
~rctit1n ~r prrmihr iust:mcr br 

la ~our fr~fr<t lr ~u <Lrn~~« 

BETWEEN: 

lf rl°)rr~tl <Court of tr ~m:il°)~1 

lt rb( Ditt ision 

T-375-94 

CIBA-GEIGY CANADA LID. 

Applicant 

-AND-

PATENTED MEDICINE PRICF.S REVIEW BOARD 

Respondent 

REASONS FOR ORDER 

McKEOWN. J. 

CIBA-Geigy Canada Limited (CIBA) is seeking judicial review of the 

Order of the Patented Medicine Prices Review Board (the Board) dated 

February 1, 1994, dismissing CIBA's request for disclosure and production of 

all documents relating to the matters in issue in an upcoming hearing to be 

held by the Board. The upcoming hearing is to determine whether the drug 

Habitrol, marketed in Canada by CIBA, is being sold at an excessive price. 

The applicant is seeldng an Order: 

1. setting aside the decision of the Board dated February 1, 1994 
and identified as PMPRB-94-1/HABfIROLPHC in file No. 
PMPRB-94-Dl/HABITROL; and 

2. requiring the Board and Board staff to disclose and produce all 
documents in their power, possession or control which relate to 
matters at issue in the proceeding commenced by the Board 
against CIBA by Notice of Hearing dated November 24, 1993. 

Both parties agree that the doctrines of fairness and natural justice 

apply here. The question is whether, in the circumstances of this case, CIBA 

is only entitled to the documents which the Board intends to rely on at the 

hearing, or whether CIBA is entitled to all "the fruits of the investigatfon" of 
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Board staff, as provided in Regina v. Stinclicombe, (1993) 3 S.C.R. 326 

(Stinchcombe). If CIBA is not entitled to the •fruits of the investigation•, the 

issue then becomes whether CIBA is entitled to all of the documents in the 

possession of the Chairperson or members of the Board. Pursuant to the 

Notice of Hearing issued on November 24, 1993, and the Board's pre-bearing 

decision at issue here, the respondent has undertaken to provide the applicant 

with comprehensive prior disclosure of the factual allegations and opinion 

evidence it wilJ have to meet. In addition. the respondent has undertaken to 

provide CIBA with all documents which wiJI be used to cross-examine 

witnesses for the applicant. 

The Board refused CIBA's request for exhaustive disclosure inJer alia 

on the following grounds: 

Jo the Board's view, ill a hearing be!ore it, the pvty to whom the bearing 
relates must be provided with a level of disclosure and production which 
ensures that the party is fully informed of the case to be made against it. 
Further, the procedure followed must provide the party to whom the hearing 
relates a reasonable opportunity to meet that case by bringing forward its own 
position and by correcting or contradicting any statement or evidence related 
to the case which is prejudicial to its position. 

It is the Board's view that, in matters of the disclosure and production ol 
information and documents in the conlexl of a public hearing. the Board must 
balance its duty to give every opportunity to a Respondent to be beard against 
its responsibility to ensure that its orders do not have the eff'ect of limiting its 
ability to discharge its respoDSJ'bllitics in the public interest on an ongoing 
basis. In order to discharge such responsibilities, the Board must be confident 
that it is getting candid. complete and objccti~ advice from its staff. T1lls is 
particularly the case in respect ol the preliminary views it receives as to 
whether there is sufficieat evidence to justify calling a hearing into a matter. 
This balancing need not in any way affect the Board's duty in law to make its 
decisions on the basis ol the evidence placed and tested before it during a 
hearing. 

The Patented Medicine Prices Review Board 

The Board was created in 1987 pursuant to S.C. 1987 c.41, which 

amended the PaJent Ad, R.S.C. 1985 c. P-4 (the •Act"). Under the Ad the 

Board is responsible, inter alia, for obtaining information with respect to the 

price being charged in Canada for patented medicines and ensuring that such 
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prices arc not, in tbc opinion of the Board, excessive. In order to carry out 

its statutory mandate the Board has access to Board staff whose role is to 

monitor the price of patented medicines. This monitoring function by Board 

staff begins when a patented medicine is first sold. It is based in part upon 

information filed with the Board by the patentee. The information filed 

includes background information and the identity of the medicine as welJ as 

the price and dosage of the medicine when it is first sold and at six month 

intervals thereafter. Board staff report directly to the Chairperson of the 

Board who is the Board's Chief Executive Officer pursuant to subsection 93(2) 

of the Act. He has the ultimate responsibility for supervising and directing the 

work of Board staff. Accordingly, under the Act, the Olairperson is 

responsible for the investigation as well as the adjudication of the question of 

whether a patented medicine is being sold at an excessive price. 

Subsection 85(1) of the Act provides that in determining whether a 

medicine is being or bas been sold at an excessive price, the Board must 

consider: 

(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 haYC 
been sold in the relevant market; 
(c) the prices al which the medicine and other medic:ines in the same 
therapeutic class ha\IC been sold in countries other than Canada. and 
( d) the changes in the consumer price index. 

The Board has also adopted certain guidelines in order to encourage and 

facilitate compliance by patentees. These guidelines, inter alia, establish three 

categories of medicines. Each new patented medicine is slotted into one of 

these categories, according to the recommendation of a group of independent 

scientific experts called the Human Drug Advisory Panel (HDAP). The 

category the medicine is assigned to determines which other medicines are 

used in the price comparison tests performed by Board staff. The extent of 

the Board's work can be gauged by the fact that as of December 31, 1992, the 
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Board monitored the prices of 738 different patented drugs on the market in 

Canada, with total sales of $2.1 billion. 

In carrying out its investigations, Board staff relics in large measure 

upon the recommendation of HDAP and the information provided by the 

patentee. In addition, however, Board staff will communicate with other 

experts in the field to obtain their opinions on the patented drug in issue and 

to obtain other relevant information which may be of assistance in the 

investigation. Typically, this information is provided on a confidential basis 

and may eventually be discarded by Board staff. The confidential 

relationships which Board staff entertain with third parties are very important 

to their ability to discharge their statutory responsibilities. The Board staff 

will communicate to the patentee the substance of the evidence upon which 

any excessive pricing determination is made. If the investigation suggests that 

the price exceeds the guidelines, the patentee is provided with the basis for 

the Board staff's conclusion and is requested to enter into a Voluntary 

Compliance Undertaking (VCU) to adjust its price. Regardless of the 

patentee's response to Board staff's request, upon completing its investigation, 

Board staff prepares a confidential report which is forwarded to the 

Chairperson of the Board. It is upon review of this report that the 

Chairperson decides whether or not there is sufficient evidence to issue a 

Notice of Hearing. The Notice of Hearing sets out the grounds upon which 

th~ Chairperson believes a remedial order may be issued; i.e. that a prima 

facie case exists, and the material facts which Jed the Olairman to this 

conclusion. 

Subsection 83(6) of the Act requires the Board to provide the patentee 

with a reasonable opportunity to respond to the Notice of Hearing. U. after 
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this, the Board concludes that the medicine bas been sold at an excessive 

price, the Board may make an order under subsection 83(2): 

a) dircc:ting the patentee to reduce the price at which it sells the mediciac 
or some other patented mediciae in Canada to a level which would off-set the 
excess revenues estimated to have been derived by the patentee Crom the uJc 
oC the medicine at an excessive price; 

b) dircc:ting the patentee to pay to Her Majesty an amount in the order;« 

c) io circumstances where the Board rinds that the patentee has engaged in 
a policy of selling the medicine at an excessive price, directing the patentee to 
do one or more of the things referred to in paragraphs a) and b) above, so as 
to off-set. by not more tha.o twice the amount, the excess revenues estimated 
by the Board to have been derived by the patentee from the sale of the 
medicine at an excessive price. 

The Facts 

CIBA sells numerous medicinal products in Canada, approximately 19 

of which fell within the jurisdiction of the Board as of December 31, 1992. 

CIBA has been continually filing with the Board the requisite information 

concerning these products. Board staff continues to have regular, frequent 

contact with CIBA personnel concerning the statutory requirements relating 

to the CIBA patented medicines. On July 8, 1992, CIBA advised Board staff 

that it intended to market Habitro~ a nicotine patch used in smoking 

cessation therapy, and filed information with the Board in order to justify the 

price being charged for the new product. There have been numerous and 

extensive discussions and documentary exchanges between Board staff and 

CIBA throughout the Habitrol investigation. Board staff has also had 

discussions with and received advice from HDAP and obtained and 

considered important information from third party sources. CIBA takes the 

position that notwithstanding its filing of information pursuant to the Act, the 

Board does not have jurisdiction over the pricing of Habitrol as CIBA, with 

respect to Habitrol, is not a patentee within the meaning of the Act. 



I 

I 
I 

-6-

The issue of how Habitrol would be categorized by the Board was first 

raised by CIBA in a letter dated November 13, 1m. CIBA made additional 

submissions which were provided to HDAP, and were given a summary of the 

discussion held by HDAP regarding the categorization of Habitrol. Finally, 

the recommendation of HDAP, that Habitrol be considered a Category Ill 

new medicine, and the reasons therefor, were the focus of a meeting held on 

January 11, 1993 between Board staff and CIBA. This meeting lasted over 

two hours. 

The issue of which medicines, if any, and in which dosages, should be 

used as comparators for the purpose of determining an appropriate price 

range for Habitrol, was also the subject of extensive discussions between 

Board staff and CIBA. Meetings were held to deal with this issue on 

November 30, 1992 and January 11, 1993. Following both these meetings, 

CIBA sent to Board staff, letters, dated December 18, 1992 and January 12. 

1993, containing information the company deemed relevant to the concerns 

raised by Board staff at the meetings. In response, by letter dated June 17, 

1993, Board staff provided CIBA with the reasons why CIBA's contentions 

were not accepted and the basis for the calculations which led Board staff to 

believe that Habitrol was excessively priced. Board staff advised that if CIBA 

did not elect to provide a VCU for consideration by the Chairperson of the 

Board, Board staff would report the matter to the Chairperson, who might 

issue a Notice of Hearing. On June 24, 1993, CIBA advised Board staff that 

it would not provide a VCU of the kind requested by Board staff and set forth 

once again its submissions as to why the pricing of Habitrol was not excessive. 

The issue of whether Habitrol was a patent pertaining to medicine and 

thus within the jurisdiction of the Board was first raised by Board staff on July 

8, 1992 (before Habitrol was even on the market), and was also discussed in 
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face to face meetings between Board staff and CIBA on November 30, 1992, 

January 22, 1993, May 20, 1993 and September 20, 1993. In addition, 

clarification of the status of the patent was requested by Board staff in a letter 

to CIBA dated January 26, 1993, to which CIBA responded on February 3, 

1993. 

The Board staff analysis with respect to the price of Habitrol was 

forwarded to the Chairperson in a confidential report. The Chairperson, after 

considering the confidential report, decided to issue the Notice of Hearing on 

November 23, 1993, wherein the material facts relied on by the Chairperson 

in support of the issuance of the Notice of Hearing were clearly set out. The 

Notice of Hearing states that the price of Habitrol exceeded the Board's 

guidelines and proposed orders, inter alia, reducing the price at which CIBA 

sells Habitrol and directing CIBA to pay Her Majesty in Right of Canada a 

specified amount of money. CIBA's counsel requested further particulars 

concerning the allegations contained in the Notice of Hearing. On December 

2, 1993, Board staff provided CIBA with detailed particulars of its 

understanding of the allegations. This was done in order to enable CIBA to 

respond to the Notice by December 13, 1993, as was required under the 

Board's rules of practice. CIBA also advised the Board and Board staff that 

it intends to challenge the constitutionality of the Act as it relates to the 

Board's power to regulate prices. 

In a memorandum dated January 10, 1994, Board staff set out its 

position on all the substantive issues that will be raised in the forthcoming 

hearing. Pursuant to the proposed rules respecting practice before the Board, 

Board staff will have to file the affidavits of all of the expert witnesses on 

whose evidence it will rely by May 13, 1994. Moreover, at the suggestion of 

Board staff, on the same date, the parties will also pre-file an outline of the 
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evidence of each non-expert witness they intend to call. Board staff will also 

pre-file copies of all documents that they will rely upon at the hearing. 

In its January 10, 1994 memorandum, Board staff also suggested that, 

after delivery of the expert evidence and the outlines of the non-expert 

witnesses' evidence, a process of written interrogatories should be initiated. 

The object of this process would be to clarify each party's evidence through 

requests for further informatio"9 prior to the commencement of the bearing. 

Counsel for CIBA objected to this suggestion. 

At the pre-hearing conference held on January 18, 1994, CIBA 

requested that the Board issue an Order requiring both the Board and Board 

staff to produce copies of aU documents relating to any matter at issue in the 

proceedings that were or had been in the power, possession or control of the 

Board or Board staff. This request was for all relevant documents, whether 

favourable or prejudicial to CIBA's position and whether or not Board staff 

planned to rely on the relevant document as part of its case. There is no 

evidence to indicate whether Board staff bas any documents which arc not in 

the possession of the Board. The Chairperson of the Board indicated that the 

Board did not have any documentation which was not in the possession of 

Board staff. 

The central issue in this case is whether, in light of the statutory 

mandate of the Board, fairness entitles the applicant to more disclosure than 

that which it bas and will have been afforded prior to the coounencemcnt of 

the hearing scheduled for May 24, 1994. If I decide that CIBA is not entitled 

to the fruits of the investigation, i.e. documents that arc favourable to it as 
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well as unfavourable to it, the issue is whether the applicant is entitled to any 

documents which have been provided to the Chairperson or any members of 

the Board who will be sitting at the hearing. In this case all five members of 

the Board, including the Chairman, will be sitting at the hearing. 

The first issue arises out of the Stinchcombe, supra decision. In that 

case, the accused was·charged with breach of trust, theft and fraud. During 

the investigation by the RCMP, a witness was interviewed by a police officer 

and a written statement was taken. Defence counsel was informed of the 

existence, but not of the content, of the statement. His request for disclosure 

was refused. The Crown decided not to can the witness. Defence counsel 

sought an order that the witness be called or that the Crown disclose the 

contents of the statement. The trial judge dismissed the application. The 

trial proceeded and the accused was convicted or a breach of trust and fraud. 

The Court of Appeal affirmed the convictions without giving reasons, but the 

Supreme Court of Canada allowed the appeal and ordered a new trial. The 

Supreme Court found that the Crown had a legal duty to disclose all relevant 

information to the defence. Sopinka J. delivered the unanimous judgment of 

the Court. He states at p. 332 of the decision: 

Production and discovciy were foreign to the adversary process of adjudication 
in its earlier hisroiy when the clement of surprise was ooc of the accepted 
weapons in the arsenal of the adversaries. This applied to both ai.minal and 
civil procwfinp Significantly, in civil proceediop this upcct of the adversary 
process bas loog since disappeared, and run discovciy of documents and oral 
examination of parties and even witnesses uc familiar features of the practice. 
This change resulted from acceptance of the principle that justice was better 
scnicd when the clement ot surprise was climinated from the trial and the 
parties were prepared to address issues oo the basis of complete information 
of the case lo be met. 

He then reviews the arguments for and against disclosure of the fruits of an 

investigation at p. 333, stating: 

It is difficult to justify the position which c1inp to the notion that the Crown 
has no lcpl duty to disclose all relevant information. The arguments api.Dst 
the existence ot such a duty arc groundless wbiJc those in favour, are, in my 
view, ovciwhelmiog. The suggestion that the duty should be reciprocal may 
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dcscne consideration by th.is Court in the future but is aot a valid reason ror 
absoM.Dg the Crown of its duty. ne contrary coateatioa fails to take acc:ount 
ol the fuadameatal dill'erencc in the respcdive roles oC the proseaatioa and 
the de!encc. Ia Boudau v. 11ae Queen, (1955] S.c.R. 16, Raad J. states. at 
pp. 23-24: 

It canooc be ~r.empbuizcd that the purpoM ol 1 crimlaaJ prcseevlba 
ii DOC to obtalo a cocMc:tioa. It ii to la7 befcm a Jurr wtiat the Crow. 
considers to be crcdl"blc ~ relevant to wtiat k allcp to be 1 crime. 
C.OUnsel ~ • cSu17 to sec that all available JtpJ proo1 ol the (KU ii 
presented: It should be dooe nrm17 and pressed to'" kJitim.ate strcnstJI 
but It mlllt also be done f'airty. The role ol prmecvtor cmuda u7 oocJoe 
ol Wlnin1 ot losin~ his functioa II 1 matter ol public duly tlwl wbicb Ill 
civil life there can be 11ooe chat'Jed with puter persoaal rupocwbiliiy. It 
is to be efricieatl)' perf'onaed with u inpined 1ense ol the dipiity, tbe 
1eriousness and the justneu ol judicial pl'OC'Cedinl-'-

I would add that the fruits of the investigation which are in the possession of 
counsel for the Crown are not the property of the Crown for use in securing 
a conviction but the property of the public to be used to ensure that justice 
is done. lo cootta.st, the def eocc bas no obligation to assist the prosecution 
and is entitled to assume a purely adversarial role toward the prosecution. 
The absence of a duty to disclose ca.a, therefore, be justified as being 
consistent with this role. 

In my view, in the case at bar, I must examine the statutory scheme 

pursuant to which the Patented Medicine Prices Review Board was created, 

and construe it as a whole to determine the degree to which Parliament 

intended the principle of fairness to apply. Before reviewing the relevant 

provisions of the Act further, I will continue with Justice SopinJca's comments 

in Stinchcombe which are relevant to the issues before me. Justice Sopinka 

deals with the suggestion that the disclosure may put at risk persons who 

provide the prosecution with information. At p. 335, be states: 

No doubt measures must occasionally be taken to protect the identity of 
witnesses and iof'ormers. Protection of the identity of iof ormers is covered by 
the rules relating to iof'ormer privilege and c:xccptioos thereto -

In the case before me I must deal with the common Jaw in respect of the 

provision of confidential information. Justice Sopinka goes on to say at pp. 

335-336: 

It will, therefore, be a matter of the timing of the disdosure rathu thu 
whether disdosure should be made at all. Tbe prosecutor must retain a 
degree of disactioa ill respect o( these matters. The discretion. which will be 
5ubjcd to review, lhould c:xlcad to guch matters as c:xduding what is dearly 
irrelevant, withholding the identity of persons to protcd them from 
harassment or injury, or to earorcc the privilege relating to i.af ormcn. The 
discretion would aJso c:xlead to the timing of disclosure in order to complete 
an investigation. I shall return to this subject latu io these rcasom. 
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He then states at p. 339: 

~indicated earlier, bowe~. this obligation to disclose is not absolute. It ii 
subject to the discretion ol counsel for the CrOWL This discretion extends 
both to the withholdiaa of inf'ormatioa a.ad to the timiag oC disclosure. For 
example, c:oUDSCI for the Crown bas a duty to respect the rules of privilege. 
la the case ol iatormen the Crown bas a duty to protect their identity. la 
some case.s serious prejudice or evcn harm may result to a person who bas 
supplied evidence or inf'ormatioo to the invc.stigation. While it is a harsh 
reality of justkc that ultimately any person with relevant evidence must appear 
to testify, the discretion meads to the timing and maDJ>cr of disclosure in 
such circumslanccs. A discretion must also be exercised with respect to the 
relevance or Wormation. WbiJc the Crown must err OD the side of inclusion, 
it aced Dot produce what is clearly irrelevant 

He then summarizes the general principles with respect to disclosure when he 

states at p. 343: 

... the general principle to which I have ref erred is that all relevant 
information mu.st be disclosed subjcc::t to the reviewable discretion of the 
Crown. The material mu.st include DOl only that which the Crown intends to 
introduce into evidence but also that which it doc.s not. No distinction should 
be made bctwun inculpatory and exculpatory evidence. 

He then applies that principle to the case before him and states at p. 345: 

I am of the opinion that, subjcd lo the disactioo to which I have ref erred 
above, aD statements obtained Crom persons who have provided relevant 
information to the authorities should be produced notwithstanding that they 
are not proposed as Crown witocsscs. Where statements are not in existence, 
other i.ntormatioo such as notes should be produced. and, it there arc no 
notes, then in addition to the name, address and occupation of the wito~ all 
information iD the possession of the prosecution relating to any relevant 
evidence that the person could give should be supplied. I do not find the 
comments ol the Commission in its 1984 Report pcrsua.siYc. If the 
inf ormat.ion is ol oo use then presumably it is irrelevant and will be excluded 
in the exercise or the discretion of the Crown. If the information is o( some 
use then it is relevant and the determination as to wbcthu it is sufficiently 
useful to pul into evidcoc::c should be made by the defence and not the 
prosecutor. 

However, Justice Sopinka notes that this same general principle of 

disclosure may not apply in all criminal cases. He states at p. 342: 

The general principles referred to herein arise in the context of indictable 
offenses. While it may be argued that the duty ol disclosure meads to aD 
offenses. many of the fadon which I have canvassed may not apply at aD or 
may apply with Jess impad in summary conviction offenses. Morccm:r, the 
content ol the right to make full answer and defence entrcoched iD a. 7 of tbe 
O.artu may be of a more limited nature. A dedsioa as to the extent to whida 
the general principles of disdosurc ~CPd to summary convic:tloo ofl'eosea 
should be left to a case iD wbida the issue arises in suda procecd"mgs. 
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There is no discussion of disclosure principles and matters before 

administrative tribunals in the Stinchcombe case. However, in Ontario Human 

Rights Commission v. Jeffry House et aL, Ont. Court General Division (Ct. file 

520/93), November 8, 1993 (unreported), leave to appeal denied January 31, 

1994 (Ont.C.A) (House), the Divisional Court did apply Stinchcombe. In the 

House case, the Board of Inquiry under the Ontario Human Rights Act had 

ordered production of witness statements and other documents related to the 

investigation of certain complaints made pursuant to the provisions of the 

Ontario Human Rights Code. This is unlike the case at bar where the Board 

has refused the wide ranging production of documents demanded by CIBA 

I must also keep in ntlnd that curial deference is a key principle in judicial 

reviews. 

Furthermore, in the House case, the Board states at p. 13 of its 

reasons, that one of its considerations, when determining the degree of 

disclosure required in that instance, was that: 

it appears to me that the allegations are very serious indeed with the potential, 
if made out, to ruin reputations and cast a pall over the future carcei 
prospects of anyone found to have so discriminated. 

CIBA alleges that if the Board finds it bas charged an excessive price for 

Habitro~ it could cost CIBA approximately $20 million. It is also alleged that 

the possibility of finding that CIBA engaged in a policy of excessive pricing 

would impact on the public and commercial reputation of CIBA and the 

personal reputations and careers of its officers, directors and employees. 

However, this is always a potential result of economic regulation. In my view, 

the finding that CIBA engaged in a policy of excessive pricing would not 

impact any more negatively on the public and commercial reputation of CIBA 

or the personal reputations and careers of its officers, directors and 

employees, than a finding of excessive pricing. 
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As stated earlier I must look at bow the statutory scheme operates as 

a whole. In the House case, the Court states at p. 6 that: 

In rejecting the claim oC privilege, the Board oC Inquiry separated the 
investigation stage from the subsequent conciliation stage and the third 
•prosecution• stage. 

The Court in House applied the reasoning in Stinchcombe to the proceedings 

under the Ontario Human Rights Code, but drew a distinction between 

privilege at the investigation stage and privilege at the litigation stage. The 

relevant part of the Patent Act, i.e. the part dealing with patented medicines, 

section 79 to section 102, concerns economic regulation. The Board monitors 

the prices of aU medicine produced under patent. The Chairperson of the 

Board has administrative and adjudicative functions as a regulator. The 

applicant concedes that the legislation provides for institutional bias and this 

cannot be attacked under the case law. 

There is a further difference between the legislation in issue here and 

the Human Rights legislation, in that there are_ not two parties involved. The 

Board staff is not a party in the same sense as the investigative staff under the 

Human Rights legislation. The investigators under the Human Rights 

legislation are clearly separated from the adjudicators. Also, there are search 

and seizure provisions under section 33 of the Ontario Human Rights Code, 

which make the powers of the investigators more akin to those exercised 

during a police investigation. Finally, the nature of the rights the Ontario 

Human Rights Code is designed to protect are very personal individual 

characteristics. Tdbunals charged with regulating economic activity have not 

had placed on them the same high standards as tribunals dealing with 

personal individual rights. 

j 

l 
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After quoting Sopinlca J. in respect of justice being better served when 

the element of surprise was eliminated from the trial, the Divisional Court 

concluded that: 

lo the appropriate ease, justice will be better served i.n procccdinp under the 
Human Rights Code when there is complete information available to the 
Respondenu. 

It is interesting to note that the Divisional Court recognized that only in the 

appropriate case the complete information should be made available. 

Disclosure must always be decided upon in the context of the matter involved. 

The Divisional Court also was of the opinion that the role of 

Commission counsel is analogous to that of the Crown in criminal 

proceedings. The role of the Board in the statutory scheme is to monitor 

prices and where necessary regulate to avoid excess prices. 

At p. 12 of the House decision, the Divisional Court reiterated the 

well-known principle that: 

in any particular case the requirements of 'natural justice' will depend upon 
the particular circumstances of the case. 

My view that the Board's primary mandate is economic reguJation is 

supported by a review of the historical development of the patent legislation. 

Dureault J. undertook such a review in Manitoba Society of Seniors Inc. v. The 

Attorney-General of Canada, Man. Q.B. (CI 89-01-36107), January 17, 1991, 

(unreported), a constitutional challenge to price control in the pharmaceutical 

industry. He states at pp. 3 et seq.: 

• •• The Patept Ad, S.C. 191.3, c. 23, a. 17 allowed for compulsory licenses to 
be granted for the manufacture, use and sale of patented proc:essea. Up until 
1969, when the 1923 Act was amended (S.C. ~. c. 49) to permit 
compulsory licenses to import patented pharmaceutkal products, Ccw 
applications for compulsory licenses were made. Subsequent to the 1969 
amendment, howm:r, SS9 licenses to import and sell haYC bcco applied for; 
or these, 306 have been granted, lS have been refused ot terminated, 96 ~ 
been abandoned or withdrawn, and 142 were still pending as of Januuy 31. 
1985. 

Tbe 1969 amendment resuhed iD the Dcensing of brand name patented 
products by &eneric firms which then produced and marketed their OWD brand 
or copy of the patented medicine. Compulsory licensing to import mcdic:iaca 
resulted i.n increased competition by generic rarms against patent-holding 
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Cums. This competition was futtber encouraged by the provincial poliq ol 
geacric substitutioo under their rC$pCdhte plwmacare plau. Tbe result hu 
bcea the growtJa ot large and profiaabte Canadiaa-owued generic 
pharmaceutical firms. wb.ida in turn led to lower prica. Needless to say, this 
&Sped o( compulsory liceasiag permitting a competitor (icncric firm) to 
import and produce a copy ol the patent holder's product (brand name) lw 
bcea the object of intease political Jobbyi.ag by the patent-holding rums. 
There was no such thing as patent cxdusmty for u inventioa o( medicine. 
Indeed a.n applicant could apply tor a compulsory license immediately upon 
the grant of the parent. 

Restoration o( patent exclusivity and revocation of compulsory licensing for 
patented mcdjcine had for some time been the elusive goal of the patent· 
holding rlnDS. Rcac:tiog to the pharmaceutical lobby, the government 
appointed Dr. H.C. Eastman as Commissioner to inquire into and report upon 
the then current situation in the pharmaceutkaJ industly in Canada. The 
Commissioner's report was submitted on February 28, 1985. 

The government's response to the Eastman report was the i.otroductioo iu 
Parliament of Bill C·22, entitled •All Act to amend the Patent Act and to 
proYidc for certain matters in relation thereto•, 33rd Part.. 2nd Scss. (1986). 
It was given first reading oa November 7, 1986. The Bill. following its usual 
Jcgislati"JC route including several references lo both the House of Commons 
Legislative Committee and the Special Committee of the Senate, was 
eventually passed by Parliament and received Roya! Assent on November 19, 
1987 (Sec S.C. 1987, c. 4~ also R.S.C. 198S, c. 33 (3rd Suppl.)). 

It is widely acknowledged that s. 14 of Bill C-22 created a new regime of 
patent ~dusivity applicable to medicines. The amending provisions were 
designed to gj'f'C back some measure ol patent exclusivity to the brand name 
firms. While compulsory licensing was retained, it carried with it a prolul>itioa 
Crom exercising any rights obtained under the compulsory license for periods 
varying generally Crom sevca to ten years. 

Patents in respect of mcdici.oc, as for any other patent, arc issued for 17 or 
~year terms. What is exceptional about these patents, however, is the 
provision for their immediate compulsory licensing. The new regime does not 
change this unique provisioa.. It merely prohl"bits a licensee from cxucisiag 
the rights givca uodct the license for a particular period of time. lo other 
words. a monopoly is created for the patent holder for the period during 
which the &censce is prolu'bited Crom working the patent. 

Under this limited monopoly, it was rec:ognizcd that the price of new 
medicines would be introduced and maintained at higher Jcvc:Js than otherwise 
would be the case with c:ompctit.ioo under compulsory licensing. Tbe 
increased rmancial return to the brand DaJDC fUlll was expected to CDCOW'agc 

pharmaceutical research and dcvclopmcnt iu Canada. From the govcrnmeal's 
standpoint. growth of this industry with cohaoccd employmcot opportunities 
was considered co be a desirable objccmc. 01l the other band. legitimate 
concerns arose that. :from the consumer's standpoint. prices might csc:alate to 
unacceptable ~during the cxcJusMty period. To counteract this mischief, 
the impugned amending prOYisions were also li.oked to a regulatory scheme 
to be administered by the Board referred to earlier. 

The sclleme in this part of the Patent Act is sinu1ar to other statutory 

schemes to regulate monopolies such as the Canadian Radio-Television and 

Telecommunications Commission and the National Energy Board. The Board 

~d its staff are receiving a constant supply of information on prices of 
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medicines. In my view, information supplied pursuant to statutory authority 

for purposes of economic regulation is, prima facie, confidential. 

In this case there has been very extensive disclosure to CIBA as 

outlined briefly earlier in the Facts. In sworn material submitted to this Court 

the Manager of Compliance and Enforcement testified that: 

IC the investigation suggests that the price exceeds tbe Guidelines, the patentee 
is notified, provided with the basis of Board stairs conclusion, and the 
patentee is provided an opportunity to submit a VCU to adjust its price. 
Whether the patentee submits a VCU, or refuses lo do '°• the matter is 
referred lo the Chairperson of the Board, who may either accept the VCU or 
may issue a Notice of Hearing. In this regard, Board staff prepare a 
confideotiaJ report which is forwarded to the Chairperson. 

The Manager was not cross-examined on the need for confidentiality. 

Section 96 of the Act empowers the Board, with the approval of the 

Governor in Council, to make general rules for regulating its practice and 

procedure. The Board uses proposed rules at the present time. Subsection 

97(1) provides that: 

'77. (1) All procee~ before the Board shall be dealt with as informally and 
expeditiously as the circumstances and considerations of fairness permit. 

The Board has made a decision refusing disclosure of the documents 

requested and I should give such a decision curial deference unless fairness 

or natural justice requires otherwise. Disclosure cannot be decided in the 

abstract. The Board is supposed to proceed efficiently and to protect the 

interest of the public. This requires. inter alia, that a hearing shall not be 

unduly prolonged. Certainly, the subject of an excess price hearing is entitled 

to know the case against it. but it should not be permitted to obtain all the 

evidence which has come into the possession of the Board in carrying out its 

regulatory functions in the public interest on the sole ground that it may be 

r~levant to the matter at hand. The Board's function is not to obtain 

information solely for investigative purposes; its primary role is to monitor 



prices. In its decision, the Board recognized the need to balance its duty to 

the applicant against limiting its ability to discharge its responsibilities in the 

public interest on an ongoing basis. The Board has exercised its duty properly 

in the case at bar. 

In deciding whether the Board's decision to refuse disclosure in this 

matter is correct I must also examine the question in light of the disclosure 

by the Board to date. I have already outlined the extensive amount of 

disclosure provided by the Board in numerous meetings and otherwise. I also 

note the future disclosures that the Board has agreed to provide. 

In summary, when the statutory scheme of this Board is looked at, the 

Board is a regulatory board or tribunal. There is no point in the legislature 

creating a regulatory tribunal if the tnbunal is treated as a criminal court. 

The obligations concerning disclosure imposed by the doctrine of fairness and 

natural justice are met if the subject of the inquiry is advised of the case it has 

to meet and is provided with all the documents that will be relied on. CIBA 

has been provided with much more than the minimum disclosure required to 

enable it to meet the case. Law and policy require that some leeway be given 

an administrative tdbunal with economic regulatory functions, if, in pursuing 

its mandate, the tnouoal is required by necessity to receive confidential 

information. It is not intended that proceedings before these tnounals be as 

adversarial as proceedings before a court. To require the Board to disclose 

all possibly relevant inf onnation gathered while fulftlling its regulatory 

obligations would unduly impede its work from an administrative viewpoint. 

Fairness is always a matter of balancing diverse interests. I find that fairness 

does not require the disclosure of the fruits of the investigation in this matter. 
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Since I have determined that the applicant is not entitled to the fruits 

of the investigation, I must determine whether the applicant is entitled to all 

documents placed before the Chairperson or other members of the Board. 

Again I must examine this problem in light of the statutory scheme of this 

Board. 

In my view, the reasoning in Canadian Cable T. V. Association v. The 

American College Sports Collective of Canada, [1991] 3 F.C. 626 (C.A) is still 

valid even though it was decided prior to Stinchcombe. In that case, the 

Copyright Board had both an investigative and an adjudicative function, such 

as the Board here has. The applicant made the same argument in that case 

as was made before me. The applicant submitted that he was: 

prejudiced in all the circumstances, not by any reason of any adverse efTect. 
but rather by being denied the opportunity to exploit in its favour the evidence 
reccr.-cd.. 

In his reasons, the dissenting member of the Board referred to 

information not placed before the Board at the hearing. The majority did not 

ref er to this information. The Court rejected the applicant's argument, saying 

at p. 650, that there was 

not a shred of evidence that any of the information received (by the dissenting 
member) had any influence whatsoe~. on the Board's decision, that is to say, 
on the decision of the Board majority. 

The test is whether the Board acted on evidence which was prejudicial 

or had an adverse effect on the applicant MacGuigan J A elaborated on this 

at p. 650: 

ID my opinion, this review ol the case law indicates the fallacy of the 
applicant'' argument. C.Ontruy to its content.ion that a court wiD not inquire 
into the question of prejudice, aD ol the authorities which focus oa the matter 
show that the questioa ol the poS51Dility ol prejudice is the fundamental issue: 
Kane, Consolidattd-BaJhunt, Cardinal Insruanu, ClWI Emp11J)'US' Union, and 
Heda M"uaing. 

• • • The .authorities, moreover, have taken •prcjudiciar ia the sense ol 
•adverse effect". 
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Many of the questions resolved above are also relevant with respect to 

the second issue; that is: whether the applicant is entitled to all of the 

documents placed before the Chairperson or other members of the Board. 

I will not review them a second time. This is not a case where individual 

rights are an issue, it is a case of economic regulation, which is not in form 

or substance criminal, nor does it involve the procedural safeguards 

constitutionalized in section 7 of the Chaner. 

CIBA sought in particular to have the Board's report disclosed. This 

report was prepared for the Chairperson and was only used to decide if a 

Notice of Hearing should issue. It is no different than any other document 

put before the Board. The documents only become relevant if the Board is 

going to rely on them. 

The Chairperson has stated that the Boarcfs duty in law is: 

to maJce its decision on the basis oC the evidence placed and tested before it 
during the hearing. 

Accordingly there is no prejudice and no adverse effect to the applicant when 

it does not receive all the documents in the Boanrs possession. If the Board 

should rely on evidence not before it, then it would be open to the applicant 

to bring a further application at that time. 

The application is dismissed.· 

<YITAWA, ONTARIO 
May 3, 1994 
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