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	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 fro�
	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:
	71. The constitutional jurisdiction of the Board has not been the subject of judicial consideration since the Manitoba decision.  I do note that the late Justice Cullen of this Court did incorporate the entirety of Justice Dureault’s reasons reflecti...
	15. For the purposes of sections 80 to 103 of the Act, a patentee is defined in subsection 79(1) as follows:
	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 medici�
	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 do�
	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.
	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 b�
	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 Pr�
	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 �
	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 H�
	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.
	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 �
	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 ess�
	26. In 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 t�
	27. Board Staff takes the position that:
	(a) 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.

	28.  Section 42 of the Act provides as follows:
	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�
	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, stren�
	31. In the Board’s Patentee’s Guide to Reporting (the “Guide”), “ex-factory price” is defined in part as follows:
	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 a�
	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 Pfize�
	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 rati�
	35. It 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 intentio�
	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 purposi�
	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 b	
	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 pr	
	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	
	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’

	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 inventi

	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 

	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 d

	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 ratio�
	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 �
	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 o�
	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, a�
	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 i�
	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:
	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 pr�
	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 paragra

	52. Subparagraphs 4(1)(f)(i) and (ii) of the Regulations provide in part as follows:
	(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

	(ii) 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:
	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 period...
	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 fo�
	55. On 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”).  ra�
	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,�
	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 �
	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 medi�
	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 Guidel�
	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 ...

	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.
	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,�
	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 b�
	62. It 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 t�
	63. When ratiopharm began to sell ratio HFA in Canada in September 2002, there were four salbutamol MDIs containing a chlorofluorocarbon (“CFC”) propellant available:
	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�
	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.�
	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 cl�
	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�
	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 �
	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 �
	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�
	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.
	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 Guideline�
	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 Fil�
	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 tre�
	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 �
	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.  �
	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 �
	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 t�
	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 �
	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 �
	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�
	82. Dr. Schwindt’s expert opinion was that the Board’s CPI-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�
	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 li�
	84. The Panel considers that the Board’s CPI-adjustment methodology constitutes an important protection from sudden and significant price increases.  It is intended to moderate the extent to which a patentee may increase the price of a medicine from year t�
	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.
	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 con�
	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�
	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 i˘
	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
	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 nˆ
	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 ˆ
	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 inspectˆ
	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
	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 ...
	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)(#
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