therefore, I see no basis for
departing from the conclusion reached in Manitoba Society of Seniors Inc that the provisions of
the Patent Act dealing with patented medicines, properly interpreted, fall within federal

jurisdiction over patents of invention; they are constitutional.

VI. Conclusion and Disposition

[31] The Board’s conclusion that Ratiopharm is a “patentee” and that Ratiopharm was obliged
to comply with certain requirements under the Act and Regulations was unreasonable. The
Board failed to take adequate account of the purpose of the legislation and its limited role in
relation to patented medicines. Properly interpreted as being closely connected to the federal

jurisdiction over patents of invention the relevant provisions of the Act are constitutional.

[32] 1 must, therefore, allow this application for judicial review, with costs.

[33] Ratiopharm argued that | should not remit the case to the Board for redetermination on

the basis that it would be pointless to do so. | agree.
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[34] Based on the applicable law and the evidence in this case, there is only one possible
conclusion — that the Board does not have jurisdiction to review the prices at which

Ratiopharm, a company holding no patents and no monopolies, sells medicines. In this
situation, it would be futile to send the matter back to the Board for reconsideration. The proper
recourse, therefore, is to send the matter back to the Board with a direction, pursuant to s
18.1(3) of the Federal Courts Act, RSC, 1985, ¢ F-7, that it find that Ratiopharm is not a

“patentee”.
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JUDGMENT
THIS COURT’S JUDGMENT is that the application for judicial review is allowed,
with costs, and the matter is referred back to the Board with a direction that it find that

Ratiopharm is not a “patentee”.

“James W. O’Reilly”

Judge
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Annex

Patent Act, RSC 1985, c P-4
Interpretation

79(1) In this section

“patentee”

“patentee”, in respect of an mnvention
pertaining to a medicine, means the
person for the time being entitled to the
benefit of the patent for that invention and
includes, where any other person is
entitled to exercise any rights in relation
to that patent other than under a licence
continued by subsection 11(1) of the
Patent Act Amendment Act, 1992, that
other person in respect of those rights;

Constitution Act, 1867

Subjects of exclusive Provincial
Legislation

92. In each Province the Legislature
may exclusively make Laws in relation to
Matters coming within the Classes of
Subjects next hereinafter enumerated; that
is to say,

13. Property and Civil Rights in the
Province.

Federal Courts Act, RSC, 1985, ¢ F-7
Powers of Federal Court
18.1(3) On an application for judicial

review, the Federal Court may

(a) order a federal board, commission
or other tribunal to do any act or thing it
has unlawfully failed or refused to do or

Loi sur les brevets, LRC (1985), ch P-4
Définitions

79.(1) Les définitions qui suivent
s’appliquent au présent article

« breveté » ou « titulaire d’un brevet »

« breveté » ou « titulaire d’un brevet »,

la personne ayant pour le moment droit a
I'avantage d’un brevet pour une

invention liée a un médicament, ainsi
que quiconque était titulaire d’un brevet
pour une telle invention ou exerce ou a
exercé les droits d’un titulaire dans un
cadre autre qu’une licence prorogée en
vertu du paragraphe 11(1) de la Loi de
1992 modifiant la Loi sur les brevets.

Lois constitutionnelles de 1867

Sujets soumis au contrble exclusif de la
législation provinciale

92. Dans chaque province la
législature pourra exclusivement faire
des lois relatives aux matieres tombant
dans les catégories de sujets ci-dessous
énumérés, savoir :

[...]

13. La propriété et les droits civils
dans la province.

Loi sur les Cours fédérales, LRC 1985,
ch F-7
Pouvoirs de la Cour fédérale

18.1(3) Sur présentation d’une
demande de contr6le judiciaire, la Cour
fedérale peut :

a) ordonner a I'office fédéral en
cause d’accomplir tout acte qu’il a
illégalement omis ou refusé

2014 FC 502 (CanLlI)





has unreasonably delayed in doing; or

(b) declare invalid or unlawful, or
quash, set aside or set aside and refer
back for determination in accordance
with such directions as it considers to
be appropriate, prohibit or restrain, a
decision, order, act or proceeding of a
federal board, commission or other
tribunal.
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d’accomplir ou dont il a retardé
Pexécution de maniere
déraisonnable;

b) déclarer nul ou illegal, ou annuler,
ou infirmer et renvoyer pour
jugement conformément aux
mstructions qu’elle estime
appropriées, ou prohiber ou encore
restreindre toute décision,
ordonnance, procédure ou tout autre
acte de I'office fédéral

2014 FC 502 (CanLlI)
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-PATENTED MEDICINE PRICES REVIEW BOARD

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

AND IN THE MATTER OF Apotex Inc. (the “Respondent™)
and the medicine “Apo-Salvent CFC Free (“Apo-Salvent”)”

REPLY OF BOARD STAFF

IN REPLY TO THE RESPONSE of Apotex Inc. dated August 18, 2008 (the “Response”), in

the above-noted matter, Board Staff provides the following submissions:

Guidelines

1. Board Staff submits that neither the Patent Act, R.S.C. 1985, c. P-4 (the “Act”), the
Patented Medicines Regulations' (the “Regulations”), nor the Patented Medicine Prices Review
Board’s Compendium of Guidelines Policies and Procedures (the “Guidelines™) indicate that

generic medicines cannot be subject to the regulatory framework of the PMPRB.

2. At paragraphs 2(b), 7 and 26-31 of its Response, Apotex argues that the Guidelines are

not binding.

3. Board Staff agrees that the relevant factors to be considered by the Board in determining
whether or not Apotex is selling or has sold Apo-Salvent at excessive price in any market in
Canada are those set out in section 85 of the Act. Furthermore, Board Staff submits that the
factors in subsection 85(1) of the Act are not to be examined in a vacuum. Following the requisite
stakeholders consultation procedure set out in subsection 96(5) of the Act, the Board published
the Guidelines to give patentees guidance in applying the factors set out in subsection 85(1).
Although the Guidelines are ndt.binding on the Board, the Board may give due consideration to

its Guidelines for approach and methodology in applying the factors in the context of a hearing.

' On March 6, 2008, the Patented Medicines Regulations came into force replacing the Patented Medicines
Regulations, 1994. Therefore, for the period prior to March 6, 2008, the old regulations, namely the Patented
Medicines Regulations, 1994, applies. ,






4, Howex)er, each factors listed in subsection 85(1) is not an abstract concept and should be
considered accdrding to some rationale, approach or methodology which may be derived from
the Board’s :Guidelines. Further, when considering the factors in subsection 85(1), the Board is
allowed to determine how theée factors should be applied and the appropriate weight to be given
to each factor. Board Staff submits that the application of the factors by it in this case, with the

aide of the Guidelines, is appropriate and reasonable.

5. At paragraphs 2(d) and 32 of its Response, Apotex claims that the fact that the Guidelines
are currently under review should be a relevant factor considered by the Board. Board Staff
disagrees. Any future revisions to the Guidelines are simply not relevant for the purpose of the

present hearing.
Subsection 85(2) of the Patent Act

6. At paragraphs‘Z(c)(ii), 18 and 24(a), Apotex claims that it does not currently break even

on the making and marketing of Apo-Salvent.

7. Board Staff agrees that the factors listed in subsection 85(1) and (2) of the Act are what
must guide the Board’s_determination of whether a medicine is or has been sold at an excessive
price. However, Board Staff submits that the factors listed in subsection 85(2) are only to be
taken into cpn‘siderati_on,b'y the Boérd if it is unable to determine whether the medicine is being or
has been sold in any market in Canada at an excessive price by considering the factors in
subsection 85(1). Board Staff submits that, in the present case, information on the factors set out
in subsection '85(1) is available, Which should allow the Board to make a determination as to
whether the price of Apo;Salvent has been sold or is being sold at an excessive price in Canada

without reference to subsection 85(2).

8. In the alternative, ‘shotl_lgi' the Board determine that it is necessary to examine the factors
under subsection 85(2), Board Staff has no knowledge of the costs of making and marketing
Apo-Salvent,-a:nd requests full production by the Respondent of the documents and evidence
related to these allegations. Board Staff insists on full and timely disclosure of these documents

to adequately respond to aﬁy such allégations.






9. At paragraph 2(c)(iii) of its Response, Apotex claims that an additional factor which the
Board must consider in rdetrer\_mining whether Apo-Salvent is sold at an excessive price is the fact
that requiring Apotex to sell Apo-Salvent at a lower price may result in a decrease in customer
choice. Board Staff submits that the “customer choice” is not a factor to be considered by the

Board under the Patent Act.
Jurisdiction of the Board and Apotex’s Constitutional Argument

10. At paragraph' 6 of its Résponse, Apotex disputes the authority of the Board to regulate the
price of Apo-Salvent and disputes, as a result, the requirement of Apotex to file its price and sales
information for the medicine. At paragraphs 1, 2(c)(i) and 24(b)(i) of its Response, Apotex claims
that because it does not have monopoly power or competitive benefit and has at all times been
competitive in the market, the Board cannot find that it has sold Apo-Salvent at an excessive
price. Board Staff disagrees. Neither the Act, the Regulations nor the Guidelines provide that
specific evidence of monopoly, (or market power) must be proven as a pre-requisite to the Board

exercising its jurisdiction.

11. At paragraphs 2(d) and 33 of its Response, Apotex argues that to the extent the Act grants
authority to the Board to regulate the prices of generic medicines that are sold in a competitive
market, where a participant does not have a monopoly power with respect to that medicine, the
Act is ultra vires the Canadian Parliament under of the Constitution Act, 1867. Board Staff denies
that the Act is unconstitutional and submits that the onus lies on Apotex to prove the
unconstitutidnélity of the Act. Thus, Board Staff reserves its right to provide additional
submissions on the constitutional issue once it has had the opportunity to consider and review the

patentee’s full submissions on this issue.
Price of Apo-Salvent.

12. At para?aphs 16 an,'d' 18 of its Response, Apotex refers to the price of Apo-Salvent at
introduction and during subsequent periods. Board Staff submits that the price referenced by
Apotex is the ‘flis;c” price of the medicine and does not constitute the average price per package
set out in s-ubsec'tioﬁ"‘-4(4)('a) of the Regulations and defined as “the actual price after any

reduction given as a promotion or in thé form of rebates, discounts, refunds, free goods, free






services, gifts or any other benefit of a like natufe and after the deduction of the federal sales

b2

tax™.

13. At paragraph 21(c) of its Response, Apotex claims that a price should only be considered
excessive on the basis of the CPI factor if the price is higher than the introductory maximum non-
excessive (“MNE”) adjusted for CPI. Apotex does not explain the specific basis or rationale for
its approach. The benchmark price, which constitute the lower of the MNE or introductory price,
is what is used to apply the CPI-Adjustment Methodology, as set out in the Guidelines, for all

existing medicines.
Confidentiality of Documents

14. At paragraph 11 of its Response, Apotex claims that certain information that will be filed
in the present proceeding is confidential and may cause harm to Apotex. Board Staff submits
that, pursuant to section 86 of the Act, a hearing shall be held in public. The onus lies on the
patentee to demonstrate that direct and substantial harm would be caused to the patentee by the

disclosure of information or documents at the public hearing.

DATED at Ottawa this 8™ day of September 2008./7/)
C\.PLJ-
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100 Queen)\Suite 1100
Ottawa, ON K1P 1J9

Tel: (613) 787-3521

Fax: (613) 230-8842
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Guy J. Pratte
Nadia Effendi
Counsel for Board Staff
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PATENTED MEDICINE PRICES REVIEW BOARD
IN THE MATTER OF The Patent Act, R.S.C. 1985, c. P-4, as amended

AND IN THE MATTER OF Apotex Inc. (the “Respondent”)
and the Medicine “Apo-Salvent CFC Free”

RESPONSE OF APOTEX INC.

INTRODUCTION

1.
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Apotex Inc. (“Apotex”) does not, and has not, sold Apo-Salvent CFC-Free
("Apo-Salvent”) at an excessive price. Apotex is Canada’s largest generic
pharmaceutical company, and sells generic medicines in competitive markets.
The price at which Apotex has sold Apo-Salvent has at all times been
competitive in the marketplace and significantly below the price of the
comparable brand name product, Ventolin®, sold by GlaxoSmithKline

("GSK”).

The position of Board Staff that Apo-Salvent is and has been sold at an
excessive price is incorrect for multiple reasons, including:

(@  The price charged by Apotex is not excessive when the factors
enumerated in subsections 85(1) and (2) of the Patent Act, R.S.C. 1985,
c. P-4 (the “Patent Act”) are properly considered and applied;

(b)  The Excessive Price Guidelines (the “Guidelines”), under which Board
Staff purports to find that Apotex has sold Apo-Salvent at an excessive
price, are not binding on the Board and in any event fail to consider
several factors enumerated in subsections 85(1) and (2) of the Patent
Act despite the clear language of the Act mandating the consideration
of those factors;






-0.
(¢) Additional factors not addressed by the current Guidelines should
properly be considered by the Board, including:

(i) Apo-Salvent is sold in a competitive market such that price
regulation by the Board is neither required nor appropriate;

(ii)  Apotex does not currently break even on the making and
marketing of Apo-Salvent; and

(iii) requiring Apotex to sell Apo-Salvent at a lower price is contrary
to sound policy, as it may result in a decrease in customer
choice and an increase in the market share of the higher priced
brand name product Ventolin®!;

(d) Inany event, the Guidelines are currently under review, and eventual
revisions will likely impact their application to Apo-Salvent; and

(e) In addition to or in alternative to the above, to the extent the Patent Act
grants authority to the Board to regulate the prices of generic
medicines that are sold in a competitive market, the Patent Act is ultra
vires the Canadian Parliament under the Constitution Act, 1867.

3. For these reasons, Apotex therefore asks the Board to conclude that Apo-
Salvent is not and has not been sold in Canada at an excessive price, and deny
the Board Staff’s request for an Order as provided in paragraph 23 of the

Statement of Allegations of Board Staff.

ADMISSIONS AND DENIALS
4, With respect to the allegations contained in paragraph 1 of the Statement of
Allegations, Apotex has no knowledge of the investigation purportedly

conducted by Board Staff.

1 The Board has also issued a Notice of Hearing with respect to ratio-Salbutomal, a similarly priced competitor of
Apo-Salvent that currently holds a market share of approximately 76%.
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Apotex admits the allegations contained in paragraphs 2, 3, 4, 5, 8 and 17 of

the Statement of Allegations.

With respect to the allegations in paragraph 6 of the Statement of Allegations,
Apotex disputes the authority of the Board to regulate the price of Apo-
Salvent and as a result disputes the requirement that Apotex file its price and
sales information for this medicine. Nevertheless, following demands from
Board Staff Apotex elected to file its price and sales information for Apo-

Salvent for all periods as of October 4, 2006.

With respect to the allegations in paragraphs 7, 9, 11, 13 and 18 of the
Statement of Allegations, Apotex admits that the text of the Guidelines and
the Patent Act are as set out therein. However, Apotex relies on subsection
96(4) of the Patent Act which provides that the Guidelines are not binding on
the Board. Furthermore, Apotex states that the Guidelines cannot in any way
override the Patent Act. Apotex further denies that Board Staff have properly
applied the relevant provisions of the Guidelines and/or the Patent Act in

their assessment of Apo-Salvent.

Apotex has no knowledge with respect to the allegations in paragraphs 10, 12,

and 15 of the Statement of Allegations.

With respect to the allegations in paragraph 16 of the Statement of

Allegations, Apotex states that the substance of the referenced





10.

11.

-4-

correspondence is best represented by the letter at issue, and denies the

conclusions represented by Board Staff in the referenced correspondence.

Apotex denies the allegations in paragraphs 14, 19 and 20 of the Statement of
Allegations, and denies that there is a basis for the Board to issue an Order as

requested in paragraph 23.

With respect to paragraph 22 of the Statement of Allegations, Apotex states
that certain information that will be filed by Apotex and that may be filed by
Board Staff is confidential and that its disclosure may cause harm to Apotex.
Apotex will make submissions to the Board with respect to such

confidentiality in accordance with the Board’s Rules.

THE MEDICINE

12.

13.
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Apo-Salvent is an inhalation aerosol containing the bronchodilator medicine
salbutamol sulphate. ~ Apo-Salvent provides symptomatic relief and
prevention of bronchospasm due to brochial asthma and other chronic

bronchial disorders. Salbutomol sulphate is “off patent.”

Apotex has sold Apo-Salvent in Canada since 1989. Prior to 2002, the version
of Apo-Salvent sold by Apotex contained a chlorofluorocarbon (CFC)
propellant. At this time, there were a number of companies marketing

bronchodilator medicines containing salbutomol sulphate, including the
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brand name product Ventolin® marketed by GSK and generic companies

Novo-Salmol and Kenral (whose product is now marketed by ratiopharm).

14.  In 2002, Apotex entered into a licensing agreement with 3M Canada Inc.
("3M") to obtain a non-exclusive licence for Canadian Patent No. 2,004,598,
which pertains to the Airomir® product marketed by 3M. Airomir is a CEC-
Free inhaler that contained a hydrofluoroalkane propellant, HFA-134a. In
1996, Canada and other developed nations agreed to cease the production
and importation of CFCs under a treaty called the Montreal Protocol. On
March 13, 2002, Health Canada released a schedule by which CFC-containing
pharmaceuticals were to be eliminated. The phase-out process was to be

doneona drug-by-drug basis, starting with salbutamol in July 2002.

15.  Starting in July 2002, no salbutamol containing CFC products were sold or
distributed by manufacturers. However, CFC-containing products remained
in the pharmaceutical supply chain (i.e., wholesalers, pharmacies, etc.) for a
period of time after July 2002. Today, all inhalers are CFC-Free and there is a
competitive market for these salbutomal sulphate medications. The
approximate market shares today are approximately 76% for ratiopharm, 15%

for Apotex, 8% for Ventolin® and 1% for Airomir®.

APO-SALVENT PRICING
16.  Apotex introduced its CFC-Free version of Apo-Salvent at the same price as

its prior version which contained a CFC propellant, which was $4.64 per
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inhaler. This introductory price was well below the allowable maximum non-
excessive (MNE) price at that time. This price was competitive with the other
generic anti-asthma inhalers on the market and far below the price for the
brand name product Ventolin®. Apotex introduced Apo-Salvent CFC-Free at

this price in order to compete against other products in the marketplace.

In late 2004 ti‘le market conditions for anti-asthma inhalers changed and
Apotex increased the price of Apo-Salvent accordingly. On November 1,
2004, ratiopharm increased its price for ratio-Salbutomol to $7.73 per inhaler.
Apotex matched that price shortly thereafter. Given the very large market
share held by ratio-Salbutomal, in the range of 70%, Apotex would not have
been capable of supplying the market if it kept its inhalers at the price of $4.64
per inhaler. In any event, the making and marketing of Apo-Salvent was
uneconomic at the price of $4.64 per inhaler. At this time, the price of

Ventolin® remained far in excess of $7.73 per inhaler.

The price of Apo-Salvent has remained at or around $7.73 per inhaler since
2004. At this price, Apotex does not presently break even on the making and
marketing of Apo-Salvent and has not broken even since approximately July

2007.

THE PRICE OF APO-SALVENT IS NOT EXCESSIVE

Application of the Factors in Subsection 85(1) of the Patent Act

19.
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Subsection 85(1) of the Patent Act provides:
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21.
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The language in subsection 85(1) of the Patent Act is clearly mandatory: “the
Board shall take into consideration the following factors . .
added) As a result, any analysis as to whether Apo-Salvent has been sold at

an excessive price must consider all enumerated factors to the extent that

-7

85(1)  Factors to be considered — In determining under
section 83 whether a medicine is being or has been sold at an
excessive price in any market in Canada, the Board shall take
into consideration the following factors, to the extent that
information on the factors is available to the Board;

(a) the prices at which the medicine has been sold in the
relevant market;

(b) the prices at which other medicines in the same
therapeutic class have been sold in the relevant market;

(c) the prices at which the medicine and other medicines in
the same therapeutic class have been sold in countries other
than Canada;

(d) changes in the Consumer Price Index; and

(e) such other factors as may be specified in any regulations
made for the purposes of this subsection.

information is available.

A consideration of these factors clearly establishes that Apo-Salvent has not

been sold at an excessive price:

(a)

Apo-Salvent’s price is currently far less per inhaler than the brand
name competitor Ventolin®, and has been since the price increase in
2004. Prior to the price increase in 2004, Apo-Salvent was even further
below the price of Ventolin®, as the brand name’s price has not
changed significantly. With respect to other competitors, Apo-Salvent
has generally been sold at the same price as other generics and 1 cent

less than the 3M product Airomir®.

. " (emphasis
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(b)  As acknowledged in paragraph 15 and shown in Attachment 5 of the
Statement of Allegations, Apo-Salvent does not have the highest
publicly available ex-factory price when compared to international
prices of Airomir® (Apo-Salvent is not sold outside of Canada). At the
price of $7.73 per inhaler, the price of Apo-Salvent since 2005 has only
been a small amount higher than the international median and over
four times cheaper than the cost of Airomir® in the United States.

(c)  The price of Apo-Salvent, including the version containing CFCs, did
not increase (and in fact went down) over the period 1996 to 2004. The
price in 1996 was $4.90 per inhaler and in 1999 it was reduced to $4.65
per inhaler. The Guidelines provide that the price of an existing
product will be presumed to be excessive based on a benchmark price
for the medicine (its introductory price rather than its introductory
MNE), and with a cap on the amount of allowable increase in any one
year. Apotex states that, under subsection 85(1) of the Patent Act, the
CPI must be considered in conjunction with the other enumerated
factors, and that a price should - at most — only be considered
excessive on the basis of the CPI factor if the price is higher than the
introductory MNE adjusted for CPL. The price of Apo-Salvent is well
excessive, including on that basis.

The factors in subsection 85(1) of the Patent Act support the position that Apo-
Salvent is not sold at an excessive price. These factors far outweigh the
significance of a single factor, the CPI, and the fact that in November 2004
Apotex, in response to its market competitors, increased the price of Apo-

Salvent in an amount greater than the CPI for that year.

Application of the Factors in Subsection 85(2) of the Patent Act

23.
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Alternatively, if the Board concludes that an application of the factors in
subsection 85(1) of the Patent Act are inconclusive as to whether Apo-Salvent
is sold at an excessive price, reference should be made to subsection 85(2),

which provides:
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85(2) Additional factors — Where, after taking into
consideration the factors referred to in subsection (1), the
Board is unable to determine whether the medicine is being
or has been sold in any market in Canada at an excessive
price, the Board may take into consideration the following
factors:

(a) the costs of making and marketing the medicine; and

(b) such other factors as may be specified in any regulations
made for the purposes of this subsection or as are, in the
opinjon of the Board, relevant in the circumstances.

A consideration of the additional factors in subsection 85(2) of the Patent Act

further demonstrates that the price of Apo-Salvent is not excessive:

(a)

(b)

The costs incurred by Apotex in the making and marketing of Apo-
Salvent exceed the revenues received on the sale of Apo-Salvent.
Apotex’s continued participation in the sale of Apotex at the current
price is uneconomic, and has been since approximately July 2007.
Given that Apotex is not presently making profits on the sale of Apo-
Salvent, it is submitted that the Board should certainly not conclude
that Apotex is receiving excess revenues;

Although there are no regulations establishing additional factors to be
considered under subsection 85(2)(b), Apotex submits that there are
other factors that should be considered by the Board because they are
relevant in the circumstances, including:

@) Apotex does not have any monopoly power or competitive
benefit because of its non-exclusive licence of the relevant
patent. Apo-Salvent is sold in a competitive market which
drives the prices of the product. This competitive reality
dictates that the Board’s exercise of its discretion to regulate
prices should not be engaged; and

(ii)  Given that the making and marketing of Apo-Salvent is
currently uneconomic, an order requiring Apotex to sell Apo-
Salvent at a lower price (and a similar order with respect to
ratio-Salbutomol) may potentially have the unintended effect of
decreasing consumer choice and increasing the market share of
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the brand name Ventolin®, which is sold at at a far higher price
per inhaler than the current price of Apo-Salvent.

These factors support the position that Apotex has not been selling Apo-
Salvent at an excessive price. Apotex further submits that there are no other
factors properly considered under subsection 85(2) which suggest otherwise.
Under both subsections 85(1) and (2) of the Patent Act, the only factor that the
Board Staff rely on to support their request for an order against Apotex is the
factor dealing with CPI. While Apotex disputes the manner in which Board
Staff applied the CPI factor, there is no question that all other factors argue

against the Board Staff’s position.

The Excessive Price Guidelines

26.
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The Statement of Allegations relies entirely upon a strict application of the
Guidelines in its attempt to establish that Apo-Salvent has been sold at an
excessive price. Such a strict application should not be adopted by the Board

for the following reasons:

(@)  The Guidelines are not binding on the Board;

(b)  The Guidelines are contrary to the clear language of the Patent Act to
the extent they provide that the price of an existing drug product can
be found to be excessive solely by considering the CPI factor in a
vacuum, and without considering the factors enumerated in subsection

85(1)(a), (b) and (c);

(¢)  The Guidelines are currently under review, with a discussion paper
being released for comment. The eventual revisions to the Guidelines
will likely impact their application to the pricing of Apo-Salvent, and
the current timetable provides that an amended Compendium of
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Policies, Guidelines and Procedures will be released November 17,
2008, prior to the scheduled hearing of this matter.

The Guidelines acknowledge that the Patent Act stipulates the factors the
Board “must take into consideration” when determining whether a medicine
is sold at an excessive price. They further acknowledge that they “are not a
rigid set of decision-making rules and are not binding on the Board or on any
patentee.” Board Staff ignores these limitations of the Guidelines and instead
asks the Board to apply them strictly and make a finding against Apotex

based solely on the application of one factor, the CPL.

The Guidelines differentiate between “new” and “existing” drug products.
There is no such distinction in the Patent Act. The general structure of the
Guidelines, whereby the prices of new drug products are considered in
relation to comparators, and the prices of existing drug products are
considered solely in relation to the CPJ, is not grounded in any provision of

the Patent Act.

Apotex submits that the Guidelines are contrary to the Patent Act to the extent
they provide that the price of an existing drug can be “presumed to be
excessive” solely on the basis of a price increase in a given year exceeding
CPI, in particular when the price of that drug was previously well below the
introductory MNE. The introductory MNE is determined on the basis of a

consideration of all other factors enumerated in subsection 85(1), and Apotex
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should not be punished for choosing to introduce Apo-Salvent at a price
below the introductory MNE. Such an approach discourages competitive

pricing when medicines are introduced and is contrary to sound policy.

In any event, however, with respect to Apo-Salvent, the so-called
presumption of excess pricing on the basis of CPI is clearly rebutted by the
other factors that support the position that Apo-Salvent is not sold at an

excessive price, as outlined above.

Apotex further submits that the Guidelines are contrary to the Patent Act to
the extent they provide that a one-year price increase “may not exceed 1.5
times the forecast change in the annual CPI” without any consideration of the

other factors in subsection 85(1).

In the July 2008 PMPRB Newsletter, Volume 12, Issue No. 3, the Board Staff
announced that a Stakeholder Communique will be issued August 18, 2008,
with respect to draft revised Guidelines, and that the draft revised Guidelines
will be posted to the Board website on August 20, 2008. The Newsletter
further provides that stakeholders have until October 6, 2008, to make
submissions with respect to the draft revised Guidelines, and an amended
Compendium of Policies, Guidelines and Procedures will be released
November 17, 2008. In light of the expected revisions to the Guidelines and

the likely possibility that the revised Guidelines will impact the
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determination of this hearing, further stages in this hearing should not occur

until the revised Guidelines are released.

THE BOARD DOES NOT HAVE THE POWER TO FIX PRICES OF
APO-SALVENT

33.

34.

35.
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Apotex submits that the Board’s powers, as granted by Parliament pursuant
to the Patent Act, are limited to those powers that Parliament can grant under
section 91(22) of the Constitution Act, 1867 relating to “patents of invention
and discovery.” The regulation of the prices of medicines sold in a
competitive market, where the participant does not have a monopoly power
with respect to that medicine, does not fall under this power, but is in fact an
intrusion on the provinces” powers to make laws with respect to “property

and civil rights” under section 92(13) of the Constitution Act, 1867.

Four provinces, Alberta, Ontario, Quebec and Newfoundland, restrict the
medicines that can be listed on their Provincial Drug Formulary based on the
prices charged for those medicines. The Provincial Drug Formulary controls
the medicines whose costs can be claimed under public plans. All four
provinces have approved Apo-Salvent for inclusion on their respective
Provincial Drug Formularies and all four provinces provide full benefit

coverage for Apo-Salvent.

Apotex submits that the Board lacks the authority to grant the relief sought

by the Board Staff.
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36.  Service of any document in this proceeding may be effected on the following

individuals:

Stikeman Elliott LLP
Barristers and Solicitors
5300 Commerce Court West
199 Bay Street

Toronto, Ontario M5L 1B9

Katherine Kay
Tel: (416) 869-5507
Email: kkay@stikeman.com

Daniel S. Murdoch

Tel: (416) 869-5529

Email: dmurdoch@stikeman.com
Fax: (416) 947-0866

DOCUMENTS

37.  The following documents may be used in evidence to support the grounds

and material facts on which Apotex is relying:

(a)
(b)

(©)
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the documents set out in the Notice of Hearing;

affidavit evidence from a representative of Apotex and any documents
attached thereto; and

such further and other documents as counsel may advise and the
Board may permit.
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Dated at Toronto, the 18th day of August, 2008

5438949 v4

Stikeman Elliott LLP
Barristers and Solicitors
5300 Commerce Court West
199 Bay Street

Toronto, Ontario M5L 1B9

Katherine Kay

Tel: (416) 869-5507

Daniel S. Murdoch
Tel: (416) 869-5529

Fax: (416) 947-0866

Counsel for Apotex Inc,
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JUDGMENT AND REASONS
l. Overview

[1] Sandoz Canada Inc manufactures generic pharmaceuticals. In 2012, the Patented
Medicines Prices Review Board concluded that Sandoz came within the definition of a
“patentee” under the Patent Act, RSC 1985, ¢ P-4 (see Annex) and, therefore, was subject to
the Board’s oversight in respect of patented medicines. Accordingly, the Board found that

Sandoz was obliged to comply with the obligations under the Act and Regulations to file
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information that would enable the Board to conclude whether Sandoz was charging excessive
prices for its medicines. The Board was established in 1987, but it was not until 2008 that it

sought to extend its jurisdiction to generic companies.

[2] Sandoz argues that the Board has no jurisdiction over it because it is not a “patentee”. In
addition, Sandoz submits that if it falls under the jurisdiction of the Board pursuant to the
Patent Act, then the relevant provisions of that Act are unconstitutional as they encroach on
provincial jurisdiction over Property and Civil Rights under s 92(13) of the Constitution Act,

1867, and are beyond federal jurisdiction over patents.

[3] Inmy view, taking into account the federal/provincial division of powers, and

interpreting the scope of the Act accordingly, Sandoz is not a “patentee”. Therefore, the Board

has no power to order Sandoz to comply with the Act and Regulations, and | must allow this

application for judicial review of the Board’s decision.

[4] There are three issues:

1. What is the standard of review applicable to the Board?

2. Was the Board’s conclusion that Sandoz is a “patentee” unreasonable?

3. Is the legislation unconstitutional?

2014 FC 501 (CanLlI)





Page: 3

[5] Before the Board, there was an additional issue about whether the patents in question
pertain to medicines sold by Sandoz in Canada. Given my conclusion that Sandoz is not a
patentee, and that the Board has no jurisdiction in this case, it is unnecessary to address that

question.

1. The Board’s Decision

[6] The Board characterized the case as being primarily about statutory interpretation. It
referred to s 2 of the Patent Act, which states that a “patentee” is a person who “for the time
being [is] entitled to the benefit of a patent™. It also cited s 79(1), included in the part of the Act
dealing with patented medicines, which expand on the definition in s 2, providing that a
patentee “includes, where any other person is entitled to exercise any rights in relation to that

patent . . . that other person in respect of those rights”.

[7] The Board described its purpose — to ensure that monopoly rights granted to patent
holders do not result in excessive prices for medicines sold to Canadian consumers. In this
sense, the Board has a consumer protection mandate (citing ICN Pharmaceuticals Inc v Canada
(PMPRB), [1997] 1 FC 32 (FCA), and Celgene Corp v Canada (Attorney General), 2011 SCC

1 at para 25).

[8] The Board was aware of Sandoz’s corporate relationships. Sandoz is a wholly-owned
subsidiary of Novartis Canada Inc, which is itself a subsidiary of Novartis AG. Novartis AG
owns patents relating to some of the medicines that sparked the Board’s concerns. Others were

owned by unrelated companies. The Board was also aware that Novartis AG authorizes Sandoz
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to sell generic versions of those medicines. Without that authorization, Sandoz would be

mfringing on Novartis AG’s patents.

[9] The Board acknowledged that Sandoz holds no patents, and that Sandoz only enters the
market once other generics are already there. Still, it found that Sandoz’s position as a
subsidiary gave it the benefit of Novartis AG’s patents, and the power to exercise rights in
relation to those patents, bringing it within the definition of “patentee”. The fact that Sandoz is

a “generic” company did not, in itself, mean that it was beyond the Board’s jurisdiction.

[10] The Board rejected Sandoz’s argument that it actually competes with its parent. Rather, it
found that Novartis AG tells Sandoz when it can enter the market with a generic product. At
that point, because it receives permission to sell patented medicines without risk of
infringement, Sandoz gains the benefit of the corresponding patents and exercises rights under

them. In effect, Sandoz becomes an implied licensee of its parent.

[11] To support its conclusion, the Board referred to Novartis AG’s submission to the US
Securities and Exchange Commission (SEC). There, in the section dealing with the “Sandoz
Division”, the report states that “{w]herever possible, our generic products are protected by our
own patents”. According to the Board, that statement means that Sandoz’s generic products are,
wherever possible, protected by Novartis AG patents. Therefore, by the Board’s reasoning,
Sandoz is sometimes immune from competition from other generic companies and so it falls to
the Board to protect Canadian consumers from the excessive prices that Sandoz might be

inclined to charge based on its monopoly position.
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[12] On the question of the constitutionality of the regulatory scheme, the Board found that
there was no reason to distinguish between patentees who actually hold patents and patentees
who sell generic products. It stated: “When a generic pharmaceutical company, or its parent or
affiliate using the generic company to market the medicine, holds a patent pertaining to
medicine such that the purposes of the Act are engaged, the implications are the same as for a
brand name company”. In other words, in that situation, which the Board found to describe

Sandoz’s circumstances, the Act does not extend beyond the federal jurisdiction over patents.

[13] Therefore, the Board concluded that Sandoz falls within the definition of a “patentee” and
is subject to the Board’s jurisdiction. Any different conclusion, it reasoned, would permit patent

holders to evade the Board’s jurisdiction simply by creating a subsidiary generic company.

Il. Issue One —What is the standard of review applicable to the Board?

[14] Sandoz argues that the Board’s decision should be reviewed on a standard of correctness
because it relates to the Board’s jurisdiction and deals with concepts that transcend the Board’s
role — for example, the meaning of “patentee”, “invention”, and “patentee rights”. Further, the

Board has no special expertise in patent law. Its decision, therefore, does not merit deference.

[15] Idisagree. The Board’s main conclusion relates to the meaning of “patentee” as defined
in the Patent Act, which is the principal enactment the Board must interpret. The Board merits
deference based on its particular familiarity with that statute (Celgene, at para 34; Alberta

(Information and Privacy Commissioner) v Alberta Teachers Association, 2011 SCC 61, at
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para 34). Therefore, on the question of whether Sandoz is a “patentee”, | will apply a

reasonableness standard.

[16] The same degree of deference does not apply to constitutional questions. There, as the

parties agree, the standard of review is correctness.

V. Issue Two — Was the Board’s conclusion that Sandoz is a “patentee” unreasonable?

[17] The Minister argues that the Board’s decision was reasonable because Sandoz is
effectively controlled by its parent companies who authorize Sandoz to enter the market. This
arrangement provides Sandoz an implied license for the products it puts on the market. Sandoz
benefits because it can enter the market without having to challenge any patents, and can
readily assert equivalence against the patented products. Therefore, in the Minister’s
submission, Sandoz enjoys the benefits of, and possesses rights in relation to, patents for

medicines and meets the definition of a “patentee.”

[18] In addition, the Minister contends that the Board’s approach is consistent with the
purpose of the Act, which is to protect consumers from excessive prices that patent holders, by
virtue of their monopolies, are able to charge for drugs (ICN Pharmaceuticals Inc v Canada
(Patented Medicines Prices Review Board), (1996) 108 FTR 190 (FCTD), at para 7; Celgene,
at para 29). If the Act and the Board’s jurisdiction can easily be sidestepped by setting up
wholly-owned subsidiaries selling generic versions of patented medicines, that purpose cannot

be realized.
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[19] For the following reasons, I cannot accept the Minister’s position.

[20] First, it is clear that the relevant provisions of the Act were enacted out of concern that
patent holders could take undue advantage of their monopolies to the detriment of Canadian
consumers. They “address the ‘mischief’ that the patentee’s monopoly over pharmaceuticals
during the exclusivity period might cause prices to rise to unacceptable levels” (Celgene, at
para 28). The Board’s paramount responsibility is to ensure “that the monopoly that
accompanies the granting of a patent is not abused to the financial detriment of Canadian
patients” (Celgene, at para 29). In short, the legislation aims to ensure that patent holders
cannot take undue advantage of their monopolies and it should be interpreted in keeping with
that purpose (Shire Biochem Inc v Canada (Attorney General), 2007 FC 1316, at para 23).
Accordingly, the Board should confine its role to reviewing prices charged by patent holders,
who benefit from a time-limited monopoly, to determine whether those prices are excessive. As
Justice Johanne Gauthier stated, Parliament intended the Board “to control the market power of
the monopoly created by the exclusivity of the patent” (Sanofi Pasteur Limited v Attorney

General of Canada, 2011 FC 859, at para 6).

[21] Second, while the federal government can regulate patents of invention, it has no overall
jurisdiction to regulate the price of generic versions of patented medicines. That responsibility
falls squarely on the provinces (Katz Group Canada Inc. v Ontario (Health and Long-Term
Care), 2013 SCC 64, at para 3).The provisions of the Act creating the Board have been upheld
as constitutional on the basis that they fall within the federal jurisdiction over patents of

invention. In 1991, Justice Dureault of the Manitoba Court of Queen’s Bench found that the
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1987 amendments to the Act extending the duration of patent protection and creating the Board
(SC 1987, ¢ 41) served a dual purpose — to increase patent protection for new medicines, and to
address the potential abuse of monopolies through excessive pricing by patent holders
(Manitoba Society of Seniors Inc v Canada (Attorney General), (1991), 77 DLR (4'") 485, at
para 21, afPd (1992), 96 DLR (4'") 606 (Man CA)). Accordingly, the legislation did not
constitute a scheme for controlling the price of drugs; it addressed issues relating to patent

protection and, therefore, fell within the federal domain over patents of invention.

[22] At that time, the Board’s powers were limited to curtailing a patent holder’s monopoly.
Now, as a result of amendments passed in 1993, the Board has the power to order a patent
holder to reduce the price at which it sells a patented medicine and to pay to the Crown a
specified amount. Sandoz argues that these amendments introduce a price control system, in
place of a patent regulation regime, which renders them unconstitutional. For present purposes,
without addressing the constitutional argument directly (see below), if the legislation is capable
of more than one interpretation, it should be construed in a manner consistent with the federal
jurisdiction over patents. That approach suggests that the definition of “patentee” should take
into account the limitations on federal jurisdiction over the pricing of medicines and, therefore,
should recognize that a patentee is the holder of the exclusive rights that inure to a patent
holder. To expand the definition to include generic companies who neither hold patents nor
enjoy monopolies would expose the legislation to an attack on constitutional grounds. In other
words, if the legislation were interpreted as applying to, and giving the Board jurisdiction over,
products sold by generic pharmaceutical companies, its constitutionality would be in doubt.

That approach should be avoided.
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[23] Further, federal jurisdiction in this area is generally understood to be confined to
regulating the “factory-gate” prices of patented medicines (Pfizer v Canada (Attorney General),
2009 FC 719, at para 61-63). Factory-gate prices are those charged by patent holders to their
first purchasers; they do not include the prices charged by distributors or wholesalers, or others
down the chain of sales. In this case, then, factory-gate prices would be those Sandoz paid for

medicines, not the prices at which it sold them.

[24] With those considerations in mind, | also note the following factors.

[25] In my view, the mere fact that a subsidiary generic company sells a version of a patented
medicine is insufficient to bring it within the definition of a patentee. Usually, a generic
company is not entitled to the principal benefit of a patent — an exclusive monopoly to make,
use, or sell the patented product. Nor can a generic company typically exercise rights in relation
to a patent held by another company. Before the patent expires, a generic company can enter
the market with a license from the patent holder, or with the patent holder’s permission, or by
successfully challenging the patent. In none of these scenarios does the generic company
receive the exclusive benefits and rights that inure to patent holders. On the other hand, in those
cases where a generic company owns a patent and holds a monopoly for a drug, that company

could be a “patentee” and come within the Board’s jurisdiction.

[26] Generally speaking, generic companies either help create or join a competitive

marketplace, which helps keep the costs of patented medicines down. Reviewing the prices
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charged by generic companies who hold no patents and no monopolies, on its face, appears to

be beyond the Board’s mandate.

[27] If the term “patentee” is interpreted too broadly so as to catch a company in the position
of Sandoz, there are likely few generic companies who would not be similarly placed. Most
generics enter the market by comparing their products against drugs that are the subject of
patents held by other companies. To that extent, they indirectly enjoy the benefits of patents
and, ultimately, may be regarded as having acquired rights in relation to them. If Sandoz is a
patentee, so are many other generic companies and possibly other entities down the line of

distribution.

[28] | note that Sandoz cannot bring an action for infringement or seek an order of prohibition
keeping another company off the market. Sandoz simply does not enjoy the special patent

rights that inure to the benefit of the patent holder.

[29] Sandoz enters the market only with the authorization of Novartis AG, after Novartis AG
has already lost its monopoly position — that is, once other generics are already on the market.
In this way, once Novartis AG has lost its market exclusivity (and the corresponding profits), it
allows its own generic subsidiary to enter the market, presumably in an effort to recoup some of
its lost earnings. Obviously, Novartis AG’s preference would be to maintain its monopoly as
long as possible but, once other companies enter the market, the next best scenario would

involve authorizing its generic subsidiary to join it. Accordingly, Sandoz generally operates in a
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market where no one holds a monopoly, and no one can take undue advantage of a monopoly

position by charging excessive prices.

[30] While the Board placed considerable reliance on it, it is not clear to me what Novartis
AG’s SEC filing means. It states that “[w]herever possible, our generic products are protected
by our own patents”. The Board concluded that the statement means that Sandoz’s generic
products are often protected by Novartis AG patents. | find it difficult to conceive how that
could be so. It seems more plausible that it means that Sandoz sometimes tries to obtain patents
for its own products. In any case, on the facts here, Sandoz would rarely have an opportunity to

exploit a monopoly in respect of any medicinal product.

[31] The Board did not consider the French version of s 79(1) of the Patent Act which states
that a “patentee” (“breveté” ou “titulaire d’un brevet”) is “la personne ayant pour le moment
droit a ’avantage d’un brevet pour une invention liée a un médicament, ainsi que quiconque
était titulaire d’un brevet pour une telle invention ou exerce ou a exercé les droits d’un
titulaire”. In short, the French version ties the definition of “patentee” more closely to the rights
of the patent holder. It is a narrower definition than in the English version, which includes any

person entitled to exercise any rights relating to a patent.

[32] Taking account of all of these factors, I find the Board’s conclusion that Sandoz is a
“patentee” unreasonable. The objectives the legislation sought to achieve do not include
regulating the prices charged by companies who do not hold a monopoly. The constitutionality

of the legislation depends on its close connection to patent protection and the potential undue
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exploitation of the concomitant monopolies. Generic companies, like Sandoz, do not generally

hold monopolies and, in fact, do not normally operate in a market where any monopoly exists.

[33] While the Board began by correctly identifying the purpose of the legislation and the
leading cases on the issue (ICN Pharmaceuticals, Inc and Celgene), in my view, it placed too
much emphasis on the “consumer protection purpose” of the legislation. That purpose is served
solely by reviewing the prices at which patent holders sell patented medicines to determine
whether, by virtue of their monopolies, those prices are too high. The legislation is not aimed at
protecting consumers from high drug prices generally, and the Board’s role certainly does not

extend that far.

[34] Inmy view, had the Board taken into account the factors and considerations set out

above, it could not reasonably have concluded that Sandoz is a “patentee”.

V. Issue Three — Is the legislation constitutional?

[35] Even though the relevant provisions of the Act have already been found to be
constitutional (Manitoba Society of Seniors Inc), Sandoz argues that subsequent amendments to
the Act relating to the Board’s powers now place those provisions beyond federal jurisdiction

over patents, encroaching on provincial jurisdiction over Property and Civil Rights.

[36] Their purpose was to enable the Board “to influence the pricing of patented medicines to
much the same extent that the competition fostered by compulsory licensing used to influence

it”. Those amendments “strengthened the Board’s remedial and punitive powers” to offset the
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effect of abolishing the prior scheme of compulsory licensing (ICN Pharmaceuticals, Inc at

para 12).

[37] As I see it, the amendments giving the Board the power to address the pricing of patented
medicines more directly through monetary remedies and penalties did not alter the basic
purpose of the legislation or expand the Board’s mandate. Therefore, I see no basis for
departing from the conclusion reached in Manitoba Society of Seniors Inc that the provisions of
the Patent Act dealing with patented medicines, properly interpreted, fall within federal

jurisdiction over patents of invention; they are constitutional.

VI. Conclusion and Disposition

[38] The Board’s conclusion that Sandoz is a “patentee” and that Sandoz was obliged to
comply with certain requirements under the Act and Regulations was unreasonable. The Board
failed to take adequate account of the purpose of the legislation and its limited role in relation
to patented medicines. The relevant provisions of the Act, properly interpreted as being closely

connected to the federal jurisdiction over patents of invention, are constitutional.

[39] I must, therefore, allow this application for judicial review, with costs.

[40] Sandoz argued that I should not remit the case to the Board for redetermination on the

basis that it would be pointless to do so. I agree.
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[41] Based on the applicable law and the evidence in this case, there is only one possible
conclusion — that the Board does not have jurisdiction to review the prices at which Sandoz, a
company holding no patents and no monopolies, sells medicines. In this situation, it would be
futile to send the matter back to the Board for reconsideration. The proper recourse, therefore,
is to send the matter back to the Board with a direction, pursuant to s 18.1(3) of the Federal

Courts Act, RSC, 1985, ¢ F-7, that it find that Sandoz is not a “patentee”.
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JUDGMENT

THIS COURT’S JUDGMENT is that the application for judicial review is allowed, with

costs, and the matter is referred back the Board with a direction that it find that Sandoz is not a

“patentee”.

“James W. O’Reilly”

Judge

2014 FC 501 (CanLlI)





Page: 16

Annex

Patent Act, RSC 1985, c P-4
Interpretation

2. In this Act except as otherwise
provided

“patentee” means the person for the time
being entitled to the benefit of a patent;

79(1) In this section

“patentee”

“patentee”, in respect of an nvention
pertaining to a medicine, means the
person for the time being entitled to the
benefit of the patent for that invention and
includes, where any other person is
entitled to exercise any rights in relation
to that patent other than under a licence
continued by subsection 11(1) of the
Patent Act Amendment Act, 1992, that
other person in respect of those rights;

Constitution Act, 1867

Subjects of exclusive Provincial
Legislation

92. In each Province the Legislature
may exclusively make Laws in relation to
Matters coming within the Classes of
Subjects next hereinafter enumerated; that
i to say,

13. Property and Civil Rights in the
Province.

Federal Courts Act, RSC, 1985, ¢ F-7

Powers of the Federal Court

Loi sur les brevets, LRC (1985), ch P-4
Définitions

2. Sauf disposition contraire, les
définitions qui suivent s’appliquent a la
présente loi.

« breveté » ou « titulaire d’un brevet ».
Le titulaire ayant pour le moment droit a
I'avantage d’un brevet.

79.(1) Les définitions qui suivent

s’appliquent au présent article

« breveté » ou « titulaire d’un brevet »

« breveté » ou « titulaire d’un brevet »,
la personne ayant pour le moment droit a
I'avantage d’un brevet pour une

invention liee a un médicament, ainsi
que quiconque était titulaire d’un brevet
pour une telle invention ou exerce ou a
exercé les droits d’un titulaire dans un
cadre autre qu'une licence prorogée en
vertu du paragraphe 11(1) de la Loi de
1992 modifiant la Loi sur les brevets.

Lois constitutionnelles de 1867

Sujets soumis au contrble exclusif de la
législation provinciale

92. Dans chaque province la
législature pourra exclusivement faire
des lois relatives aux matiéres tombant
dans les catégories de sujets ci-dessous
énumeérés, savoir :

[..]

13. La propriété et les droits civils
dans la province.

Loi sur les Cours fédérales, LRC 1985,
ch F-7
Pouvoirs de la Cour fédérale

2014 FC 501 (CanLlI)





18.1(3) On an application for judicial
review, the Federal Court may

(a) order a federal board, commission
or other tribunal to do any act or thing it
has unlawfully failed or refused to do or
has unreasonably delayed in doing; or

(b) declare invalid or unlawful, or
quash, set aside or set aside and refer
back for determination in accordance
with such directions as it considers to
be appropriate, prohibit or restrain, a
decision, order, act or proceeding of a
federal board, commission or other
tribunal.

Page: 17

18.1(3) Sur présentation d’une

demande de contréle judiciaire, la Cour
fédérale peut :

a) ordonner a I'office fédéral en
cause d’accomplir tout acte qu’il a
illégalement omis ou refusé
d’accomplir ou dont il a retardé
I'exécution de maniere
déraisonnable;

b) déclarer nul ou illégal, ou annuler,
ou infirmer et renvoyer pour
jugement conformément aux
mstructions qu’elle estime
appropriées, ou prohiber ou encore
restreindre toute décision,
ordonnance, procédure ou tout autre
acte de l'office fédéral
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PATENTED MEDICINE PRICES REVIEW BOARD

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

AND IN THE MATTER OF

Apotex Inc,, (the “Respondent”)
and the medicine “Apo-Salvent CFC Free”

STATEMENT OF ALLEGATIONS OF BOARD STAFF

INTRODUCTION

1.

This Statement of Allegations results from an investigation by Board
Staff into the price of Apo-Salvent CFC Free ("Apo-Salvent”) (DIN
02245669), a patented medicine sold in Canada by Apotex Inc.
(“Apotex”).

THE MEDICINE

2.

Apo-Salvent is a new DIN of an existing dosage form of an existing

bronchodilator medicine (salbutamol sulphate) which relieves chest

tightness and wheezing caused by spasms or narrowing in the small
air passages of the lungs. (Attachment 1)

Health Canada issued a Notice of Compliance for Apo-Salvent on
March 21, 2002. (Attachment 2) Apo-Salvent is considered an
“authorized generic” as it is a drug product which was originally
manufactured, marketed and sold by 3M Canada Company (“3M
Canada”) under the brand name Airomir.

THE PATENT

4.

Canadian Patent No. 2,004,598 (“the '598 patent”) pertains to Apo-
Salvent. (Attachment 3) This patent was issued to Riker
Laboratories, Inc., US on November 7, 2000 and will expire on
December 5, 2009.
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In 2002, Apotex and 3M Canada entered into a licensing agreement
permitting Apotex to sell Apo-Salvent under the Apotex label. As a
result, Apotex is, for the purposes of the Patented Medicine Prices
Review Board (“PMPRB"), considered a Canadian patentee.

REGULATORY FILINGS

6.

Apotex failed to report its price and sales information, for Apo-Salvent,
for the period October 1, 2002 to June 30, 2006, within the specified
time set out in the Patented Medicines Regulations, 1994 (the
“Regulations”). However, on October 4, 2008, Apotex filed its price
and sales information for Apo-Salvent for all periods, and has since
continued to file its price and sales information, in accordance with the
Regulations.

APPLICABLE GUIDELINES

Category
7.

3.1

3.2

3.3

Section 3 of Chapter 3- Scientific Review Procedures (“Scientific
Review Procedures”) provides the following guidance with respect to
determining categorization for a new drug product:

A Category 1 drug product is a new DIN of an existing dosage form
of an existing medicine, or a new DIN of another dosage form of the
medicine that is comparable to the existing dosage form as per
Schedule 7.

A Category 2 drug product is one that provides a breakthrough or
substantial improvement. Itis a new DIN of a non-comparable
dosage form of an existing medicine or the first DIN of a new
chemical entity.

A Category 3 drug product is a new DIN of a non-comparable
dosage form of an existing medicine or the first DIN of a new
chemical entity. These DINs provide moderate, little or no
therapeutic advantage over comparable medicines. This group
includes those new drug products that are not included in
Category 2 above.
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Based on the above Scientific Review Procedures, Board Staff
categorized Apo-Salvent as a Category 1 new drug product as it
represents a new DIN of an existing dosage form of an existing
medicine that is comparable to the existing dosage form.

The Maximum Non-Excessive Price for Ratio-Salbutamol at Introduction

9.

10.

8.3

Chapter 1 — Excessive Price Guidelines (“the Guidelines”) sets out the
tests applicable to the introductory price of Category 1 new drug
products as follows:

Category 1 New Drug Products

In addition to the Guideline applicable to all patented drug products
detailed in Section 7, the introductory price of a Category 1 new
drug product will be presumed to be excessive if it does not bear a
reasonable relationship ("RR") to the average price of other DINs of
the same medicine in the same or comparable dosage forms
(Schedule 1).

When the above methodology is not considered adequate or
appropriate, Board Staff may conduct a Therapeutic Class
Comparison Test (Schedule 2) to determine if the introductory price
of the new DIN is excessive. This could be relevant if, for example,
the new DIN has a therapeutic use or dosage regimen that differs
materially from the other DINs of the same or comparable dosage
forms of the medicine.

While the introductory price of a Category 1 DIN will normally be
compared against DINs of the same patentee, Board Staff may
consider it appropriate in some instances to include DINs of other
patentees. (For example, another voluntary licensee of the same
patent as that pertaining to the new drug product, or a patentee
marketing a drug product containing the same active ingredient as
the new drug product but for which a different patent pertains.)

As per subsection 8.3 of the Guidelines, Board Staff conducted an RR
Test comparing the price of Apo-Salvent to other salbutamol sulphate
products being sold in Canada during its introductory period. The
results of the RR test indicated that the introductory price of Apo-
Salvent per 0.1 mg/dose (“per dose”) was within the Guidelines for the
introductory period October 2002 to December 2002 and established
the drug's benchmark price for review in subsequent reporting periods.
(Attachment 4)






1.

12.

7.1
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The Guidelines also set out the International Price Comparison (IPC)
Test for new and existing drug products as follows:

The price of a new or existing patented drug product will be
presumed to be excessive if it exceeds the prices of the
same medicine sold in all countries listed in the Regulations.
These prices will be determined using the International Price
Comparison Test described in Schedule 3.

Since Apo-Salvent is an authorized generic, Board Staff reviewed the
publicly available international prices of Airomir when applying the IPC
Test. The results indicated that during the introductory period, Apo-
Salvent did not exceed the highest available ex-factory price of Airomir
sold in the foreign countries listed in the Regulations. (Attachment 5)

The Maximum Non-Excessive Price of an Existing Drug Product

13.

14.

9.1

9.2

The Guidelines also set out the appropriate price tests for an existing
drug product as follows:

In addition to the Guideline applicable to all patented drug products
detailed in Section 7, the price of an existing DIN will be presumed
to be excessive if it exceeds the benchmark price of the DIN
adjusted for the cumulative change in the Consumer Price Index
(CPI) from the benchmark period to the pricing period under review
(CPl-adjusted price). Schedule 4 provides detailed definitions and
examples of the PMPRB's CPIl-adjustment methodology.

Regardless of the above, and in addition to the Guideline applicable
to all patented drug products detailed in Section 7, one-year price
increases in the current pricing period may not exceed 1.5 times
the forecast change in the annual CPI. In periods of high inflation
(over 10%), the limit will be five percentage points more than the
forecast change in the CPL

Commencing in 2003, Board Staff reviewed the price of Apo-Salvent
by applying the PMPRB's CPI-adjustment methodology to revised data
filed by Apotex, and the price of Apo-Salvent was found to be outside
the Guidelines for the period commencing January 1, 2004 to
December 31, 2004 and all subsequent periods:
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15.  Board Staff further reviewed the publicly available international prices
of Airomir as part of the existing drug product IPC Test. The results
indicated that Apo-Salvent did not have the highest publicly available
ex-factory price when compared to the international prices of Airomir.
(Attachment 5)

16. By letter dated August 22, 2007, Board Staff advised Apotex that for
the period of January 1, 2004 to June 30, 2007 Apotex had
accumulated excess revenues for Apo-Salvent, and that the price of
Apo-Salvent was excessive since it exceeded the MNE price
calculated using the PMPRB's CPl-adjustment methodology.
(Attachment 6)

17.  According to publicly available information, Apotex was selling Apo-
Salvent at a price of $4.64 per inhaler ($0.0232 per dose) in 2003 and
2004; and at a price of $7.73 per inhaler ($0.0386 per dose) in 2005,
2006 and 2007. (Attachment 7)

EXCESSIVE PRICING

18.  Subsections 83(1) and 83(2) of the Patent Act state that:

83. (1) Where the Board finds that a patentee of an invention
pertaining to a medicine is selling the medicine in any market
in Canada at a price that, in the Board's opinion, is
excessive, the Board may, by order, direct the patentee to
cause the maximum price at which the patentee sells the
medicine in that market to be reduced to such level as the
Board considers not to be excessive and as is specified in
the order.






19.

20.

OTHER

21.

22.
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(2) Subject to subsection (4), where the Board finds that a
patentee of an invention pertaining to a medicine has, while
a patentee, sold the medicine in any market in Canada at a
price that, in the Board's opinion, was excessive, the Board
may, by order, direct the patentee to do any one or more of
the following things as will, in the Board’s opinion, offset the
amount of the excess revenues estimated by it to have been
derived by the patentee from the sale of the medicine at an
excessive price;

(a) reduce the price at which the patentee sells the
medicine in any market in Canada, to such extent and
for such period as is specified in the order;

(b) reduce the price at which the patentee sells one
other medicine to which a patented invention of the
patentee pertains in any market in Canada, to such
extent and for such period as is specified in the order;
or

(c) pay to Her Majesty in right of Canada an amount
specified in the order.

It is the position of Board Staff that Apotex has been selling Apo-
Saivent in Canada since 2004 at a price per dose which exceeded the
MNE price calculated in accordance with the PMPRB's CPI-
Adjustment Methodology. To date, Apotex has failed and/or refused to
lower the price of Apo-Salvent to comply with the PMPRB's Guidelines.

Therefore, it is respectfully submitted that there are grounds for the
Board to conclude pursuant to section 83 of the Patent Act that Apotex
is selling or has sold the medicine known as Apo-Salvent in any market
in Canada at a price which is or was excessive.

\

Board Staff reserves the right to make such other allegations and
submissions and introduce other additional documents as Board Staff
may advise and the Board may permit.

Pursuant to section 86 of the Patent Act, a hearing shall be held in
public unless the Board orders otherwise. Board Staff submits that any
hearing conducted by the Board into the price of Apo-Salvent should
be held in public and, subject to the orders of the Board, all information
and documents filed should form part of the public record.
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ORDER REQUESTED

23.

a)

b)

Board Staff seeks the issuance of an Order pursuant to section 83 of
the Patent Act as against Apotex, the terms of which would be as

follows:

The maximum non-excessive price of Apo-Salvent in Canada for
the period January 1, 2004 to December 31, 2007 inclusive shall be
as follows:

Jan05-Dec05

Jan06-Dec06

Jan07-DecQ7

The maximum non-excessive price of Apo-Salvent in Canada in
future periods shall be calculated in accordance with the Guidelines.

In accordance with subsection 83(1) of the Patent Act, Apotex shall
cause the maximum price at which it sells Apo-Salvent in Canada to
be reduced to the maximum non-excessive price effective on or
before 30 days from the date of the Board's Order.

In accordance with subsection 83(2) of the Patent Act, Apotex shall
offset the amount of excess revenues estimated to have been
derived by Apotex from the sale of Apo-Salvent at an excessive
price from January 1, 2004 until the date on which the price
reduction referred to in paragraph c) above comes into effect;

i)

With respect to the period from January 1, 2004 to
December 31, 2007, Apotex shall pay to Her Majesty in
Right of Canada, within 30 days of the date of the Board’s
Order, an amount equal to the amount set out in
Attachment 8; and

With respect to the period from January 1, 2008 to the date
on which the price reduction referred to in paragraph c)
comes into effect, Apotex shall pay to Her Majesty in right of
Canada, a further amount equal to the amount of the excess
revenues estimated by the Board to have been derived by
Apotex from the sale of Apo-Salvent at an excessive price
and make the payment within 30 days of receipt of a
notification from the Board of its estimate of excess
revenues based on the information filed in response to
paragraph €) below;
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e)  Apotex shall, within 30 days of the date of the Board’s Order:

i) Notify federal/provincial/territorial ministers of health or their
representatives and all customers of the price decrease as
required by the Board's Order (a copy of which shall be
included in such notifications) and the effective date of such
price decrease;

i) Submit copies of the above-noted notifications and any other
notice to the Board; and

iii) Provide to the Board information concerning the quantity of
Apo-Salvent sold and either the average price per inhaler or
the net revenue from sales of Apo-Salvent in Canada, in the
same form as required by subsection 4(1) of the Regulations
for the period January 1, 2008 to the date on which the price
reduction referred to in paragraph c¢) comes into effect.

Dated at Ottawa this 17" day of June 2008.

Borden Ladner Gervais, LLP
The Chambers

Suite 1100, 100 Queen Street
Ottawa, Ontario K1P 1J9

Tel: (613) 787-3521
Fax: (613) 230-8842

Guy Pratte
E-mail. gpratte@blgcanada.com

Nadia Effendi
E-mail: neffendi@blgcanada.com
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