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RESUME

Au cours des années 60, les administrations fé&dérale et
provinciales se sont beaucoup préoccupées du prix élevé des
médicaments d'ordonnance au Canada. Aprés la parution de toute
une série de rapports et les travaux de plusieurs commissions, un
certain nombre de réformes ont été amorgées. Par exemple, au
niveau fédéral, la Loi sur les brevets a €té& modifiée en 1969
pour permettre l'attribution d'une licence autorisant
l'importation de mé&dicaments encore proté&gés par un brevet. Une
redevance a &té &tablie @ 4 % du prix de vente demandé& par le
détenteur de la licence. A des degrés divers, les
gouvernements provinciaux ont mis en oeuvre des mesures
législatives et des programmes pour encourager l'utilisation des
produits généralement meilleur marché offerts par les
bénéficiaires de licences. Les médecins ont &té avisés des prix
de différentes marques du méme médicament ainsi que du fait
qu'elles étaient certifiées comme équivalents thérapeutiques par
les provinces. 11 fut permis aux pharmaciens, dans certaines
conditions, de choisir une marque moins chére que celle prescrite
par le médecin, le médecin et le pharmacien &tant proté&gé&s contre
tout recours en loi. Dans le cadre de leurs programmes
d'assurance-médicaments, les gouvernements ont &tabli, pour la
détermination des prix, des régles qui favorisaient l'utilisation
de marques meilleur marché. La présente &tude tente d'évaluer
l'effet de ces mesures sur le prix des médicaments et sur la
performance de 1l'industrie des produits pharmaceutiques, en
mettant 1l'accent plus particuli@rement sur la modification de
1969 & la Loi sur les brevets, qui portait sur les licences
obligatoires. En outre, l'auteur accorde une attention
particuliére 38 la vente au détail en Colombie-Britannique, en
Ontario, au Québec et en Saskatchewan.

Voici, en résumé, les principales conclusions de
l'étude. Les prix & la production ont diminué, souvent de
beaucoup, dans le cas des produits pharmaceutiques soumis a la
concurrence des médicaments vendus sous licence. Ces réductions
de prix ont été "refil&es" au consommateur, sur le marché
hospitalier, et se sont répercutées aussi, & des degrés divers,
sur les marchés provinciaux de vente au détail. Il n'est pas
rare que des dépenses pour un médicament particulier vendu sous
licence soient inférieures de 50 % & ce qu'elles auraient é&té
sans la licence obligatoire et autres applications connexes de la
politique pertinente. Cela n'empéche pas d'ailleurs la
réalisation d'autres gains, souvent considérables, sur presque
tous les marchés.

L'auteur évalue la performance de 1l'industrie des
produits pharmaceutiques en vue d'étudier les effets du principe




de la licence obligatoire sur certaines variables clés, comme le
niveau de la recherche et du développement, le moment de
l'introduction de nouveaux médicaments sur le marché&, le prix des
produits pharmaceutiques auxquels la licence obligatoire ne
s'applique pas, la conjoncture relative aux investissements, la
balance commerciale et la publicité. Malgré un certain nombre de
difficultés liées 3 la méthode utilis&e et aux données, les
renseignements recueillis indiquent que les licences obligatoires
pour l'utilisation des brevets n'ont eu qu'une incidence trés
faible ou méme nulle sur la performance des indicateurs, choisis
aux fins de la présente &tude, de l'industrie des mé&dicaments.

Etant donné ces constatations, 1'étude recommande que
le principe de la licence obligatoire soit retenu tel quel.
D'autres recommandations portent sur les moyens d'abaisser les
prix de détail des médicaments. Le montant d'une ordonnance
comprend les frais de préparation payés au pharmacien et le cofit
des ingrédients ou des médicaments, quli représentent
respectivement environ 50 % du total (bien que dans le cas des
médicaments commercialisé&s sous plusieurs marques, la part des
premiers soit beaucoup plus &levée). Les modifications
recommandées au systéme des prix de détail permettraient au
marché de fixer lui-méme ces frais, ce qui forcerait les

-

gouvernements provinciaux & se retirer de ce genre de
gociations. Les colts des médicaments (c'est-d-dire des
//fﬁfﬂﬂ-?ﬁgrédients) continueraient, d'autre part, & étre &tablis en
grande partie par le gouvernement. Cependant, l'&tude recommande
un certain nombre d'améliorations qui, bien qu'elles laissent au
march& un rble plus &tendu, quoique encore limité, devraient
favoriser un meilleur contrdle des colits des ordonnances par les
gouvernements provinciaux, les avantages allant au consommateur,
sous forme de prix plus faibles, et au contribuable, sous forme
de ré&duction 4'impdt. Vu le vieillissement de la population et
les contraintes qui pésent actuellement sur les budgets de tous

les gouvernements, ces recommandations sont particuli&rement
opportunes.
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SUMMARY

Throughout the 1960's there was considerable concern at
both the federal and provincial levels of government about the
high price of prescription drugs in Canada. After a series of
reports and commissions a number of reforms were introduced. At
the federal level the Patent Act was amended in 1969 to allow
licences to be granted for the importation of drugs still subject
to patent protection. A royalty level of 4 percent of the
selling price of the licensee was set. Provincial governments,
in varying degrees, introduced legislation and programmes to
encourage the use of the generally lower priced licensee brands:
physicians were informed of the prices of different brands of the
same drug and of the fact that the province certified these
brands as therapeutically equivalent; the pharmacist, under
certain conditions, was allowed to select a lower priced brand
than that prescribed by the physician; both physician and
pharmacist were exempted from legal liability where such
selection took place; pricing rules were established as part of
government drug reimbursement programmes which promoted the use
of lower priced brands. This study attempts to evaluate the
impact of these measures on the price of drugs and on performance
of the drug industry, with particular emphasis on the 1969
amendment to the Patent Act - compulsory licensing. In the
retail sector special attention is paid to the situation in
British Columbia, Ontario, Quebec and Saskatchewan.

The major findings of the study can be summarized as

follows: prices have fallen, often subgtantially, at the level
of the manufacturser for those drugs subject to licensee

competition. These price reductions have been passed on to the
consumer in the hospital market and, in varying degrees, in the
provincial retail drug markets. It is not uncommon for
expenditure on a particular licensed drug to be reduced by 50
percent from what it would have been without compulsory licensing
and associated policy measures. Nevertheless further gains,
often of considerable magnitude, can be achieved in virtually all
markets.

The performance of the drug industry is assessed with a
view to examining the impact of compulsory licensing on such key
variables as the level of R & D, the date of introduction of new
drugs, the price of drugs not subject to compulsory licensing,
the investment climate, the balance of trade and advertising.
Despite a number of methodological and data problems the
accumulated evidence suggests that compulsory patent licensing
has had very little, if any, impact on the industry performance
indicators selected for study.

In view of these findings, the study recommends that
compulsory licensing be retained in its present form. Other
recommendations concern methods for lowering of drug prices at
the retail level. The price of a prescription consists of the
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dispensing fee paid to the pharmacist for his professional
services and the ingredient or drug cost, with each accounting
for approximately 50 percent (although for drugs with several
brands the dispensing fee is a much higher proportion of the
total prescription price). Changes recommended in the retail
pricing system would allow the dispensing fee to be set by market
forces thus extricating provincial governments from negotiation
in the fee setting process. Drug (i.e., ingredient) costs, on
the other hand, would continue to be set largely by government,
although a number of suggested improvements are recommended, but
with a limited, though expanded, role for the market. The
proposals should enable better control over the prescription
costs to be exercised by the provincial governments, with
benefits accruing both consumers in the form of lower prices and
taxpayers in reduced tax bills. Given the aging of the
population, and the fiscal restraint at all levels of government,
these proposals are particularly relevant at this time.
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INTRODUCTION

Throughout the 1960's there was considerable concern,
at both the federal and provincial levels, over the "high" price
of drugs in Canada. This concern manifested itself in a series
of federal government reports, starting in 1961 with that of the
Director of Investigation and Research, Combines Investigation
Act, followed by the Restrictive Trade Practices Commission,
1963, the Royal Commission on Health Services, 1964, and finally,
in 1967, the report of a Parliamentary committee under the
chairmanship of Mr. Harry C. Harley. There was substantial
agreement as to the facts, the problem and its resolution among
these reports. Briefly, prices were considered high both in
relation to production costs and to prices in other advanced
western industrialized countries. It was believed that the chief
culprit facilitating this state of affairs was the 17 year patent
protection afforded drugs. The suggested solution was a
substantial reduction in such patent protection, ranging from
outright abolition of patents to some form of compulsory
licensing.

In June, 1969 the Parliament of Canada passed section
41(4) of the Patent Act, with the intention of stimulating compe-
tition in the supply of patented drugs. In essence, this amend-
ment has meant that upon payment of a four percent royalty a
licence can be obtained to manufacture and/or sell a patented
drug. Among OECD countries, with the exception of Italy which
does not allow patents on drugs, the compulsory licensing pro-
vision in section 41(4) of the Canadian Patent Act is unique.

The federal and provincial governments also introduced
measures designed in part or in whole to facilitate the success
of section 41(4): wvirtually all provinces passed laws allowing
the pharmacist to select a cheaper for a more expensive brand of
the same drug; information on the therapeutic equivalence and
price of patentee and licensee drugs were provided (initially by
the federal government and subsequently some of the provinces) in
order to encourage the physician to prescribe and the pharmacist
to dispense the lower priced brand; and provincial governments
began to provide drugs free of charge, in whole or in part, to
certain sections of the population, particularly those over 65
years of age and/or on welfare. In several instances specific
measures were introduced which, in effect, resulted in mandatory
selection of the lowest priced brand of a particular drug. While
such schemes were limited to the public provision of drugs they
may, nevertheless, have an effect on the entire retail market.

The objective of this paper is to assess the impact of
section 41(4), and concomitant measures, not only in terms of
lowering drug prices but in the wider context of the performance
of the drug industry. Since compulsory licensing is now 10 years
old enough experience should be available to judge its success.
Furthermore policy questions at both levels of government make
such an investigation timely. Provincial governments can antici-




pate increases in their drug bills as persons over 65 years of
age, who typically have their drugs supplied free of charge,
increase in number. Thus, pressures will build up to reduce drug
costs. By studying and evaluating several existing provincial
programmes, in the context of compulsory licensing, those
measures that are most effective in reducing drug costs can be
isolated and perhaps refined in the future.

At the present time the federal government is consider-
ing revisions to the Patent Act. 1In 1976 the federal Department
of Consumer and Corporate Affairs issued its Working Paper on
Patent Law Revision, which considered the compulsory licensing
question. In response to this a number of briefs were submitted
by a variety of groups. More recently, in 1980, the federal
Department of Industry Trade and Commerce has released a dis-
cussion paper and five background papers on the domestic health
products industry which touched on the subject of compulsory
licensing. Hence this study, which concentrates exclusively on
compulsory licensing and concomitant measures, should provide
additional information for policy-makers considering prospective
changes in the law.

The study is divided into eight chapters and a number
of appendices. Chapter I provides an overview of the present
legal, institutional and economic framework and environment
within which drugs are manufactured, prescribed and dispensed.
The legislation, history and interpretation of compulsory licens-
ing is discussed in Chapter II. Although the legislation dates
back to 1923 the focus of attention is on the 1969 amendments to
the Patent Act allowing a compulsory licence to be granted for
the importation of either the raw material or the final dosage
form. The purpose of Chapter III is to look into the patterns
and determinants of compulsory licensing: What factors determine
which drugs are licensed? In which pharmacologic - therapeutic
categories are most licensed drugs classified? How many licensed
drugs actually result in a product on the market? The next two
chapters, IV and V, are concerned with the identification,
characteristics and marketing strategy of the firms which have
acquired compulsory licences (the licensees) and those firms
which own the patents subject to licensing (the patentees). The
impact of compulsory patent licensing on drug prices and
expenditure is discussed in Chapter VI. Particular attention 1is
paid to a large buying group of hospitals, Hospital Purchasing
Incorporated of Toronto, and the retail markets in British
Columbia, Ontario, Quebec and Saskatchewan. The effect of
compulsory licensing on R & D, the balance of trade, the rate of
introduction of new drugs, the investment climate and advertising
is studied in Chapter VII. The final chapter, VIII, provides an
overall assessment of the impact and success or failure of
compulsory licensing and concomitant measures. Some possible

suggestions for future policy are also presented and critically
examined.




CHAPTER 1

THE LEGAL, ECONOMIC AND INSTITUTIONAL FRAMEWORK: AN OVERVIEW

1.1 Introduction

In order to be able to assess and comprehend the im-
pact of compulsory patent licensing, an understanding is needed
of the legal, institutional and economic framework or environment
within which prescription drugs are manufactured, prescribed and
dispensed. A comprehensive analysis and discussion of this en-
vironment is both unnecessary and impractical. Instead, the ob-
ject here is much more modest - to present an overview of the
environment sufficient that the skeleton of the system can be
understood. Detail will be added to those parts which are
particularly relevant to this study.

This chapter is divided into several sections. Section
1.2 outlines the delivery system for prescription drugs, from the
manufacturers to the consumer (i.e., patient). The remaining
sections consider issues which relate to the delivery system, but
generally refer to more than one participant and are of particu-
lar relevance to compulsory patent licensing: interchange-
ability; product selection; government reimbursement programmes.
The final section, 1.5, presents a brief summary and some
inferences.

1.2 The Delivery System For Drugs

1.2.1 1Introduction

There are five main participants in the delivery
system: manufacturer; physician; pharmacist; patient; and
governments, both at the federal and provincial levels. The role
of each is briefly described as well as the economic and other
factors that are likely to influence their behaviour with respect
to prescription drugs. A final section, 1.2.7, distinguishes
between the hospital and retail prescription drug markets.

1.2.2 Manufacturerl

The manufacturer is responsible for the preparation of
the final dosage form of a prescription drug suitable to be ad-
ministered to the patient. This usually takes place in Canada.
In contrast, the drug's raw material (i.e., bulk active in-
gredient) is imported from a small number of plants which supply
the worldwide needs of the industry. This pattern of production
and location reflects the low absolute volume of worldwide pro-
duction and the relatively small size of the Canadian market.
The value added in final product preparation in Canada, however,
is often substantial.

The number of manufacturers of prescription drugs in
Canada is (depending upon the source) between 66 and 120 for




1979 3 The actual number is probably toward the upper limit

of the range. Manufacturers typically specialize in groups of
drugs in a particular therapeutic category or categories. Most
of the larger manufacturers are foreign-owned and fully in-
tegrated, owning both the raw material and final dosage prep-
aration production facilities.

Manufacturers of drugs can be divided into three
categories for the purposes of this study: licensees (i.e.,
those firms that have taken out compulsory licences under
section 41(4) of the Patent Act); patentees (i.e., those firms
that own patents for which a compulsory licence has been issued
by the Commissioner of Patents); and other (i.e., neither
licensee nor patentee). An indication of the relative impor-
tance of these three groups can be gained from an estimate of
their respective shares of the Saskatchewan prescription drug
market in 1977-1978,4

Category §
Patentee 71
Licensee 8
Other? 21

As can be readily observed, patentees and licensees together
account for 79 percent of sales of prescription drugs, with the
patentees clearly predominating. In other words, the study of
compulsory licensing has relevance to virtually the whole in-
dustry. Even those firms which account for 21 percent of in-
dustry sales and are neither patentee nor licensee may own
patents for which licences will be issued. For example, Fisons
Ltd. is a U.K. multinational firm which has a subsidiary in
Canada and owns patents relating to several drugs, but the
Commissioner of Patents has not issued a compulsory licence for
any of these drugs to date. Chapter IV discusses the licensees
in some detail, while the patentees are the subject of Chapter
V.

1.2.3 The Physician6

The physician's role in the delivery system is that of
prescribing a particular drug as treatment for the diagnosed
illness of the patient. Only a qualified medical practitioner
(1.e., physician or dentist) can write a prescription, defined
as, "...an order [or authorization] given by a practitioner
directing that a stated amount of any drug be dispensed for the
person named in the order" (Canada, Department of National Health
and Welfare, 1979a, p. 8). The prescription can fall into one of
three categories.

(1) Open Prescription: the physician writes the generic
or proper name of the drug. For example, instead of
Valium (i.e., the brand name) the physician writes

diazepam. The choice of brand, in the case of a |
multisource drug, is then delegated to the pharmacist,




constrained by whatever provinicial regulations have
been enacted.

(2) No Substitution: the physician writes a specific brand
name (e.g., Valium) and the words "no substitution" in
which case the pharmacist must dispense the brand
named.

(3) Brand Name: the physician writes a specific brand name
(e.g., "Valium") but the words "no substitution" do not
appear on the prescription. In such instances, as with
an open prescription, the pharmacist has discretion,
subject to provincial regulations, to select a
different brand from that named in the prescription.

Physicians at the time of the introduction of compulsory
licensing typically wrote brand name prescriptions with the brand
being specified that of the patentee. Only one province,
Alberta, allowed the pharmacist to product select. 1In the 1970's
the federal and some of the provincial governments attempted to
influence the prescribing habits of doctors such that the lower
priced brands became prescribed more frequently. These efforts
are discussed in section 1.3 below.

1.2.4 The Pharmacist’

Only a registered pharmacist may dispense a pre-
scription drug upon receipt of a physician's prescription. Less
than one percent of all prescriptions require the pharmacist to
compound different chemicals to meet the requirements of the
prescription. In most instances, the pharmacist takes the dosage
form (e.g., tablets, ointment) from a large container and places
it in a smaller container for the patient's use. The compounding
that was originally virtually all conducted by the pharmacist is
now done by the manufacturer. However, the pharmacist may (must
in Quebec) keep patient's records which can be used to assess
actual or potential adverse drug interactions. The pharmacist
may also provide advice and information that the patient may
require in administering the prescription drug.

The total number of licensed pharmacists in Canada has
increased steadily since the mid-1960's, from 10,147 in 1967, to
11,629 in 1972 and 15,328 in 1977. However, because the rate of
increase of the total population has been smaller, the population
served per pharmacist has declined steadily from 2,028 in 1967 to
1,529 in 1977. There are, however, noticeable provincial dif-
ferences, with one pharmacist on average in 1977 serving 2,173
people in Quebec, 1,609 in Ontario, but 712 in Saskatchewan.

The pharmacist, in the role of a dispenser of drugs, is
a health professional, in the same sense as the physician in a
prescribing role. As such, a professional body, created under
provincial law, is normally responsible for overseeing the dis-
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cipline and conduct of pharmacists on behalf and in the interests
of the public. This body can make rules and regulations which
relate not only to matters such as standards of ethics, quali-
fication, knowledge and skill, but also ownership of a pharmacy,
and price disclosure or similar devices such as gifts, rebates,
and bonuses. The professional body, which in many cases is
referred to as a College of Pharmacists or a Pharmaceutical
Association, is responsible for enforcing these rules and
regulations by the use of fines and by revoking or suspending the
pharmacist's licence.

The pharmacist is not only a health professional, but
also, frequently, a small businessman selling such items as sun-
glasses, toiletries, over-the-counter drugs (i.e., drugs which
can be advertised to the general public and require no
physiciar's prescription) and newspapers. The dispensing of
prescriptions is therefore seen in strict profit and loss terms
by the pharmacist in his role as a businessman, especially in
view of the increasing significance of prescription drugs in
overall pharmacy operations, as the following figures
demonstrate:

Percentage of prescription

Year to total pharmacy sales
1954 19.8
1964 27.4
1974 Bkl

Note: This information should be interpreted with
some care as a result of the low response
rate to the survey.

Source: Canadian Pharmaceutical Association,
(1975, Table 32, p. 43).

Frequently an association exists, again organized on a provincial
basis, to take account of and represent the pharmacist's economic
interest, e.g., the Ontario Pharmacists' Association, the

B.C. Pharmacists' Society and the Independent Retail Druggists
Association of Quebec Inc. In the case of pharmacists in B.C. an
agreement in 1969 to charge $1.00 for filling welfare prescrip-
tions resulted in a conviction and fine under the conspiracy
provisions of the Combines Investigation Act. These associ-
ations usually negotiate the remuneration for dispensing a pre-
scription with the relevant government agencies in those pro-
vinces which operate drug reimbursement programmes. Section 1.4
below discusses and describes these programmes.

The pharmacist has traditionally priced the pre-
scription drug by following the recommended price of the manu-
facturer, with little or no price disclosure by the pharmacist.
However, with the advent of many multisource drugs and provincial
involvement in drug reimbursement programmes and also on the
initiative of pharmacists, the compensation to the pharmacist for
dispensing a prescription drug has been divided into two parts:




a dispensing fee for the professional service of the pharmacist
and an ingredient cost, representing the cost of the drug to the
pharmacist. This method of pricing was intended to remove the
incentive present under a mark-up system, to dispense higher
priced drugs. Again, there is little or no price disclosure by
the pharmacist. In the late 1970's, depending upon the province,
the dispensing fee accounted for between, on average, 40 and 50
percent of the price of a prescription. In some instances,
particularly for multisource drugs, the ingredient cost contains
a mark-up for the pharmacist, depending upon the province.

Hence, the 40-50 percent range is, on average, the minimum that
the pharmacist receives of the prescription dollar. The issue of
dispensing and ingredient cost is discussed further in Chapters
VI and VIII below, while the discussion in sections 1.3 and 1.4
below addresses the rules and regulations concerning the choice
of brands of a drug to which a pharmacist is subject, both in
general and under government reimbursement programmes,
respectively.

1.2.5 The Patient8

The patient is the final consumer of prescription
drugs. There are several characteristics of the patient's
demand for drugs which should be noted. Most of these are
generally well accepted both inside and outside the health care
sector. First, the demand for drugs is highly price inelastic.
In other words, for wide variations in the price of drugs, total
consumption changes only marginally. This is not at all a sur-
prising statement. Drugs are often a matter of life and death,
or, at least, the difference between good and bad health. The
consumer is often in no position to question the judgement of the
physician to whom, implicitly at least, the decision as to
whether a drug is an appropriate therapy is delegated. Second,
those people in the older age categories have a greater demand
for drugs measured in terms of the average number of prescri-
ptions. Such prescriptions are usually higher priced. For
example, for the U.S. in 1973 the following variation of demand
with age was observed:

Prescriptions Average Price
Age Group per Capita per Prescription
($)

0-16 3.2 33,9
17-24 4,2 377
25-44 58 4,33
45-64 sl 5019
65 and
over 14.4 5.09

The limited evidence available for Canada is consistent with this
finding. For example, in Ontario, for 1979, while those over 65
constitute 9.5 percent of the province's population, they
accounted for approximately 20 percent of total expenditures on
prescriptions. As the age structure of the population of Canada




changes in the next 50 years or so, such that the age group over
65 increases substantially in importance, the demand for drugs is
likely to increase considerably. Third, the patient in
purchasing a prescription drug can fall into one of several
categories. At one extreme the patient bears the full cost of
the prescription (i.e., cash-paying customer) while at the other
the patient bears none or only a portion of the cost of the
prescription. For example, persons over 65 typically receive
drugs free of charge or at a substantial discount under pro-
vincial drug reimbursement programmes. The cash-paying customer
has an incentive, given the physician has prescribed a certain
number of drugs, to minimize his expenditures on such drugs.
However, as already noted, there is little or no disclosure of
either the dispensing fee or the price of the most popular
selling drugs. On the other hand, the non-cash paying customer
will minimize things such as walking distance to the pharmacist.
Government reimbursement programmes, in part, are an attempt to
stimulate market prices which are then used as a method of
reimbursement to the pharmacist. These programmes are considered
in section 1.4 below, together with some of the pricing rules.

l1.2.6 Governments

Governments, at both the federal and provincial
levels, have a number of important roles to play in the
delivery system for drugs. The federal government's major
function is to certify that all new drugs introduced in the
Canadian market are safe and efficacious with respect to the
claims made by the manufacturer. 1In addition, the federal
government inspects manufacturing facilities, conducts continu-
ing surveillance once a drug is marketed, and prohibits the
advertising of the therapeutic properties of prescription drugs
to consumers while controlling the content of any such
advertising directed at the physician and pharmacist. However,
in the mid-1970's some measure of price disclosure was permitted
by pharmacists, under the Food and Drugs Act, when regulation
C.0.1.044 was amended to read, in part, "No person shall
advertise to the general public a Schedule F [i.e., prescription
drugs] except in respect of the name, price and quantity of the
drug...." The federal government derives its legal authority
from the Food and Drugs Act, which is administered by the
Department of National Health and Welfare.

The provincial governments are responsible for the
professions of pharmacy and medicine, and attendent regulations
and laws. For example, although regulation C.0l1.044 permits
price disclosure by pharmacists, it is within the authority of
provincial governments to agree or disagree. Other laws include
the product selection laws discussed in section 1.3 below. The
various programmes to reimburse patients and/or pharmacists for
prescription drugs, detailed in section 1.4 below, are organized,
operated and controlled at the provincial level. 1In a few
instances, however, this may be contracted out to a third-party,
as occurs in Alberta.
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1.2.7 Retail vs. Hospital Market?

The retail market refers to prescription drugs pur-
chased by individual or groups of pharmacists from manufacturers
for resale through a pharmacy to members of the general public
upon presentation of a valid prescription. Most of the dis-
cussion in sections 1.2.4 (the pharmacist) and the latter part of
1.2.5 (the patient) were concerned with the retail market. The
hospital market refers to prescription drugs purchased by hos-
pitals, either individually or frequently as members of a buying
group, from manufacturers, for administering to patients in the
care of the hospital. Although estimates vary, it would appear
that between 10 and 20 percent of the prescription drug market is
accounted for by the hospital market. However, for individual
drugs this can vary considerably. The major difference between
the two markets is that the hospital market is much more price
sensitive. Buying groups of hospitals operate tendering systems
which, other things equal, select the lowest price brand amongst
a group of interchangeable brands. Physicians in the hospital
are often required to delegate brand selection to a Drugs andg
Therapeutic Committee to facilitate the successful operation of
the tendering system. In view of the greater significance of the
retail market, most attention is paid to it in this study.

1.3 Interchangeability, Formularies and Product Selection Laws

1.3.1 1Introduction

One of the topics in the pharmaceutical industry which
has generated considerable debate is the question of whether two
brands of the same drug are therapeutically equivalent. 1In other
words, if the patient is given firm A's brand of diazepam instead
of firm B's, or vice versa, will the effects be exactly the same?
Equivalence implies that different brands of the same drug are
interchangeable.

The following, somewhat stylized account, shows why the
issue of drug equivalence and interchangeability has been and
continues to be of significance in the context of compulsory
licensing. The account refers to the 1960's, although it would
appear to be equally applicable to the period from World War II
until 1960, and discusses government attempts to change the
situation.

The first firm to sell a drug is generally the orig-
inator or inventor, armed with patent protection. Such firms are
usually large, well-established multinationals with a good repu-
tation amongst both physicians and pharmacists. The new drug is
introduced and promoted via a brand name to the medical pro-
fession. On the other hand, there are sellers of the "same" drug
that can be characterized as small, conducting relatively little
research into new drug therapy, perhaps not very well established
and without the ability to engage in extensive promotion to phy-
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sicians and pharmacists. The smaller firm will typically launch
its brand some years after the originator has been selling the
drug. However, the smaller firm's price will usually be sub-
stantially lower than the originator. Under such conditions the
physician, in the words of the Harley Committee (1967, p. 16)
",..prescribes those drugs he has heard of, has read of, and has
some knowledge of - he is a cautious man and prescribes the drug
manufactured by a company known to him." This is as a rule, not
surprisingly, the originator.

The problem of devising ways and methods of encouraging
physicians to prescribe and pharmacists to dispense lower priced
brands of the same drug was addressed in the various federal in-
quiries into the price of drugs in the 1960's, and subsequently
in a number of provincial reports and legislative moves. One
method was the provision of information to physicians and pharm-
acists concerning the quality and price of different brands of
the same drug, eventually leading some provinces to certify
interchangeability for a list of brands of the same drug. This
list is published in a formulary. A second method was the
authority, under certain circumstances, given to pharmacists to
select, for the benefit of the patient, a lower priced brand of
the drug named in the prescription. In section 1.3.2 infor-
mation, formularies and interchangeability are considered, while
in section 1.3.3 product selection laws are outlined and
discussed.

1.3.2 Information, Interchangeability and Formularies

One of the major recommendations of the Harley
Committee (1967, p. 17) was that the federal government publish
and distribute free "... an information bulletin to the medical
profession giving complete details on drugs and their actions and
reviewing major drug uses in Canada." Such a review would
detail, among other things, the proper or generic name of the
drug, all manufacturers of the drug, comparative costs and
clinical equivalency of these various manufacturer's brands, as
well as any problems associated with the manufacturer's product,
including toxicity, impurity and court actions. The Harley
Committee was convinced such a programme would pay for itself in
more frequent prescribing and dispensing of lower priced drugs.
Although the recommendations of the Harley Committee were aimed
primarily at the federal level, both levels of government
responded. This section outlines, briefly, the initial response
of the federal government and the subsequent action of the
various provinces.

Federal Responsell The federal Department of

National Health and Welfare in direct response to the Harley
Committee's recommendations introduced the Drug Quality Assurance
Programme, commonly referred to as QUAD, in 1971. (This was
preceded by a publication called the Ry Bulletin, which

provided information on drug price and quality very soon after
the Harley Committee's report was published). Information on
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drug quality, standards of manufacturer, prices and clinical
tests were provided in a publication entitled QUAD REVIEW, which
was distributed free to pharmacists and physicians on four
occasions between 1972 and 1975. No QUAD REVIEWS were issued
subsequently, partly because this function has largely been
conducted by the provincial governments. The QUAD programme has
instead evolved into a central co-ordinating and information
gathering agency, in which the provinces have an important role
in ranking and selecting, for example, those drugs upon which
comparative bioavailability studies should be conducted. The
information is then distributed to provincial governments.

In sum, the QUAD programme has provided information
initially to physicians and pharmacists and subsequently to
provincial governments, on drug quality and comparability. It is
important to note that QUAD did not certify that two brands of
the same drug were interchangeable, nor did it empower pharma-
cists to select a different brand from that specified in the
physician's prescription, since neither was part of the QUAD
mandate. The programme administrators recognized these
limitations. In a statement at the time the QUAD programme was
launched, the federal Minister of National Health and Welfare
stated,

I am fully aware of the fact that many
physicians and pharmacists are reluctant to
prescribe and dispense generic or other
lower-cost drugs, unless they can be assured
that low-cost drugs are of acceptable
quality. Any program aimed at reducing drug
costs must, therefore, recognize the need to
provide objective information on drug quality
to the professions of medicine and pharmacy.
(Munro, 1971, p. 2).

In other words, with the provision of information the relevant
professions would prescribe and dispense the lower priced drugs.

Provincial Response12 Provincial governments have
responded differently with respect to the provision of infor-
mation on drug quality, equivalence and prices to physicians and
pharmacists. These responses are briefly described with some,
albeit minimal, attention paid the provincial variations of
each.

The provinces of Manitoba, New Brunswick, Ontario,
Quebec and Saskatchewan have elected to publish information on
prices and different brands of the same drug similar to that
contained in a QUAD REVIEW, but on a more frequent basis, in the
context of a provincial drug reimbursement programme (see section
1.4 below) and product selection legislation (see section 1.3.3
below). The information, contained in a publication referred to
as a formulary, is issued semi-annually, usually on January lst
and July lst. The first issues by the various provinces were
dated as follows:
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Date First

Province Formulary Introduced
Manitoba 1974

New Brunswick 1975

Ontario 1970

Quebec 1972
Saskatchewan 1975

A word of explanation 1is required with respect to the date
specified for New Brunswick and Ontario. New Brunswick published
a Prescription Drug Program Common Usage Drug Schedule in 1975
for the purposes of drug reimbursement. In 1977 this publication
was combined with the Product Selection Formulary, which certi-
fied various brands of the same drug as interchangeable pharma-
ceutical products. Ontario had a publication which listed price
and different brands of the same drug, the PARCOST Comparative
Drug Index, which was published semi-annually starting in 1970.
This publication did not certify the various brands of the same
drug as interchangeable until 1972, when the province's product
selection legislation was introduced. 1In 1974 a formulary was
issued, coincidentally with the introduction of a drug benefit
programme (ODB), and this was merged in 1975 with the PARCOST
Comparative Drug Index.

The drugs in a formulary are classified into a series
of pharmacologic-therapeutic categories such as cardiovascular
drugs or eye, ear, nose and throat preparations. For each drug,
by dosage form and strength, the price per unit will be listed
and, in the case of a drug for which several manufacturers exist,
some or all of the brands will be listed. Inclusion in the
formulary signifies that the particular brand has met the
required provincial quality considerations as well as a number of"
other criteria, usually printed in each edition of the formulary.
It is usual for a Drugs and Therapeutics Committee to evaluate
each drug, based on QUAD material and, in some instances,
information provided directly by the manufacturer. 1In the case
of different manufacturers of the same drug, inclusion in the
formulary signifies that all the brands are certified as inter-
changeable by the provincial government, with the exception of
Quebec. In other words, the pharmacist can select any of the
brands of a particular drug, since a formulary is usually linked
with a product selection law, described below. In this respect

most provincial formularies differed radically from QUAD
REVIEWS.

It should be noted that provincial formularies
typically do not provide a list of every drug on the market and
all brands of multisource drugs. New Brunswick and Manitoba have
relatively small formularies while those of Ontario, Quebec and
Saskatchewan are much more extensive. The differences are sub-
stantial. For example, the number of drugs (i.e., all dosage
forms and strengths as well as brands of a given drug are treated
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as a single entry) listed in the July 1979 formulary of these
provinces was as follows:

Manitoba 33
New Brunswick 87
Ontario 511
Quebec 896
Saskatchewan 433

These differences are a reflection of the fact that formularies
are used as an integral part of provincial drug programmes in
that they may be used to list all these drugs eligible for re-
imbursement, and/or those which are high selling and for which a
number of suppliers exist. Provinces also vary in their policy
of how many suppliers of a given drug they will include in a
formulary, an issue discussed in Chapter IV, section 4.4 below.

The other governments, that 1is Alberta, British
Columbia, Nova Scotia, Newfoundland and Prince Edward Island, do
not provide any information concerning quality and inter-
changeability of drugs to physicians and pharmacists, although
Newfoundland hopes to issue a formulary in late 1980. The
absence of a formulary or a similar publication, such as a QUAD
REVIEW, reflects the lack of provincial drug reimbursement
programmes with the exception of British Columbia and, to a
lesser extent, Alberta, which contracts out to Blue Cross the
payment of drugs to certain segments of the population. A second
factor is that some of these provinces, again with the exception
of Alberta and British Columbia, do not have (i.e., Nova Scotia
and Prince Edward Island) or only recently have passed, but not
proclaimed (i.e., Newfoundland), product selection legislation.
The gap is partially filled for these provinces by the annual
publication of the Canadian Pharmaceutical Association, the
Compendium of Pharmaceutical Specialties, which besides listing
information concerning the drugs' uses and side-effects also
names the various firms which sell the drug. However, no prices
are included.

In sum, then, following the Harley Committee recommen-
dations the federal government introduced the QUAD programme in
1971. Information on drug quality, comparability and prices were
presented in a series of QUAD REVIEWS issued between 1972 and
1975. As the provincial governments began to pass product
selection legislation and introduce drug reimbursement schemes,
responsibility for issuing such information, in a somewhat
different format and context, passed to the provinces. As of
July 1980 five provinces, representing, in 1973, 76.6 percent of
all retail prescription drug sales in Canada, issued formularies
that list drugs of acceptable quality and four of them certified
that different brands of the same drug, by dosage form and
strength, were interchangeable. Five provinces did not replace
the vaccuum left at the end of the QUAD REVIEWS although
Newfoundland intends to publish a formulary in late 1980.
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TABLE 1-1
PROVINCIAL PRODUCT SELECTION LAWS: A SUMMARY, 1980
Date
Product
Selection Permissive Rules Determination Legal Protection
egislation or for Determination of Inter-~ for Pharmacist
Province Introduced Mandatory? Selection® of Cost changeability and physician
Alberta 1962 Permissive None specified® None specified | Pharmacist;
no formulary Not provided
British
Columbia 1974 Permissive Equal or lower None specified | Pharmacist;
priced than bsand no formulary Not provided
prescribed
Manitoba 1974 Permissive Lowest price Formulary® Formulary No legal liability
brand®
New Brunswick 1975 Permisgive Lower priced Lowest price Formulary No legal liability
brand to that brand in phar-
prescribed macigt's inven-|
tory

Newfoundland
introduced, probably
change.
Nova Scotia No product selection
Ontario 1972 Permissive
Prince Edward
Island No product selection
Quebec 1974 Permissive
Saskatchewan 1971 Permissive

in late 1980.

legislation.
Lower priced

brand to that
prescribed9d

legislation.
None specifiedh

None specifiedi

Lowest price
brand in phar-
macist's inven-
tory9

None specified

None specified

Expect to proclaim permissive and, after six months, a system similar to Manitoba will be
No legislation to permit product selection until this

Formulary

Formularyj

Pharmacist
(1971-1974);
formulary
(1975 onwards)

No legal liability

Not clear

No legal liability

a. All provinces do not allow product selection where the prescription is marked "no substitution®™ by the
physician. In some instances the legislation specifies that the words "no substitution®" be in the
physician's handwriting. This reflects the provision of prescription pages by some drug firms with the
words "no substitution® already printed across the prescription.

b. Emphasis added in all footnotes to entries in this column.

¢. "Where a prescription refers to a drug ... by a brand name [the pharmacist) ... may use a drug that is
the generic or brand name equivalent of that named in the prescription...."

d. "... a pharmacist may use an interchangeable pharmaceutical product where its price to the purchaser is
no more than the price of the prescribed drug.”

e. "Every person who dispenses a prescription for a drug ... shall ... dispense an interchangeable
pharmaceutical product other than the one prescribed ...[if it] is lower in cost than the drug
prescribed.®” This is qualified by, "No person shall knowingly supply an interchangeable pharmaceutical
product ... at a price in excess of the cost of the lowest priced interchangeable pharmaceutical product
... in the [formulary]."

f. "Every person who dispenses a prescription may ... dispense an interchangeable pharmaceutical product
other than the one prescribed, provided [(it] ... is lower in cost than the drug prescribed." This 1s
qualified by, "No person shall knowingly supply an interchangeable pharmaceutical product ... at a price
in excess of the lowest price interchangeable pharmaceutical product in his invento «+s." Hence, no
matter which brand is dispensed, the lowest priced brand in the pharmacist's inventory determines the
priced charged. i

9. Language same as New Brunswick. See footnote f, above.

h. "A pharmacist ... may ... substitute for the prescribed medication a medication whose generic name is the
same ....

i. "... the pharmacist about to dispense a drug pursuant to the prescription may select and dispense an
interchangeable pharmaceutical product other than the one prescribed.”

j. As mentioned in the text, the Quebec formulary only lists drugs of acceptable quality.

Source: Provincial Pharmacy Acts, as well as rules and regulations made pursuant to such Acts. Information

supplied by various provincial and federal officials through the QUAD programme.
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1.3.3 Product Selection Legislationi3

Drugs can be divided into two categories for the
purposes of the discussion of product selection legislation.
First are those drugs for which there is only one supplier.

These are referred to as single source drugs. For example, the
drug cimetidine is manufactured and sold in Canada by only one
firm, Smith Kline and French. Hence whether a physician writes
the generic or proper name (i.e., cimetidine) or the brand name
(i.e., Tagamet) the pharmacist has no alternative but to dispense
the Smith Kline and French product. The second category of drugs
are those for which there are a number of manufacturers. These
are referred to as multisource drugs. For example, the July,
1979 Ontario formulary lists three manufacturers of the drug
perphenazine, as well as detailing their prices and respective
brand names in the following way, for 16 mg. tabs;

Brand Name Manufacturer Unite Brlee
($)
Phenazine ICN Canada Ltd. 0.0737
Apo-Perphenazine Apotex Inc. 0.0853
Trilafon Schering Corp. Inc 0.1384

Source: Ontario, Minister of Health (1979b, p. 41).

Inclusion in the formulary means that all these brands of
perphenazine are, to use the jargon of the product selection
laws, interchangeable pharmaceutical products. Since different
brands have typically widely varying prices, as shown above, the
issue arises as to what rule the pharmacist should adopt upon
receipt of the physician's prescription in selecting which brand
to dispense. Product selection legislation attempts to provide
the pharmacist with guidelines in resolving this problem.

Product selection laws vary considerably in their detail
and substance, province by province. Hence, only the broad out-
lines and generalities will be presented here. Table 1-1 pro-
vides a summary of the various provincial product selection
legislation. As can readily be observed all provinces, except
Newfoundland, Nova Scotia and Prince Edward Island, passed
product selection legislation in the period 1971-1975, with the
exception of Alberta (1962). Newfoundland, although it passed
such legislation in December 1979 has, as yet, to proclaim the
Act. This is expected in late 1980. In discussing these laws it
should be remembered that the major purpose, subject to objec-
tions and qualifications by physicians and pharmacists, 1is to
promote the use of lower priced drugs.l4 &t Is pelmasily i
this light that their failure or success should be judged.

Earlier, in section 1.2.3 above, the prescription that
the physician writes was divided into three categories: open; no
substitution; brand name. A no substitution prescription
consists of the physician writing a specific brand name (e.g.,
Valium) and the words "no substitution" across the prescription.
Under such circumstances, under all product selection laws in
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Canada, the pharmacist has to dispense the brand named by the
physician. 1In effect a no substitution prescription is
equivalent to a single source drug.

The second type of prescription is one for which the
physician writes the brand name but does not specify "no sub-
stitution". Under all the product selection laws the pharmacist
is then permitted to select a different brand from that named.
Two particular aspects of this are worthy of note. First, is the
pharmacist compelled to select (i.e., mandatory product selec-
tion) or is it left to his judgement and discretion (i.e., per-
missive product selection)? 1In all provinces, product selection
is permissive. Second, if the pharmacist does product select
what rule is specified with respect to the cost of the selected
drug vis-3d-vis the brand named in the physician's prescription?
A variety of approaches have been used. Alberta, Quebec, and
Saskatchewan do not specify a rule in the legislation. 1In other
words, the pharmacist can select a lower or higher priced brand
than that prescribed. A second group of provinces New Brunswick
and Ontario, specify that the pharmacist must select a lower
priced brand than that prescribed in product selection.

In these two provinces there is a paragraph in the legislation
which constrains this choice,

No person shall knowingly supply an
interchangeable product ... at a price
in excess of the cost of the lowest
priced interchangeable pharmaceutical
product in his inventory.... [emphasis
supplied]

For Manitoba, in contrast, the legislation says the pharmacist
should not knowingly supply an interchangeable pharmaceutical
product in excess of the lowest priced in the formulary.

The final approach is that of British Columbia which specifies
that the pharmacist, if he product selects, must choose a brand
equal in price to or less than the price of the brand prescribed.

The third type of prescription is referred to as "open".
In such instances the physician, instead of writing a particular
brand name uses the generic or proper name. For example, rather
than prescribing Tegopen, Cloxapen, Bactopen, Cloxilean, Orbenin,
etc., the physician writes cloxacillin. The product selection
legislation does not always deal specifically with the open pre-
scription case, although it is clearly covered for both Manitoba
and Ontario. This may reflect the fact that historically most
physicians prescribed by brand name and the chief purpose of the
legislation is to encourage selection at this level. However,
the legislation with respect to open prescriptions would appear
to be reasonably straightforward. Obviously, under such cir-
cumstances, the physician has delegated to the pharmacist the
decision as to brand choice. The terms mandatory or permissive
are irrelevant. Hence column 3 of Table 1-1 refers mainly to
brand name prescriptions.l7 The critical question is
therefore what rules, with respect to cost, are specified in
product selection legislation for open prescriptions. Two
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categories would appear to cover all the provinces having product
selection legislation. First, the pharmacist is granted complete
discretion to dispense the highest, lowest or some intermediate
priced brand. Alberta, British Columbia, New Brunswick and
Saskatchewan would appear to fall into this category. The second
rule specifies that the pharmacist can charge no more than either
the lowest priced brand in his inventory (Ontario) or in the
formulary (Manitoba) no matter which brand is dispensed.

As can be readily surmised from the discussion of the
various product selection laws and the summary in Table 1-1,
there is likely to be a considerable variation in their impact
when viewed from the vantage point of their contribution to the
prescribing and dispensing of lower priced drugs. At one extreme
are provinces such as Quebec which grant complete discretion to
the pharmacist in selection, while, on the other hand, Manitoba
compels the pharmacist to charge the price of the lowest priced
interchangeable pharmaceutical product, as specified in a
formulary. The net result is, other things equal, that lower
priced brands are likely to hold a higher share of the market in
Manitoba than Quebec. Some attention is paid to the impact of
product selection laws for compulsorily licensed drugs in Chapter
IV, section 4.5 below.

This discussion of product selection legislation refers
to the general framework within which such selection takes place.
Provincially funded drug reimbursement programmes, discussed in
the next section 1.4, can, in some instances, substantially alter
the product selection rules for drugs dispensed under such
programmes compared with the general product selection
legislation. Perhaps the best example is Saskatchewan, which on
a reading of the product selection legislation would appear to be
fairly permissive. However, the universal drug programme
introduces, in essence, mandatory product selection of the lowest
priced interchangeable pharmaceutical product. Hence the impact
of product selection legislation should be considered in
conjunction with provincial drug reimbursement programmes, to
which attention is now turned.

1.4 Provincial Drug Reimbursement Programmes, Product and Price
Selection'®

The purpose of this section is to furnish a brief
overview of provincial drug reimbursement programmes, and to
provide an exposition of the pricing rules which such plans
follow in order to reimburse the pharmacist for dispensing the
government funded prescription, particularly whether product
selection is mandatory or permissive. Little attention is paid
to private third-party programmes such as those run by Blue Cross
and Green Shield or associated with an insurance firm, or to
those prescriptions for which the patient or consumer bears the
full cost. This is a reflection of the fact that the rules and
regulations set by the provincial reimbursement programmes
interact and affect the rest of the market, rather than vice
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versa. Indeed, as mentioned below, the government programme in
some provinces is universal and hence is likely to set the
pricing rules for all prescriptions.

Table 1-2 summarizes the coverage of the provincial
drug reimbursement programmes. Overall, the provinces of Canada
cover 30 percent of the population under such programmes, the
remainder being covered by private third party programmes or
bearing the full cost themselves. However, government coverage
varies considerably, province by province. Three provinces,
British Columbia, Manitoba and Saskatchewan, provide universal
coverage, while all other provinces cover 10-20 percent of their
populations, except Newfoundland (6 percent) and Prince Edward
Island (also 6 percent). Every province provides coverage for
those on welfare and often for those over 65 years of age.
However, the nature of the coverage varies considerably, with
some forms of patient co-payment in all provinces except
Newfoundland, Nova Scotia, Ontario, Quebec and Prince Edward
Island. While the dates of introduction of the provincial
reimbursement programmes varied, the present population coverage,
almost without exception, dates from the mid-1970's. Hence,
although the table is dated 1979/80, apart from minor details,
such as the amount of co-payment for some provinces, the table is
valid for the mid-1970's onwards.

Details of the methods by which provincial drug
reimbursement programmes establish the cost of a drug for the
purposes of payment to the pharmacist, either directly or
indirectly, and whether product selection is mandatory or not
under the programme are presented in Table 1-3. The details
concerning product selection in the table do not differ from
those in Table 1-1 referring to the general product selection
laws, except for Saskatchewan. For this province, product selec-
tion is mandatory under the reimbursement programme, except of
course, for no substitution prescriptions. However, the Ontario
and Manitoba schemes, with respect to selection, there is, what
might be termed mandatory price selection. The formulary for
both provinces lists the unit prices of all brands of multisource
drugs, as in the Ontario example of perphenazine, cited in
section 1.3.3 above. Mandatory product selection would imply the
lowest priced brand should always be dispensed. In the example
of perphenazine this would be ICN's Phenazine. The twist to
Manitoba and Ontario schemes is that no matter which brand of a
multisource product is dispensed, the government will only
reimburse the pharmacist for the lowest priced brand in the
formulary. In the perphenazine example no matter whether
Phenazine, Apo-Perphenazine or Trilafon is dispensed the
pharmacist only receives the price for Phenazine. This is
analoguous to mandatory price, rather than product, selection.
Hence, Ontario and Manitoba combine mandatory price selection
with permissive product selection.

As the percentages in Table 1-2 indicate, the
Saskatchewan programme covers the whole of the population while
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TABLE 1-2

THE COVERAGE OF PROVINCIAL DRUG REIMBURSEMENT PROGRAMMES:

A SUMMARY, 1979/1980%

Date original pro-

Percentage Class of population gramme introduced
of population covered and any and extended to

Province covered patient payment€® present coverage

Alberta 12 welfare, nil; over at least 1950's,

65, 20 percent of present coverage

the prescription. since 1973.
British 100 welfare and over 65, 1974, extended to

Columbia nil; others, $100 *others” in 1977,

plus 20 percent in

excess of this sum

for any calendar year

per individual or

family unit.

Manitoba 100 welfare, nil; 1950's, present
over 65, $50 plus 20 coverage since 1975.
percent in excess of
this sum for any
calendar year per
family unit; under
65, $75 plus 20 per-
cent in excess of
this sum for any
calendar year per
family unit.

Newfoundland 6 welfare, nil. 1960's.

New Brunswick 20 welfare under 18, $1.00 not known, present
payment per prescrip- coverage since
tion; welfare over 18, 1976.
$2.00 payment per pre-
scription; over 65, nil.

Nova Scotia 10 welfare; over 65; nil not known, present
for both categories. coverage since

1976.

Ontario 14 welfare; over 65; those 1974, present
under Family Benefit Act, coverage since
Extended Care Services 1976.
and Homecare; nil for
all categories.

Prince Edward 6 welfare; special not known, present

Island disease states; nil coverage since at
for both categories least early 1970's.

Quebec 16 welfare; over 65; 1972, present
nil for both groups. coverage since 1977.

Saskatchewan 100 certain welfare recipi- 1948, present
ents and special benefi- coverage since
ciaries, nil; all others 1975.

(including over 65) pay-
ment per prescription
up to a maximum of $2.80.
Canada g 0000 esssSsme=s 000 o=====

a. Refers to financial year ending in 1979 or 1980, depending upon the most
recent for which information is available.
b. This refers to the total eligible population, not those receiving

benefits.

In Saskatchewan,

for example, the total eligible population

was 922,536 in 1977/78 but the number of beneficiaries was 605,326. (See
Saskatchewan, Department of Health, 1978, Table II, p. 16 for details).
c. Often referred to as co-payent.
Note: A drug reimbursement programme is defined as a scheme whereby
government pays in whole or in part the drug costs of a certain category
or categories of the population.

Source: Badgley and Smith (1979, pp. 79-91) and information provided by
provincial and federal officials through the QUAD program.
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for Ontario, only 14 percent are covered. However, due to the
presence of those over 65, who, as pointed out in section 1.2.5
above, are the heaviest per capita consumers of drugs, the actual
percentage of prescriptions in Ontario covered by the government
scheme is not 14 percent but, according to estimates provided by
the provincial government, 28-30 percent for the 1977-1979
period. It is likely that a similar finding holds for Alberta,
New Brunswick, Nova Scotia, and Quebec all of whose plans cover
far less than the total provincial population, but include those
over 65.

As mentioned in the previous section, other things
being equal, in a province with mandatory product selection, the
average price per unit of a drug should be less than where only
permissive selection is allowed. However, things are not equal.
Table 1-3 provides details of how government reimbursement
programmes define drug cost for the purposes of payment to the
pharmacist. Several methods of defining cost are used, varying
from actual acquisition cost to the pharmacist (British Columbia,
Newfoundland, Prince Edward Island) cost of smallest package
sizes purchased by the pharmacist (New Brunswick, Nova Scotia,
Ontario), a tendering system for supplying the whole province
(Saskatchewan), to the cost of the most frequently purchased
package size by pharmacists (Manitoba and Quebec). Even within
the same definition of cost there may be a difference because of
the way in which product selection works, the length of time for
which a prescription can supply a patient without a refill, the
co-payment features of the programme, the number of brands of a
drug allowed in the formulary, and the way in which the public
officials administer the scheme. As a result the price of a
given brand and the average price paid for a given drug as
reimbursed by the province, will differ across the
country.

A final factor which should be remembered in comparing
the cost of provincial drug reimbursement plans is that the price
of a prescription has two components, as discussed in section
1.2.4 above: an ingredient cost (i.e., the drug cost) and a
dispensing fee (i.e., the professional service of the pharma-
cist). Attention here has concentrated on the former, but 4dif-
ferences exist in the dispensing fee, compounding the diffi-
culties that are yielded by drug costs. In most instances fees
are negotiated between the province and the pharmacists' trade
association, and differ province by province. In Chapters VI and
VIII further discussion of the dispensing fee is presented.
However, at this stage, noting that it exists and is, as pointed
out in section 1.2.4 above, a significant percentage of the price
of a prescription, will suffice.

1.5 Summary and Overview

In this chapter the framework within which compulsory
licensing legislation can be placed has been sketched. This
entailed outlining the role and responsibility of the manu-
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TABLE 1-3

DRUG PRICING UNDER PROVINCIAL DRUG REIMBURSEMENT PROGRAMMES:

A SUMMARY, MID-1970's 7

Maximum

Province Drug Cost Definition Formulary Supply per Product

for Reimbursement Prescription Selection

Alberta Cost to wholesaler plus None 100 days Permissive

25 percent
British Actual pharmacy costP None 100 days Permissive
Columbia
Manitoba Drugs listed in formu- Limited for- None Permissive
lary, price based on mulary for (mandatory
package size most commonly high selling price selec-
purchased by pharmacist; multisource tion)€
other drugs, price based drugs.
on smallest package size
available
New Brunswick|| Cost of smallest Limited for- 100 days Permissive
package size mulary for (prior
high selling approval for
multisource up to 180 days)
drugs.

Newfoundland Cost to pharmacist Pending 30 days, 90 Permissive for
permissible for first six
in some in- months after
stances formulary

introduced,
then a system
similar to
Manitoba
Nova Scotia Cost of smallest None 100 days None
package size to
pharmacist
Ontario Cost to pharmacist Formulary One month under | Permissive
of smaller package normal circum- (mandatory
sizes (100's) except stances, not to | price selec-
for a small number exceed 6 months { tion)€
of high selling drugs in any event®
where larger package
size (1000's) used
Prince Edward|| Actual acquisition None 60 days None
Island cost to provincial
dispensary
Quebec Cost of most popular Formulary None Permissive
selling package size
purchased by pharmacist

Saskatchewan Provincial government Formulary Six monthsh Mandatory

tender system for high
selling drugs (standing-
offer-contracts); for
other drugs pharmacists’
customary replacement
cost.9

a. Most of the provincial drug reimbursement programmes have had the same rules for drug

reimbursement to pharmacists since at least the mid-1970's to the present.
instances, small changes have taken place in the intervening period.

In some
For example,

it was

only in 1979 that Ontario moved to price high selling drugs based on larger package
sizes.
b. B.C. government looks at average true acquisition cost in any given area or city and

demands to see invoices if store claims reimbursement above local average price.
are only a small number of wholesalers in B.C. and the prices they charge to the

pharmacist are also monitored by the government.
c. See text for an explanation of this term.

d. Pharmacist's costs from wholesaler,
sales of these drug products in Ontario are via direct channels,

source is used.
e, This policy is currently under review.
f. For Prince Edward Island the provincial government operates a central dispensary from
which drugs are distributed to the eligible categories mentioned in Table 1-2 above.
g. For non S$.0.C. drugs manufacturers provide firm price quotations for a six month period.

Pharmacists must charge acquisition cost to a maximum of the price listed in the

formulary for all drugs. Although the formulary price for low volume products may be

There

unless data has proven 50 percent of a manufacturer's
in which case latter

based on smaller package sizes, pharmacists who buy these products in larger package
sizes, at lower prices, must submit and are paid actual acquisition cost.
h. For most drugs the pharmacist is entitled to one dispensing fee for each 34 day supply of

medication.

A pharmacist is entitled to one dispensing fee for each 100 day supply for

certain maintenance drugs (thyroid, digoxin, anticonvulsants, oral hypoglycemics) and one
dispensing fee for each two month supply of oral contraceptives.

Source:

Information provided by various provincial and federal officials through the

QUAD programme.
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facturer, pharmacist, physician and patient in the drug delivery
system and government policy toward each of those groups. Figure
1-1 depicts the links between these groups as they existed in the
1960's and government policies introduced in the 1970's designed
to change the nature of these links, with a view to promoting the
use of lower priced drugs of acceptable quality. The major
thrust of the policies was, essentially, to break the decisive
influence of the larger, usually multinational, drug firms over
the drug delivery system. As such the policies applied to all
drugs, but with particular emphasis on multisource drugs.

These general policies, depicted in Figure 1-1, were
essential, indeed necessary, with perhaps the exception of the
hospital market, for the success of compulsory licensing. In-
deed, all of these policies were part of the same concern over
the "high" price of drugs. Compulsory licensing applies, how-
ever, only to those drugs for which the patent 1is still extant
and hence for which the owner of the patent can legally exclude
potential competitors from manufacturing and selling the same
product, albeit with a different brand name. In terms of Figure
1-1 compulsory licensing leads to, potentially at least, a number
of competitors with the original manufacturer. The remainder of
this study is an examination of the success or failure of compul-
sory licensing within the framework of Figure 1-1.




CHAPTER II

PATENTS AND COMPULSORY PATENT LICENCES

2.1 Introduction

A compulsory patent licence can be defined, generally,
as the granting to a third party (the licensee) the right to use
a patent, against the wishes of the patent owner (the patentee).
The granting authority is usually a quasi-judicial official
(i.e., the Commissioner of Patents) whose decision can be
appealed to the courts (i.e., the Federal Court!l and then the
Supreme Court of Canada). In other words, a compulsory patent
licence is an involuntary contract between a willing buyer (the
licensee) and an unwilling seller (the patentee) imposed and
enforced by the state.

Several aspects of compulsory licences need to be
clarified in order to be able to evaluate their impact. These
include some or all of the following: the determination of the
level of financial or other compensation® that the licensee
must pay_ the patentee; the criteria upon which a licence may be
gwardedy® the gqualkifications thet a lLicensee is required &S
satisfy; the coverage, in terms of the class or classes of
patents, subject to compulsory licensing; the use of the patent,
that may restrict the right to manufacture (or process)
domestically or include the right to import goods and services
which would otherwise infringe the patent. These issues are the
topic of this chapter. Most of the emphasis will be placed on
those issues of particular relevance to compulsory patent
licensing of drugs.

The chapter 1s organized as follows. The definition of
a patent and the method by which it is granted 1is very briefly
outlined in 2.2. The smaller degree of patent protection
afforded food and medicines 1is noted. There exist certain
general provisions which relate to compulsory patent licensing in
both the Patent Act and the Combines Investigation Act, which are
the subject of 2.3. Specific provisions in the Patent Act for
the issuing of compulsory licenses to manufacture or import drugs
are the concern of sections 2.4 and 2.5, respectively. A brief
summary 1is presented in section 2.6.

2.2 Definition of a Patent4

A patent is defined under the Patent Act® as
letters patent for an "invention", which is said to be,

...any new and useful art, process,
machine, manufacture or composition of
matter, or any new and useful improvement
in any art process, machine manufacture
or composition of matter.... (Section 2)
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The patent owner has "the exclusive right, privilege and liberty
of making, constructing, using and vending to others" goods and
services embodying the invention. This right is limited to

a period of 17 years from the date the application of the patent
is allowed. A patent is granted only to the inventor, or his
legal representative. The invention cannot be patented if it was
previously known or used by others, or was in public use or on
sale for more than two years prior to application being made in
Canada. In return for the granting of the patent, the owner
discloses the substance of the invention to the public.

Most pgtents issued in Canada are to foreign inventors
or corporations. For example, between 1960 and 1969 the
annual percentage of patents issued to Canadian residents varied
between 4.7 and 5.7 (Economic Council of Canada, 1971, Table 4-3,
p. 54). The corresponding percentage in 1974 was 5.7, the lowest
of a group of advanced Western countries including Australia and
Spain (Canada, Department of Consumer and Corporate Affairs,
1976, Table 4, p. 64). In the opinion of the Harley Committee
(1967, p. 37) the percentage of drug patents held by Canadian
residents would appear to be as small, if not smaller, than that
for all patents. Evidence collected by the Director of
Investigation and Research supports this view. In 1958, of the
372 patents held on antibiotics for which information was
available, "only nine [were held] by Canadian residents" (RTPC,
1963, p.100). With respect to tranquillizers, the corresponding
numbers were seven and zero.

The official responsible for the administration and
enforcement of the Patent Act is the Commissioner of Patents,
presently part of the Department of Consumer and Corporate
Affairs. All applications for a patent are made to the
Commissioner, who determines whether the invention is "new and
useful" and arbitrates in situations where more than one person
claims responsibility for an invention. The decision of the
Commissioner to grant a patent is appealable to the Federal Court
and, ultimately, to the Supreme Court of Canada.

The definition and procedure for granting a drug patent
is no different from that for any other class of patent except in
one important respect.8 Section 41(1) of the Patent Act
specifies that inventions "relating to substances prepared or
produced by chemical processes and intended for...medicine, the
specification shall not include claims for the substance
itself...." (emphasis added).9 Instead, the inventor can
only patent the invention in a process-dependent form - i.e.,
"when defining such an invention, the inventor must describe it
in terms of the process which produces his product" (Canada,
Department of Consumer and Corporate Affairs, 1976, p. 121).

The implication of the process-dependent patent for
drugs has been described as follows:
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The result is an artificial loophole or
excision in the exclusivity of the
patentee's rights in the case of new
substances of this type. Any person who
conceives of a process, unclaimed by the
patentee which leads to the same...medicine,
may use it with immunity from infringement.
(Canada, Department of Consumer and
Corporate Affairs, 1976, p. 121).

The impact of section 41(1l) of the Patent Act, originally enacted
in 1923,10 has been two-fold. First, according to a former
Commissioner, compared to all, a much higher proportion of drug
patents contested are invalidated in the courts. This was
attributed,

...to the fact that a patent is obtainable
only on the process of manufacture of the
drug and the patent examiner might be more
lenient than would be the case if a patent
could be obtained on the product itself.
(REEC; 1963; p= L10G)

The second effect is that "importers are marketing drugs in
Canada which may or may not be infringements of Canadian
patents, and they pay no royalties," according to a brief of
Cyanamid of Canada Limited (cited in RTPC, 1963, p.100).
However, the potential for importation is mitigated somewhat,
since "section 41(2)ll of the Patent Act...puts the onus
probandi [i.e., the burden of proof] on the shoulders of the
defendant [i.e., the importer] in an infringement suit" (RTPC,
1963, p. 101) to show that the process used is different from
that of the patentee. In view of the substantial lessening of
protection afforded drug patents by the introduction of
compulsory licences to import in 1969, discussed in section 2.5
below, it is probable that the process-dependent form of drug
patents had only a marginal effect in reducing the protection

afforded the drug patentee, at least in the period subsequent to
1969.

2.3 Compulsory Licensing: General Provisions

2.3.1 Introduction

Compulsory licences may be issued on any patents,
including those relating to drugs, under certain provisions of
the Combines Investigation Act and the Patent Act.12 Both
statutes apply varying criteria to the issuing of such licences,
which reflect their differing objectives. However, in neither
case have the compulsory licence procedures been extensively used
since their respective inception.




2.3.2 The Patent Act

The Patent Act provides under section 67(1) that either
the Attorney General of Canada or a private citizen may,

...at any time after the expiration of
three years from the date of the grant of
a patent apply to the Commissioner [of
Patents] alleging in the case of that
patent that there has been an abuse of the
exclusive rights thereunder and asking for
relief under this Act.

The Act, under section 67(2),l3 specifies six grounds or
circumstances under which a patent may be deemed to have been
abused, such as "the patented invention...is not being worked
within Canada on a commercial scale." 1In determining whether
there has been an abuse, section 67(3) says that

...patents for new inventions are granted
not only to encourage invention but also to
secure that new inventions shall so far as
possible be worked on a commercial scale in
Canada without undue delay.

Taking the provisions of section 67 together, the Ilsley
Commission (1960, p.78) commented that the primary intention was
"directed against failure to work in Canada." This is consistent
with Neumeyer's (1959, p.l5) view that Canadian patent legis-
lation "from the beginning, distinctly and unmistakably
emphasized...practical working of inventions."

The Commissioner of Patents is charged with (a) decid-
ing whether there has been abuse, as defined in section 67, and
(b) granting relief1 in accordance with the powers granted in
sections 68 and 69. One form of relief is the granting "of
a license [to the applicant] on such terms as the Commissioner
may think expedient...." However, the statute provides some, not
altogether unambiguous, considerations which the Commissioner
should take 1nto account in setting the terms of the
licence.1> For example, the Commissioner should "endeavour
to secure the widest possible use of the invention in Canada
consistent with the patentee deriving a reasonable advantage from
his patent rights." No royalty figure is set in the legislation.
The patentee is allowed to contest, under section 71, the
application of the potential licensee.

The provisions relating to the abuse of patents and
compulsory licences have existed since 1923; prior to that, the
only relief from abuse was the revocation of the patent.
However, despite its long history, little use has been made of
section 67. For examplef between 1935 and January 1970, the
details are as follows:
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As can be readily observed, by far the largest proportion of
applications was unsuccessful.

The Economic Council of Canada (1971, pp.93-94) has
adduced that the reason for the lack of use of the compulsory
licence provisions is as follows:

Experience, both in Canada and abroad,
points to the conclusion that if a system
of compulsory licensing is to work well -
to encourage full technological transfer and
invention-embodying production in Canada
where this is economically Jjustified, while
at the same time keeping within just and
reasonable bounds Canada's contribution to
the economic cost of the world patent
system as a whole - it must operate with a
fair degree of certainty and speed....Lack
of certainty and speed is believed to be a
major reason why the present compulsory
licensing provisions in the Patent Act,
although 1in principle broad in their scope
and applicability, have been relatively
little used.

This view 1is consistent with the experience with the compulsory
licence provisions relating to the importation of drugs, which

are characterized by certainty, speed and, at the same time,
heavily used.

2.3.3 The Combines Investigation Actl9

The primary objective of the Combines Investigation
Act, as stated by the official with major responsibility for its
administration and enforcement, is "to assist in maintaining
effective competition as a prime stimulus to the achievement
of maximum production, distribution and employment...." (Canada,
Director of Investigation and Research, 1977, p. 7.) Patents,
which consist of the awarding of a monopoly right for a 17 year
period, may conflict with the objective of maintaining effective
competition. This _is recognized in section 29 of the Combines
Investigation Act?V which states, broadly speaking, that if
patents are used to unduly limit competition, then they can be
declared void, a licence issued, or the conditions changed
concerning an existing voluntary licence agreement. Only the
Attorney General of Canada can undertake proceedings under
section 29, there being no provision for private action, unlike
section 67(1) of the Patent Act. The legal proceedings are
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commenced in the Federal Court. The Combines Investigation Act
specifies no criteria which the court should follow in awarding a
licence.?l a provision similar to section 29 has existed,
intermitten%ly, since 1919 and, in its present form, continuously
since 1946, 22

In sharp contrast to the United States, where the
equivalent of the Combines Investigation Act hgs been used as a
vehicle to issue numerous compulsory licences, 3 there have
been only four recorded_instances since 1919 of legal proceedings
concerned with patents. 4 In two instances, the patentee was
required to issue licences 5 to applicants. There is no
evidence available as to whether any licensees came forward. 1In
one case the patent had less than two years to expiration, so
that applicants would have been unlikely.

The lack of use of the patent provisions reflects two
factors. First, the proceedings take such a long time that the
contested patents have either expired or only have a short term
left to run. This creates little incentive for businesimen to
complain to the Director of Investigation and Research. 6
Second, the Patent Act contains, as outlined above, provision for
private application for compulsory licences and, although there
are shortcomings from the applicants' view, it nevertheless seems
to have been a better option than complaining to the Director.

2.4 Compulgory Licensing: The Right to Manufacture Drugs in
Canada“’

2.4.1 1Introduction

Since 1923, a provision has existed in the Canadian
Patent Act for individuals and corporations to apply to the
Commissioner of Patents for a compulsory licence to manufacture a
drug (or food) in Canada. The relevant section, 41(3), reads as
follows:

In the case of any patent for an
invention intended for or capable of
being used for the preparation or
production of food or medicine, the
Commissioner shall, unless he sees good
reason to the contrary, grant to any
person applying for the same, a licence
limited to the use of the invention for
the purposes of the preparation or
production of food or medicine but not
otherwise; and, in settling the terms of
such licence and fixing the amount of
royalty or other consideration payable
the Commissioner shall have regard to the
desirability of making the food or
medicine available to the public at the
lowest possible price consistent with




giving to the inventor due reward for the
research leading to the invention.

In 1969, section 41(3) was amended to permit the issuing of
compulsory licences to import as well as manufacture. The
section was also renumbered: 41(4).

Attention here is confined solely to section 41(3).
This should provide a useful background to the understanding of
section 41(4), since there is a considerable degree of overlap
and continuity between the two sections. The judicial
interpretation of 41(3) is discussed and presented in 2.4.2
together with the conditions attached to the use of a 41(3)
compulsory licence to manufacture. The penultimate section is
concerned with the use of 41(3) by licensees. The final section
attempts, in a cursory fashion, to evaluate the effectiveness of
the compulsory licence provisions.

2.4.2 The Interpretation of Section 41(3)

In interpreting section 41(3),29 the overall
approach has been set down by Abbott, J., in delivering the
judgement of the Supreme Court:

In my view, the purpose of s. 41 (3) 1is
clear. Shortly stated it is this. No
absolute monopoly can be obtained in a
process for the production of food or
medicine. On the contrary, Parliament
intended that, in the public interest,
there should be competition in the
production and marketing of such products
produced by a patented process, in order
that as the section states, they may be
‘available to the public at the lowest
possible price consistent with giving to
the inventor due reward for the research
leading to the invention'.31

This agreed with a similar statement made by Jackett, J., of the
IFederal Court, in the same case:

In my view, the objective of the provision
is to bring about competition. On balance,
in most fields, competition is regarded by
Parliament as being in the public
interest...and also because competition
tends to bring about greater efficiency,
better service, and further research. The
monopoly granted to an inventor 1is an ex-
ception to this general principle in our
law. Section 41(3) was passed because, in
the field to which it applies, 'the speci-

fic public interest in free competition'
was deemed to be more important than the
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maintenance of the patentee's monopoly
rights....32

Given this general background and underlying philosophy as a
guideline, the specific details of the scope, royalty and other
conditions attached to compulsory licences to manufacture were as
follows.

First, the_application of 41(3) applied to both product
and process patents. 3 Second, an applicant may apply for a
licence as soon as a patent is granted. 4 Third, the
"royalty has been fixed at 15% of the net selling price of the
bulk material made by the licensee and sold to others at arm's
length with percentages varying on expiry of patents _
involved."35 This would appear to be primarily a rule of
thumb. 36 Fourth, the onus has been placed on the patentee to
show the Commissioner "good reason to the contrary" as to why a
licence should not be awarded. On this point the RTPC (1963,
p.104) has stated:

The Commissioner has not yet been convinced
that an applicant was not qualified either
financially or professionally, and he has
rejected all arguments to the effect that
the applicant had previously infringed the
patent or could not produce economically in
commercial quantities or that the market
was already adequately supplied In this
respect, the Commissioner of Patents gave
the following evidence to the Commission:

"Reasons to the contrary being
such as the patentee already
manufacturing in Canada, public
demand being fully supplied,
prices being reasonable, the
applicant intending to produce
only the bulk material leaving to
others the tableting, capsuling,
compounding, etc., have all been
rejected by the Commissioner of
Patents in Canada and by the
Comptroller General in the United
Kingdom (where the law is similar
to ours) and the courts have con-
curred where appeals have been made."

In only one instance37 has the Commissioner found good reason
to refuse a licence - the applicant appeared not to wish to
manufacture, but rather to import.

In sum, then, once an application for a compulsory
licence to manufacture has been made to the Commissioner of
Patents under section 41(3), the onus is on the patentee to
justify the royalty39 and show "good reason" why the licence
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should not be awarded. In most instances the royalty would
appear to be 15 percent.

2.4.3 Use of Section 41(3)

Applications for licences under 41(3) over the period
1923-19696 together with their final disposition, were as
follows: 4

Licences Granted ceoescccesscssccosscss 22
Applications Refused ccoccecccscccscces 4
Applications Abandoned .eeeeeeeccesseses 23

TOtal ® 8 06 06 00 060 8 08 000000000 49

The distribution of licence applications over the period 1923-
1969 was as follows:

1923-1949 ® © 0 2 0 00 0 00 0000 02 00000 OO e 0
1949_1961 ® 0 060 8 0 ¢ 0000 ¢ 0 00000000 000000 14
1961_1969 ® 0 0 0 0 0 5 0 6 0 0 0 8 0 OO O NGO TOOE OIS OLCR 35

Hence, only a few applications for a licence have been received
in the 46 year period in which 41(3) was in force, mostly in the
period subsequent to 1961. Less than 50 per cent of the 49
applications eventually resulted in a licence, largely because of
withdrawal by the applicant.

Several reasons for the paucity of applications and the
pattern over time have been suggested. The reason for no
applications prior to 1949 was, according to the Harley Committee
({1967, p. 38) that, "there were no drug 'winners', i.e., drugs
which were 'breakthroughs' in the industry and which forecast
volume sales with record profits." A similar view is also held
by a commission which examined pharmacy.42 However, although
there may have been an incentive in the post-war period to apply
for compulsory licences to manufacture, there were certain
supply-side constraints. First, the licensee had to manufacture
the drug in Canada, which has a relatively small market
size.43” The patentee, on the other hand, typically imported
-he active ingredient in bulk form and then prepared the dosage
form in Canada. As the Harley Committee (1967, p. 8) commented:

«+.Canada, economically, is not sufficiently
populated to be able to support particular
raw material plants of this type; and, in
consequence, a large percentage [80 percent]
of the active ingredients... require
importation from the United States, the
United Kingdom and other countries.

The likely difference in manufacturing costs clearly placed the
licensee at a disadvantage. Second, there were "many delays
encountered"44 in the granting of a licence. Of the 14
licences that were granted as of September 1966, "the shortest
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period of time for the licence to issue was 53 months with the
longest taking 23 years" (Harley Committee, 1967, pp.40-41).
These delays had important potential disincentive effects. They
made planning production difficult, involved expense if court
proceedings were necessary and allowed the patentee that much
longer to establish his brand name and hence consolidate his
market position.45 Third, in the sale of prescription drugs,

the major determinant of markeE share is advertising expenditures
rather than price competition. 6 The comparative advantage of

the licensee is probably in the area of price, since the patentee
will have 4 or 5 years at minimum to establish his product in the
minds of doctors and pharmacists. Fourth, there was no allowance
in provincial legislation, with the exception of Alberta, for
product selection by the pharmacist, nor was data provided on
therapeutic equivalence of the patentee's and licensee's

product. Fifth, the licensees were typically smaller
enterprises, not the larger multi-national pharmaceutical
corporations, which would clearly have a much greater ability to
overcome some of the above problems.

These reasons would appear to explain the small number
of compulsory licences issued. Of particular importance is
probably the first, since in the 16 months following the intro-
duction of compulsory licences to import, in June 1969, the
disposition of the 90 applications was as follows:47

Lncences GCranted .. cseseosossssieassmesss 46
Applications Refused seeceveeesecececees 1
Applications Abandoned or Withdrawn ... 17
Applications Pending as at
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None of the other fouz conditions had changed materially in that
sixteen month period. 8

Although only a few compulsory licences have been
issued under section 41(3), it has been argued that the section
led to a much greater issuing of voluntary licences.49 The
Ilsley Commission (1960, p. 95) expressed the following view,
with no supporting evidence:

It is probable that the number of
compulsory licences ordered under our
present section 41 is not indicative of its
significance. It is generally considered
that the mere existence of such provisions
leads to voluntary licensing which
otherwise would not take place.

The Canadian Pharmaceutical Manufacturers Association took a
similar view in its brief to the RTPC and provided some

evidence of voluntary licensing. However, the RTPC (1963,

p. 115) interpreted this evidence as follows: "the results... do
not indicate that voluntary licences are granted on a substantial
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scale." 1In addition, the RTPC (1963, pp. 115-116) examined
voluntary licensing with respect to five broad spectrum
antibiotics and concluded that "no licence for any of these five
products has been issued to a competitor on a truly voluntary
basis" (RTPC, 1963, p. 116). Hence, voluntary licensing would
not appear to have been increased significantly because of the
compulsory licensing provisions of 41(3).

In sum, section 41(3) of the Patent Act, which between
1923 and 1969 allowed the Commissioner of Patents to issue
compulsory licences to manufacture pharmaceuticals, has received
little use. What use has occurred was concentrated in the
1949-1969 period. The reasons for the lack of utilization of
41(3) include the small size of the Canadian market, the delays
encountered in the issuing of the licences, and the
non-participation of existing patent owners. The first reason
was felt to be the most significant.

2.4.4 Impact of Section 41(3)

It is beyond the scope of this report to go into the
effectiveness of 41(3) in reducing the price of drugs. However,
the available evidence suggests the impact was not of major
proportions. First, only a few licences were actually taken out.
No evidence has been produced as to how many were actually
worked. Hence, the small number probably meant, at a minimum,
the impact could only have been limited. Second, the RTPC (1963,
p. 512) concluded that,

It is the Commission's opinion that close
control exercised by patents has made it
possible to maintain prices at levels
higher than would otherwise have obtained.
The meagre use made of the compulsory
licensing provision in section 41(3) of the
Patent Act has meant that competition from
rival producers of the same patented
product has seldom occurred and thus has
had little or no effect on prices.

Third, drug prices in Canada were considered by the various
enquiries which looked into the question in the 1960's to be

£o0 high when compared to other countries. The Harley Committee
(1967, p. 15), for example, came to the "...inescapable conclu-
sion that drug prices in Canada are in fact high and that every
fair and reasonable step should be taken to reduce these prices.
In other words, the prices of drugs in Canada in the 1950's and
1960's were high by international standards, and in the opinion
of several Commissions, too high. Existing compulsory licence
provisions had little impact.
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2.5 Compulsory Licensing: The Right to Manufacture and/or
Import Drugs into Canada

2.5.1 Introduction

In June 1969 the compulsory licence provisions, which
had existed in the Patent Act since 1923, were amended to allow
the Commissioner of Patents to grant compulsory licence
applications not only to manufacture but also to import. The
amended section, 41(4), read as follows:

Where, in the case of any patent for an
invention intended or capable of being used
for medicine or for the preparation or
production of medicine, an application is
made by any person for a licence to do one
or more of the following things as
specified in the application, namely:

(a) where the invention is a
process, to use the invention for
the preparation or production of
medicine, import any medicine in the
preparation or production of which
the invention has been used or sell
any medicine in the preparation or
production of which the invention
has been used, or

(b) where the invention is other
than a process, to import, make, use
or sell the invention for medicine
or for the preparation or production
of medicine,

the Commissioner shall grant to the
applicant a licence to do the things
specified in the application except such,
if any, of those things in respect of which
he sees good reason not to grant such a
licence; and, in settling the terms of the
licence and fixing the amount of royalty or
other consideration payable, the
Commissioner shall have regard to the
desirability of making the medicine
available to the public at the lowest
possible price consistent with giving to
the patentee due reward for the research
leading to the invention and for such other
factors as may be prescribed.

The procedure for licence applications, the criteria for
granting a licence, the determination of the licensee's royalty




payment, conditions of issuance, and the number of licences
granted, are all addressed in this section. The rest of this
study examines the impact of compulsory licences granted since
13619,

The decisions of the Commissioner and the judgements
of the Federal Court show that the principles established in
the 1923-1969 period applied, equally well, to the interpretation
of section 41(4). In his first decision on an application, the
Commissioner made the following remarks on 41(4):

The basic change to s.41 was to enable the
Commissioner of Patents to issue compulsory
licences for the importation of

medicines produced by patented processes or
substances produced by patented processes
used in the preparation of production of
medicines, whereas prior to the new
enactment the Commissioner had authority
only to issue to applicants compulsory
licences to manufacture under the patent
affected....

In my view, and in spite of the amendments,
the direction to the Commissioner of
Patents relating to the fixing of the
royalty or other consideration and in
settling the terms of the licence has not
in fact fundamentally been changed; and
hence the principles determined by the
Courts in the interpretation of the former
s.41(3) still remain applicable.51

In particular, the general intent or philosophy behind 41(3)
would appear to apply equally well to 41(4). Indeed, the two
guotations cited at the beginning of section 2.4.2 above on this
point were introduced, approvingly, by the Commissioner in his
first decision under 41(4).52 The Commissioner then went on

to remark,

A basic issue before the Commissioner of
Patents in any application for compulsory
licence under s.41(4) of the Patent Act 1is,
then, as to whether or not the grant of
that licence will result in the provision
of effective competition by the applicant
with the patentee so that the patentee's
former legal monopoly is made available to
the public at the "lowest possible price"
within the meaning of the subsection. 23

In the light of these remarks, no separate consideration is given
here to the general intent of 41(4).
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2.5.2 Procedure for Licence Application

The procedure to be followed by the applicant for a
licence, the patentee(s), and the Commissioner of Patents in
administering section 41(4) of the Patent Act, is specified in a
set of regulations or rules, 4 yhich are reproduced as
Appendix A below. The regulations were issued by the Governor in
Council, on the recommendation of the Minister of Consumer and
Corporate Affairs, who is responsible to Parliament for the
administration of the Act. Section 12 of the Act provides
authority to the Governor in Council to make regulations
"ensuring...due administration" of the Act. The requlations were
issued in June 1969, contemporaneously with the coming into force
of section 41(4).

Figure 2-1 is a schematic representation of the
procedure that constrains the applicant, patentee, Commissioner
and other participants under section 41(4). Since not all of
the stepg and time intervals are mandatory, reference to actual
practice 5 under rules outlined in Figure 2-1 is necessary
to determine the extent of participation of the Commissioner,
applicant, patentee, and others, as well as the time taken to
award a licence by the Commissioner.

The step which starts the process is the filing of an
application by the applicant for a compulsory licence. The
regulations specify in some detgil the information that should
be included in the application: 6 the patent and patent
owner; applicant's address, business, skills concerning the
manufacture, importation and distribution of drugs; proposed
price structure; source of supply of the imported drug;
applicant's view as to appropriate royalty; previous
applications of the applicant. The Commissioner rejected a
small number of applications in 1969 and 1970, on the ground
that the applicant did not conform to the regulations with
respect to the filing of an application. However, once
experience and familiarity with the process was gained, the
Commissioner rarely rejected an application.

The patentee, on receipt of an application which the
Commissioner has approved as complying with the regulations,
usually files a counter statement, with the applicant making
reply. Although the Commissioner is required to send copies of
the application, counter statement and reply to the Minister of
National Health and Welfare, the Minister is not required to
make a representation and usually does not. The final two
participants are the Minister of Consumer and Corporate Affairs
and Minister of Industry, Trade and Commerce, whom the
Commissioner may advise of the application and invite to make
representations. However, with few exceptions, neither
Minister is consulted by the Commissioner.

The Commissioner, on the basis of steps 1 to 6, has a
set of written statements from the applicant and, usually, the
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FIGURE 2.1

STEPS REQUIRED TO OBTAIN A
COMPULSORY LICENCE UNDER SECTION 41 (4)

PROCEDURE

OF THE PATENT ACT

1. FILING AN APPLICATION FOR A LICENCE
WITH THE COMMISSIONER

2(a) COMMISSIONER REJECTS APPLICA- 2(b) LICENCE APPLICATION COMPLIES

6{a)

7(a)

TION. APPLICANT, PATENTEE(S)
AND DEPARTMENT OF HEALTH AND
WELFARE NOTIFIED. APPLICANT
TO BE ALLOWED REASONABLE
OPPORTUNITY TO MAKE REPRE-
SENTATIONS AS TO WHY APPLI-
CATION SHOULD NOT BE REJECTED

COMMISSIONER MAY ADVISE
MINISTER OF CONSUMER AND
CORPORATE AFFAIRS AND/OR
MINISTER OF INDUSTRY,
TRADE & COMMERCE OF
APPLICATION. EACH HAS A
MONTH TO MAKE WRITTEN
REPRESENTATIONS, WITH A
FURTHER MONTH FOR
PATENTEE (S) AND APPLI-
CANT TO REPLY.

|

6 (b)

WITH REGULATIONS. A COPY OF
APPLICATION SERVED ON PATEN-
TEE(S) . PATENTEE FsLES A
COUNTER STATEMENT.

COUNTER STATEMENT RECEIVED
BY COMMISSIONER FROM
PATENTEE (S)

COUNTER STATEMENT SERVED ON
APPLICANT

REPLY BY APPLICANTb FILED WITH

COMMISSIONER AND PATENTEE(S)

APPLICATIgN, COUNTER STATEMENT
AND REPLY  FILED, AS SOON AS
POSSIBLE, WITH

MINISTER OF NATIONAL HEALTH AND

WELFARE INDICATES WITHIN TWO

WEEKS HIS INTENTION AS TO WHETHER

TIME INTERVALS
PER REGULATIONS)

RECEIPT OF APPLICATION
TO SERVING APPLICATION
ON PATENTEE "AS SOON AS
POSSIBLE"

RECEIPT OF APPLICATION BY
PATENTEE(S) TO FILING OF
COUNTER STATEMENT MAXIMUM
OF TWO MONTHS WHICH CAN BE
EXTENDED BY ONE MONTH BY
PERMISSION OF COMMISSIONER

WITHIN TWO MONTHS OR SUCH
FURTHER PERIOD

WITHIN ONE MONTH, OR TWO
IF COMMISSIONER GRANTS
PERMISSION

AS SOON AS POSSIBLE

SEE UNDER 6(a) and (b)
DETAILS

FOR

OR NOT HE WILL MAKE REPRESENTATIONS

CONCERNING THE APPLICATION TO THE
MUST

COMMISSIONER. IF DECIDES YES,

MAKE SUCH REPRESENTATIONS WITHIN A

MONTH. PATENTEE (S} AND APPLICANT

GIVEN A MONTH TO REPLY.

/\

COMMISSIONER RENDERS A
DECISION ON BASIS OF
WRITTEN SUBMISSIONS
RECEIVED ON BASIS OF
STEPS (1) TO (5). ALL
PARTIES INFORMED.

7(b)

COMMISSIONER, AT HIS
DISCRETION, MAY DECIDE
TO HOLD HEARING PRIOR
TO MAKING A DECISION
ON APPLICATION

FINAL DECISION MUST BE MADE
NOT LATER THAN EIGHTEEN
MONTHS AFTER THE APPLICATION
HAS BEEN SERVED ON THE PATEN-
TEE. HEARING MUST BE HELD
NOT LATER THAN SEVENTEEN
MONTHS AFTER THE APPLICATION
HAS BEEN SERVED ON THE
PATENTEE.

(i.e. STEP 1)

a. Patentee(s) need not file counter statement in which case would proceed directly to step 6.

b. Applicant need not file a reply.

c. See footnotes (a} and (b).

SOURCE: See Appendix A below.
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patentee. The decision as to whether to award a licence can be
made by the Commissioner either on the basis of these written
representations or, in addition, evidence submitted during a
hearing, The decision is at the discretion of the Commis-
sioner. 28 Apart from some early decisions®? involving

important principles that would be applied to subsequent appli-
cations, the Commissioner usually has not held a hearing, but has
rendered a decision on the basis of the written submis-

sions.®0 Almost without exception, the Commissioner has

granted the application for a licence. This prompted the
Canadian Patent Reporter (1970, p. 94) to remark that, "As a
practical matter, the licence will be granted almost as a matter
of course."

The requlations specify the maximum time allowed for
completion of most of the steps in the procedure under 41(4), as
well as a global maximum of 18 months from the time the appli-
cation is served on the patentee. Since, typically, some of the
optional steps are not included and the applicant has an
incentive to complete steps solely his responsibility in less
than the allotted time,6l it is likely the time taken to
complete proceedings under 41(4) will be substantially less than
18 months, the upper limit specified in the regulations. This is
supported by the evidence presented in Table 2-1 which shows that
82.3 percent of licences issued on applications made between 1969
and 1977 took less than 12 months from the date of the
application being received by the Commissioner and that official
issuing the licence. The average time taken was 9.6 months.
Hence, the applications are usually processed much more quickly
than the statutory maximum of 18 months.

Although the Commissioner has the power and authority
under the Patent Act to issue compulsory licences under section
41(4), his decision can be appealed, in the first instance, to
the Federal Court and, eventually, to the Supreme Court of
Canada. The patentee or the applicant can appeal the Commis-
sioner's decision, although almost without exception, it is the
patentee who appeals. The small number of appeals62 from the
decision of the Commissioner has never resulted in that
official's decision being overturned, although in two instances,
some minor clarification of the Commissioner's terms of a licence
did take place.63 The lack of success in appeals by the
patentee reflects two factors. First, the view of the courts, as
expressed by King, J., that,

...the Court should not interfere with the
manner in...which the Commissioner performs
his licensing unless it is apparent that he
is wrong in exercising jurisdiction and
unless it is shown that the right of appeal
to the [Federal Court] would be an
inadequate remedy.
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Table 2-1

FREQUENCY DISTRIBUTION2 OF TIME TAKEN
IN MONTHS FOR A COMPULSORY LICENCE TO BE
ISSUED FROM THE DATE OF APPLICATION TO
THE COMMISSIONER 1969-1977b

Frequency
Number of Cumulative
Months Percentage Percentage
1 0.0 0.0
2 0.0 0.0
3 2.2 o2
4 4,4 6.6
5 15.6 22,2
6 4.4 26.6
7 0.0 26.6
8 8.9 35.5
9 Bn 2 44.4
10 15.6 60.0
i 15.6 75.6
N2 6.7 82.3
HES 6.7 89.0
14 4.4 93.4
15 2.2 95.6
16 0.0 95.6
17 0.0 95.6
18 0.0 95,6
19€ 242 978
20€ S 100.0

a. Based on a 20 percent sample.

b. Sample refers to licence applications
which were successful and made in the
period 1969 to 1977. Later years are
not included, since all applications
are not processed and hence the in-
clusion of completed applications would
bias the time taken downwards.

c. As reported in the text, the regulations
specify an upper limit of 18 months. 1In
some instances the application received
by the Commissioner of Patents may not
have been completed correctly, requir-
ing some modification by the applicant.
Hence, the actual date a completed
application is received may be different
from the receipt of the initial appliecation.

Source: Public Files of the Commissioner of
Patents, Department of Consumer and
Corporate Affairs, Ottawa, 1979.
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Second, a number of appeals would seem to be made by the patentee
purely for the sake of an appeal (i.e., without merit). For
example, Jackett, C.J., remarked that,

...there is...some ground for thinking that
many appeals under s.4l1 of the Patent Act
are brought regardless of any considered
opinion that there is, under the
authorities, any valid ground for attacking
the Commissioner's decision.

Hence, to all intents and purposes, the final word on a licence
application is the Commissioner's decision.

2.5.3 Criteria for Granting a Compulsory Licence

In deciding whether or not to grant a licence under
section 41(4), the Act specifies that,

...the Commissioner shall grant to the
applicant a licence to do the things
specified in the application except such,
if any, of those things in respect of which
he sees good reason not to grant such a
licence...

The Commissioner's interpretation is as follows:

In short, compulsory licences applied for
under s.41 of the Patent Act leave little
discretion to the Commissioner of Patents.
These licences, in fact, amount almost to
licences of right. What the Commissioner
of Patents is required to do is mandatory
unless he sees good reason not to grant the
licence apglied for [emphasis in

original]. 6

The issue, then, in granting a compulsory licence, is the
meaning of "good reason." Apart from the applicant not filing
an application complying with the regulations, which is deter-
mined by the Commissioner, the onus is on the patentee to
provide good reason to the Commissioner.

The decisions of the Commissioner and the courts
provide several instances of attempts by the patentee to demon-
strate the existence of good reason: that the application
related to a product which was issued prigor to section 41(4),
and that this section is not retroactive;®7 that the appli-
cant has not been shown to be capable of processing final
dosage forms, from the imported bulk active ingredient, which
produce clinically effective blood levels;®8 that the
applicant made false material representations in the appli-
cation for a licence;69 that the applicant is requesting
licences on patents for which the patentee is charging a
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reasonable price.70 In all instances,71 the patentee was

judged not to have provided good reason. Hence, it would appear
virtually impossible for the patentee to provide "good reason"
for the Commissioner not to grant a licence to an applicant, who
had completed an application in conformity with the requlations.

2.5.4 Determination of Level of Royalty

In fixing the royalty which the licensee or applicant
should pay the patentee, the Act provides the following
guidelines to the Commissioner:

...the Commissioner shall have regard to
the desirability of making the medicine
available to the public at the lowest
possible price consistent with giving to
the patentee due reward for the research
leading to the invention and for such other
factors as may be prescribed.

Mo other factors have been prescribed to aid the Commissioner
in determining the royalty, although there has been at least
one suggestion as to what they might be.

The Commissioner, in his first decision under section
41(4), set out at some length the reasons and criteria used to
determine the royalty level.’3 At one point in his decision
the Commissioner summarized the determination of the royalty
figure thus,

The percentage chosen must, after full
consideration, attempt to balance the
statutory requirement of "giving to the
patentee due reward for the research
leading to the invention", as interpreted
by the Courts, against "making the medicine
available to the public at the lowest
possible price". It is a decision that
involves the public interest as an
over-riding factor but which also recognizes
that part of such interest relates to the
maintenance of research incentive and the
importance of process and substance.

Were the product involved not subject to
compulsory licensing under the provisions
of s.41, it would be reasonable to assume
that a willing patentee and a willing
licensee, bargaining under equal terms,
would fix a royalty at 10% of the net
selling price to customers at arm's length.
Indeed, this might even be considered a
generous royalty. In applications for
compulsory licences falling within s.41,
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however, such a high figure cannot be used.
The percentage figure of net sales should
be substantially lower to eliminate
consideration of those expenses incurred by

the opponent after those that led to the
invention.

Taking all these factors into account,
therefore, I fix the royalty payable to the
patentee at 4% of the net selling price of
the drug in its final dosage form or forms
to purchasers at arm's length.

The four percent royalty became the standard which the
Commissioner used as a yardstick to judge all other
applications.75 The onus was on the patentee or applicant to
demonstrate that four percent was the incorrect ro¥alty. Almost
without exception such attempts were unsuccessful. 6  The

royalty level of four percent was usually disputed on appeal from

the Commissioner's decision by the patentee rather than the
applicant.77

In setting the royalty, two complicating factors
occurred: the application usually covered multiple patents owned
by a single patentee;78 occasionally the drug applied for was
covered by patents held by more than one corporation. In both
instances the Commissioner designed rules of thumb to facilitate
quick processing of the application. Where there was more than
one patentee involved, the Commissioner followed the rule of
thumb of dividing the four percent royalty equally among the
patentees.79 In these instances where there are several
patents at issue, the four percent royalty was payable until the
last patent expired. The Commissioner remarked as follows:

Whether one or more patents are included in
the licence is not of consequence: the
royalty is based on the "package" of those
patents claimed to be required to produce
the invention, i.e., the medicine, and
represents an average assessment over the
term of that patent within the "package"
which expires last.

The Commissioner felt too much uncertainty and arbitrariness

would result if an attempt was made to assign royalties by
patent.81

2.5.5 Conditions of Issuance

The main terms and conditions attached to a compulsory
licence issued by the Commissioner may be summarized as follows:
procedures to settle disputes between the patentee and licensee;
methods for the patentee to verify the actual royalty paid is
correct; the sale of the drug is not restricted to Canada; the
licence is non-exclusive (i.e., the same licence can be issued by




the Commissioner to other applicants); the licence holder cannot
grant a sublicence; if the Governor in Council prescribes any
factors to be taken into account by the Commissioner in assessing
the royalty, then either the patentee or licensee can request a
reassessment. Appendix C reproduces a typical example of a
compulsory licence.

It should be noted that patentees have requested, at
various times, the Commissioner to place restrictions and
constraints on the licensees' use of the patent. For example,
Hoffmann-La Roche Ltd. wanted the licensee to sell "Diazepam
ander its generic name, and not under a trade name of its
own,"82 and be restricted to the source of supply mentioned
in the application. 3 These attempts have been unsuccessful.
In one instance, Thurlow, J., gave the following reasons for
denying the restriction requested by the patentee,

I cannot think it likely that such a system
[i.e., restriction requested] would be
helpful in achieving the objective of the
section to provide effective competition in
the Canadian market and in my opinion no
such restrictive effect on the licence is
intended by the requirement of the

rule.

A similar motive may have been responsible for the denial of
other restrictions requested by the patentee.

2.5.6 Number of Licences Issued

Table 2-2 shows that over the period 1970 to 1978, 227
compulsory licences were issued, an average of 25 per year. The
distribution over the period has been quite uniform, but there
have been noticeable peaks in 1970 and 1977. Compulsory licences
under section 41(4) can be either to import and/or to manufacture
in Canada. Most of the licences taken out were either to import
and manufacture (57.7 percent) or to import (37.4 percent). Only
4.9 percent of all compulsory licences were to manufacture in
Canada. The combining of the right to import and manufacture
probably reflects the fact that many applicants will import the
active ingredient of the drug and prepare the final dosage form
and strength in Canada.

Table 2-2 refers only to those instances in which a
licence was issued by the Commissioner. It excludes from
consideration licence applications which were abandoned,
withdrawn or cancelled by the applicant, and instances in which
the Commissioner refused to issue a licence. The relative
frequencg of such occurrences over the period 1969-1977 was as
follows: %>
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Table

NUMBER OF COMPULSORY PATENT
LICENCES ISSUED UNDER

SECTION 41(4): 19709-1978
NUMBER o f LICENCES
To e To Import

Year Total Manufacture Import and Manufacture
o0 52 4 4 44
197 1 24 1 5 11
1972 21 2 IS 4
)ik 19 2 Ll 6
1974 i) I {53 5
195 157 0 g 8
1976 26 1 12 1:3
1877 23 0 9 24
L8 16 0 0 16
Total 227 11 85 el

a No licences were issued in the period June 1969, when Section

41(4)

Source:

came into force,

and th

e end of 1969.

Bureau of Intellectual Property, Department of Consumer
and Corporate Affairs.

details.

See Appendix D below for further
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Abandoned, withdrawn or cancelled ...... 23
Refused ® & 0 0 6 0 5 & 6 ¢ 0 0 " O S PO OB S OO S OO S PN 5

Total ® 6 0 0 0 0 ¢ ¢ 0 0 0 0 000 00 0000 000G L OO OO 28

These numbers should be interpreted with some caution: in over
half of the instances, the applicant successfully re-applied for
a licence; 18 of the 28 unsuccessful applications referred to the
period June 1969 to December 1970 and undoubtedly reflect a trial
and error learning process by applicants. For example, although
a licence is only issued for a single drug entity, Rocke William
Cie. Ltée. applied for nine drug entities in one application,
including such big sellers as diazepam, chlordiazepoxide and
ampicillin, in September 30, 1969.

In sum, a large absolute number of licences have been
issued over the period 1970-1978. However, about 10 percent of
all applications were unsuccessful. This is a considerable
overstatement, since successful re-applications were made in
over half of the cases.

2.6 Summary and Overview

The discussion in this chapter has shown that the
protection afforded the drug patent owner has progressively
declined over the period 1923 to the present: the definition of
a drug patent was made process dependent (i.e., anybody who could
make the drug by a different process to that patented was free to
take out a patent on that process and sell the drug86) and
remains unchanged since 1923; compulsory licences to manufacture
have been available since 1923, while importation was added in
1969. This gradual lessening of protection of drug patents has
not been part of coherent, consistent government strategy, but
rather the result of a series of ad hoc steps. The 1923
definition of a drug patent was taken from a British patent of
1919, the "intention...[of which] was to provide some relief to
the British chemical industry from the domination by German
chemical industrialists” (Canada, Department of Consumer and
Corporate Affairs, 1976, pp. 121-122), while the 1969 compulsory
licence to import provisions were a reflection of concern over
the high price of drugs.

The main objective of this study is an evaluation of
the success and impact of the 1969 compulsory licence provisions.
In terms of the number of such licences issued and the time taken
to process the application, the 1969 provisions would appear to
be very successful compared to the 1923-1969 compulsory licence
provisions, which related to manufacturing only. For example, in
the 1970-1978 period, 227 licences were issued, while between
1923 and 1969 only 22 licences were issued. Hence, if the 1969
compulsory licence provisions failed to achieve their primary
objective - reduced drug prices - it would not appear to be for
lack of licences or the administration of the amendments and
their regulations by the Commissioner.




CHAPTER II1I

COMPULSORY LICENSING: PATTERNS AND DETERMINANTS

3.1 Introduction

This chapter is principally concerned with an examination
of the pattern of compulsory patent licensing and the
determinants of the incidence of licensing. However, before
these patterns and determinants can be addressed, a number of
definitional and sample selection issues need to be discussed.
Section 3.2.1 defines a compulsory licence for this and all the
succeeding parts of the study. It builds on the material
introduced earlier. Only a sample of all licensed drugs, that
is, prescription drugs, are considered in this study. The
reasons for this choice and significance of prescribed, rather
than all licensed drugs are discussed in section 3.2.2. The next
section, 3.3, details the number of licences issued by drug and
by pharmacologic-therapeutic classification. The incidence of
the working of the licences (i.e., the licensee marketed the ‘
drug) is also presented. The penultimate section attempts to
estimate, empirically, the major determinants of the incidence of ‘
licensing. Finally, the implications of the results are
discussed and described in section 3.5.

3.2 Some Preliminaries: Definition and Sample Selection

3.2.1 Definition of Compulsory Licence

The previous chapter showed that over the period 1970 ‘
to 1978, 227 compulsory licences were issued by the Commissioner
of Patents under section 41(4) of the Patent Act. The figure of
227 should not, however, be interpreted as x number of firms have ’
taken out, on average, separate licences on y number of drugs,
where xy=227, since multi-licences were taken out against the
same drug. Three reasons may be cited for this practice.

First, in some instances, the patents on a drug may be held by
more than one patentee. In such instances the applicant makes a
separate compulsory licence application for the patents held by
each patentee. For example, on Dec. 1, 1971 the Commissioner of
Patents issued four compulsory licences to Frank W. Horner Ltd.
to manufacture_and import ampicillin, each being for a separate
patent holder.l Second, a patentee may have taken out a set

of patents for a drug in, say, 1964 and then introduced some
patented improvements in 1974. A compulsory licence may have been
issued against the original set of patents in 1971 and then a
subsequent compulsory licence issued in 1974 to include the
improvements. Third, a licensee may apply separately, at
different times, for a licence to import and manufacture, rather
than, as is usual, in a single licence application. In

order to focus attention on the number of drugs per firm for
which compulsory licences have been issued, the following
convention is adopted: when a firm holds more than one compulsory
licence on any given drug, for any of the three reasons cited
above, all of the compulsory licences will be treated as though

one application was made. Unless otherwise expressly stated this

Egggggtion is followed throughout the remainder of the text and
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3.2.2 Sample Selection of Licensed Drugs

The Commissioner of Patents has issued, over the period
1970 to 1978, a total of 152 licences under section 41(4)
covering 55 drugs. The Patent Act does not restrict the
category or classification of drugs for which a compulsory
licence application may be granted. As a result not all of the
licensed drugs can be classified as "prescription." The
breakdown is as follows:

Licences
Drug Category Drugs Number
Human
Ethical
Prescription 47 142
Non-prescription 5 6
Other 2 2
Non-Human
Veterinary 1 2
Total i 132

Source: Appendix F below.

This study concentrates upon prescription drugs in examining
the impact and effects of compulsory licensing. This choice
was made for several reasons. First, the various government
inquiries conducted into the price of drugs in the 1960's,
which led to section 41(4) being enacted, appeared to be
principally concerned with prescription drug prices. For
example, the Hall Commission's (1964, pp. 39-45) recommendation
that compulsory licensing to import be introduced, is made
under the section entitled, "Prescription Drug Services."
Second, as the above tabulation shows, of the 152 licences
issued, 142 (or 93.4 percent) were for prescription drugs,
while of the 55 licensed drugs, 47 (or 85.5 percent) were
classified as prescription. Hence, it would appear that the
main impact of compulsory licensing is likely to be on the
prescription drug market, not veterinary drugs or those that
can be purchased by the patient, without a prescription, from
the pharmacist (i.e., non-prescription drugs in the above
tabulation). 1In other words, ignoring licensed drugs that

fall into categories other than "prescription" would not appear
to seriously underestimate the effects and impact of compulsory
licensing. Third, it has been recently estimated that of the
various categories of drugs delineated above, prescription
drugs are by far the most significant in terms of sales. The
relative proportions are 100:56:13, as between prescription,
non-prescription and veterinary, respectively. (See Canada,
Department of Industry, Trade and Commerce, 1980, p. 8). Thus,
the prescription drug market is not only the most important in
terms of licences, but also in terms of economic size. Since
attention is being confined solely to prescription drugs,
unless otherwise stated, the term "drugs" will be understood to

refer to prescription drugs throughout the remainder of the
text and tables.
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3.3 The Pattern of Compulsory Licences

Over the period 1970 to 1978 there were a total of 47
drugs against which 142 compulsory licences were issued by the
Commissioner of Patents. In other words, an average 3.0
compulsory licences were issued on each drug. In terms of
individual drugs the five most significant were as follows:

Drug Number of
(Patentee Brand) Licences Issued
chlordiazepoxide (Librium) Ik,
diazepam (Valium) LN
furosemide (Lasix) L3
ampicillin (Penbritin) 8
thioridazine (Mellaril) Vi
Total 48

The remaining 42 drugs accounted for 94 licences. In 16
instances the Commissioner issued only a single licence. In
other words, the distribution of the number of licences issued by
drug is moderately skewed with 10.6 percent of the drugs (5/47)
accounting for 33.8 percent of the licences (48/142).

An alternative method of examining the drugs against
which licences were issued and the frequency of licensing is to
categorize by pharmacologic-therapeutic classification. This
classification system groups drugs which are concerned with
similar human medical problems or treatments such as cardio-
vascular drugs or cough preparations.5 The results are
presented in Table 3-1 for the period 1970-78 (subdivided into
1970-72 and 1973-78) by number of drugs for which compulsory
licences have been issued and the frequency of issuance.®
The table shows a small number of categories account for a very
large percentage of compulsory licences issued. 1In particular,
for the period 1970 to 1978, 80.9 percent of all drugs for which
a compulsory licence was issued and 85.9 percent of all compul-
sory licences belonged to the anti-infective, cardiovascular and
central nervous system groupings. A similar concentration was
recorded for both of the sub-periods in Table 3-1. Twelve of the
nineteen 7 categories in Table 3-1 contained no drugs against
which a compulsory licence was issued. Hence, the distribution
of compulsory licences by pharmacologic-therapeutic
classification is heavily skewed when measured either by the
number of drugs for which a licence has been issued or the total
number of licences.

During the two sub-periods 1970-72 and 1973-78, Table
3-1 shows an equal number of compulsory licences were issued (71
vs. 71), despite the fact that the latter period is twice the
length of the former. 1In other words, the issuing of licences
was concentrated in the period immediately following the
introduction of section 41(4) in June 1969. Licences taken out
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in the period 1973-78 reflect two factors: new licensees, such as
Apotex Ltd., Canada Packers Ltd., and K-Line Pharmaceuticals Ltd;
and existing (i.e., 1970-72) licensees taking out compulsory
licences on hitherto unlicensed drugs such as flurazepanm,
haloperidol and amoxicillin.

The application for a compulsory licence indicates an
intention, almost certainly serious, by the applicant to market
the drug. However, this intention may not be realized. The lag
between the application and issuance of the licence by the
Commissioner as reported in Chapter II, is, on average, 9.6
months. In such a time span the factors and assumptions upon
which the application was based may change, thus causing the
applicant to revise his decision to market the drug: a new and
improved product may be launched, substantially reducing the
demand for the patentee's (and hence licensee's) product; the
patentee may reduce the price of the drug to an unprofitable
level in anticipation of the licensee's entry; the patentee's
drug may not be removed from "New Drug Status" as the licensee
had expected, thereby increasing the cost to the licensee of
marketing the drug, for reasons explained below.

Even if the licensee actually offers the drug for sale,
there is the possibility that sales will not be satisfactory
thereby causing the licensee to withdraw it from the market.
This failure could be the result of factors similar to those
mentioned above. In addition, the licensee may fail to get the
drug listed in the provincial formularies.

In considering whether a licence has been worked (i.e.,
the licensee has marketed the drug), licences are divided into
three categories: those for which there is no evidence that
the licence resulted in a drug being marketed by the licensee;
instances in which the licensee marketed the drug and sub-
sequently withdrew it from sale; and, finally, licensees which
marketed the drug and still offer the drug for sale. The
relevant information is provided in Table 3-2. This table should
be read as follows: for, say, 1970 there were 48 licences issued
and, of these, there is no evidence 14 were ever worked; in 6
cases a drug was marketed but was subsequently withdrawn; and for
the remaining 28 licences, a drug was marketed and, as of August
1979, is still being dispensed by pharmacists.

Table 3-2 shows a considerable shortfall in the use
of licences by the licensees. Over the period 1970-78, of the
142 licences issued, 86 or 60.6 percent were worked and of these
72 or 50.7 percent are presently being worked. The licences that
were not worked are clustered in the periods 1970-72 and, to a
lesser extent, 1976-77. In addition to the reasons listed above,
three others may be cited to account for licences not being
worked. First, for some of the licences taken out in the period
1976-77, the licensees may still be in the process of bringing
the drug on the market. Second, because of concern among
licensees in the middle and late 1970's that changes (i.e.,
abolition or severe restriction) might be made in section 41(4)



- 54 -

TABLE 3-2

INCIDENCE OF WORKING OF OOMPULSORY PATENT LICENCES ISSUED
UNDER SECTION 41(4): 1970-1978P

Yearc Total Nurréber Licences Licences Worked Licences Worked
Issued Not Worked But Drug No and Drug Currently
Longer Sold on the Market
No. % No. % No. $
1970 48 14 (25.0) 6 (42.9) 28 (38.9)
1971 11 4 ( 7.1) 4 (28.6) 3 (4.2)
1972 13 6 (10.7) 2 (14.3) 5 (6.9)
1973 12 4 (& Pd ) 0 (0) 8 (11.1)
1974 11 b (12.5) 0 (0) 4 (5.6)
1975 11 3 (5.4) 0 (0) 8 (11.1)
1976 12 8 (14.3) 0 (0) 4 (5.6)
1977 18 U} (12.5) 0 (0) 11 (15.3)
1978 6 3 (5.4) 2 (14.3) 1 (1.4)
Total 142 56 }(100) 14 ]1(100) 72 (100)
a. Working is defined as the licensee has marketed the drug for which a licence was
issued.

b. No licences were issued between June 1969, when section 41(4) of the Patent Act
came into force, and the end of 1969.

c. Licences are dated by the year they were issued by the Commissioner of Patents.

d. As of August 1979.

Source: Print-out of current (i.e., August 1979) drugs on the market supplied by
the Bureau of Drugs, Department of National Health and Welfare; various
provincial government formularies (Ontario and Quebec); Canada,
Department of National Health and Welfare (1972, 1974, 1975c, 19754d).
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of the Patent Act, more applications for licences may have been
made as an "insurance" policy against legislative change. Third,
Table 3-2 measures the working of a licence by whether the
licensee marketed the licensed drug. In a very small number of
instances, almost exclusively in the period 1970-72, licences
were taken out to manufacture the active ingredient, with often
no intention on the part of the licensees of marketing the drug
in final dosage form. Those would have been counted here as
not worked. Nevertheless, in spite of these qualifications there
is a large disparity between the number of licences which have
been issued and the number worked.

An alternative method of examining the discrepancy
between licences issued and worked is presented in Table 3-3. The
pharmacologic-therapeutic classification is the same as that used
in Table 3-1 above. Columns 1 and 2 refer to the number of
licences issued by drug and frequency respectively, while columns
3 and 4 provide the corresponding frequency distribution for
licences which were worked. The last two columns refer to
licences which were not worked.

The table shows that the distribution, by pharmacologic-
therapeutic classification, is very similar for licences issued,
worked or not worked. For example, the three most important
categories (i.e., anti-infectives, cardiovascular drugs and
central nervous system drugs) accounted for 85.9 percent of the
number of licences issued, 88.4 percent of those worked, and 82.1
percent of those not worked respectively. In terms of the
numbers of drugs, these three categories accounted for 80.9 per-
cent of the drugs for which licences were issued, 81.2 percent of
the drugs for which licences were worked and 80.0 percent of
those for which licences were not worked. The shortfall of 56
licences not worked consisted of 23 attributable to 15 drugs that
were never marketed by a licensee, and 33 to drugs that were
marketed by licensees, but not to the extent indicated by the
number of licences issued ithat is, some firms did not work their
licences for these drugs). 0

In sum, this section began with an initial benchmark,
the number of licences issued, as a gauge with which to start to
measure the impact of compulsory patent licensing. The data
showed that over the period 1970-78, 142 licences were issued
against 47 drugs. However, the application and issuing of a
licence is only an indication of an intention to work the
licence. For example, of the 142 licences issued, only 86 were
worked. Hence, any consideration of the impact of compulsory
patent licensing must take into account the discrepancy between
licences issued and worked. The next section considers some of
the determinants of the incidence of compulsory patent licensing
and, as such, may provide useful clues into their impact.
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3.4 The Determinants of the Pattern of Compulsory Patent
Licences

3.4.1 The Determinants

It is usual in neo-classical economics to assume that the
objective of the firm is to maximize profits in present value
terms, which is defined simply as total revenue minus total cost.
Revenue represents the demand side while costs are the reflection
of the supply side. This is a perfectly general framework into
which can be fitted the decision to apply for a compulsory patent
licence and subsequently market the drug. On the demand side are
factors such as the size of the market, the rate of growth, and
the acceptance of the licencee's product and the price of
substitutes. The supply side factors include the status of drug
(i.e., "New" or "0ld" drug), the significance of economies of
scale in production, and the availability and cost of the active
ingredient. 1In this section each of these factors is considered
separately, and with empirical evidence where it is available.

In addition, multiple regression analysis is presented in order
to quantify the influence of demand and supply side factors.
However, due to data limitations, the equations estimated are
limited in scope.

Size of Market. For a given investment in obtaining a
compulsory patent licence and subsequently marketing the drug,
the return is likely to be higher the larger the size of the
market for several reasons: any scale economies have a greater
chance of being realized; the fixed investment can be spread
over a greater number of units; it is precisely in the large
volume multiple service drug categories that provincial drug
programmes desire to lower costs and hence are willing to
encourage the use of the licensee's productll; and,

finally, the patentee may be willing to "tolerate" a number of
fringe firms with relatively small market shares, so long as
they pose no significant threat to his position. Hence the
incidence of compulsory patent licensing is likely to be
positively related to the size of the market for the drug.

Several possible measures of market size could be utili-
zed: the total market value of drug sales, the total number of
prescriptions dispensed, and volume of tablets or capsules (or
their equivalents) dispensed. If all tablets and capsules of
similar weight and size were the same price and dispensed in
similar quantities then it would be irrelevant which measure of
market size was selected. However, this is typically not the
case. Size and number of prescriptions across drugs differ, thus
making comparisons difficult. Even for a given type of drug,
licensee and patentee prices differ considerably, despite the
fact that they may be considered perfect substitutes by the
provincial drug quality committees. For example, the ratio of
the patentee/ licensee price for diazepam 5 mg. tablets varied
between 2.97 and 1.51 in one provincial formulary in 1977.
(Diazepam was one of three drugs each having eleven licences
issued for it). This price differential probably reflects a
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degree of product differentiation, at least on the demand side.
Nevertheless, despite these disadvantages, value of sales or
number of prescriptions dispensed are likely to indicate fairly
accuratelg differences between large, small and medium sized
markets.l

Table 3-1, presented above, provides the starting point
for considering the significance of market size as a determin-
ant of the pattern of compulsory patent licensing. The table
records the percentage of prescriptions and sales by drug
manufacturers for each pharmacologic-therapeutic classification.
As can be readily observed, there would appear to be a close
similarity between categories ranked by prescriptions and
sales, on the one hand, and drugs and frequency, on the other.
For example, details of the most important categories, ranked
by prescriptions and sales, are as follows.

All Drugs Licensed Drugs
Classification Prescriptions Sales Drugs Frequency
(Rank) Percentage
Central Nervous (L) 26192 (1) 24.7 (1) 40.4 (1) 44.4
System Drugs
Anti-Infectives (2) 22.5 (2) 18.3 (29 23.4 (2) 21.8
Hormones and (3D 186 (3) 15.1 (4) 6.4 (4) 4.2
Substitutes
Cardiovascular (4) 11.2 (4L 538k 8 (B8 i 0 3)) 11897
Drugs ~
Total 73,5 71.4 Bl 90.1

Source: Tables 3-1 and 3-3, above.

The columns headed "drugs" and "frequency" refer to the period
1970-78. Thig result is in accordance with a priori
expectations.

The correspondence between pharmacologic-therapeutic
categories ranked by number of compulsory patent licences
(either drugs or frequency) and relative importance in terms of
number of prescriptions or sales, although similar, is not exact.
For example, as shown above, Hormones and Substitutes ranked
third in terms of prescriptions (13.6 per cent) but fourth in
terms of number of compulsory patent licences issued (frequency,
4.2 percent). In other words, the level of sales is not the only
determinant of compulsory licencing.

Market Growth. An investment decision by a licensee will depend
not only on market size at a particular point in time, but also
on the expected rate of growth (i.e., the degree to which the
demand curve is shifting to the right or left). A positive
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relationship is to be expected between the incidence of compul-
sory patent licensing and the rate of market growth. The
reasoning is exactly analogous to that discussed above under
market size.l5

Patentees' Advantage. Most of the drugs for which compulsory
patent licences have been issued have been on the market (i.e.,
available to the physician to prescribe for the use of the
general public) for a number of years prior to the Commissioner
issuing a licence and the licensee marketing the drug. On
average the lag between the introduction of the drug by the
patentee and the issuing of the licence was 10.1 years,l6

while the lag from patentee introduction to the licensee market-
ing the drug was, not surprisingly, a little longer - 11.6
years.1l7 The long lag reflects the fact that compulsory

patent licensing was introduced in 1969 and many of the drugs for
which licences were issued had been introduced a number of years
prior to 1969. Table 3-4 provides a frequency distribution which
takes this factor into account. As can readily be observed, of
the 45 out of the 47 licensed drugs for which information is
available, in all but eight instances, the patentee marketed the
drug prior to 1969. The average lag between the patentee
marketing the drug and issuing the licence for the pre-1969 set
of 37 was 11.3 years, for the post-1969 set of eight, 4.4 years.
The same pattern is observed in Table 3-4 for the corresponding
lag for those drugs which were licensed and worked. Finally,
Table 3-5 demonstrates the lag between the marketing of the drug
by the patentee and by the licensee exhibits similar patterns to
those described above for the lag between patentee marketlng and
the issuing of a compulsory licence.

Recent research has demonstrated that the first firm to
market a particular drug has significant sales advantage over
subsequent sellers of the "same" drug (i.e., same or very
S1nlL8E) In other words, the length of time a drug is on
the market is positively related to its sales, among a group of
substitute drugs. Bond and Lean (1977, p. vi) summarize their
findings in this respect as follows:

In each of the markets here under study,
the first firm to offer and promote a
new type of product received a
substantial and enduring sales
advantage. Moreover, although the
promotional dollars spent by the first
firms were absolutely large, the first
firms nonetheless devoted a smaller
percentage of their sales dollars to
promotion than did their competitors.

In each market the success of the first
brand did stimulate other firms to enter
with therapeutically substitutable
products. Yet such follow-on brands

failed to dislodge the early entrant




TABLE 3-4

FREQUENCY DISTRIBUTION OF THE TIME LAG BETWEEN PATENTEE MARKETING THE [RUG3 AND THE COMMISSIONER OF

PATENTS ISSUING A LICENCE.P LICENCES ISSUED 1970-1978S

Difference Between Date All Drugs Date Patentee Marketed Drug
Patentee Marketed Drug
And Date Licence Issued Pre-1969 Post-1969€
Licensed Licensed Licensed| Licensed Licensed Lice
and Marketed and Marketed and Marketed
Number of Yearsd by Licensee by Licensee by Licensee
1 0 0 0 0 0 0
2 0 0 0 0 0 0
3 2 2 0 0 2 2
4 3 2 1 1 2 1
o) 4 0 1 0 3 0
6 3 1 2 1 1 0
7, 2 2 2 2 0 0
8 3\, 1 1 b 0 0
9 3 3 3 3 0 0
10 5 4 5 4 0 0
11 7 5 7 &) 0 0
12 2 2 2 2 0 0
13 2 2 2 2 0 0
14 4 3 4 3 0 0
15 3 3 3 3 0 0
16 0 0 0 0 0 0
17 ] 0 ]\ 0 0 0
18 3 2 3 2 0 0
Total 45 32 31 29 8 3
Average Number of Year: 10.1 10.5 11.3 11.3 4.4 318!

a. Dated by when patentee first marketed the drug in Canada. In those instances of several patentees, first
patentee to market is used.

b. Under section 41(4) of the Patent Act. In those instances of several licensees, date of first licence
issued is used.

c. No licences were issued between June 1969, when section 41(4) of the Patent Act came into force, and the

end

of 1969.

d. Lags are calculated by subtracting year of licence issuance from year patentee marketed drug. Data on
month patentee marketed drugs not available.
e. Post-1969 includes patentee drugs marketed in 1969.

Note:

Source:

To appear in the print-out of current drugs on the market (see below), a drug product must still be
marketed; the possibility exists that an earlier product containing the drug is no longer marketed and
the time lag thus may be biased on the low side.

Appendix D below; print-out of current (i.e. August, 1979) drugs on the market supplied by the
Bureau of Drugs, Department of National Health and Welfare; various provincial government
formularies (Ontario and Quebec); Canada, Department of National Health and Welfare (1972, 1974,
1975¢c, 1975d); and information supplied by the Pharmaceutical Manufacturers Association of Canada.
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from a dominant position. Neither heavy
promotion nor low price appears to have

been sufficient to persuade prescribing

physicians to select in great volume the
substitute brands of late entrants.

Although Bond's and Lean's conclusions are based on two
drug groups (i.e., oral diuretics and antianginals) for the U.S.,
not Canada, nevertheless it is likely that the general theory is
also applicable to Canada and the specific instances of
compulsory patent licensing. In other words the greater the
length of time the patentee has had the drug on the market prior
to either a licence being issued or worked, the less will be the
incidence of compulsory patent licensing.

These are the three major factors which, a priori, were
considered to be major determinants, on the demand side, of the
incidence of compulsory patent licensing and for which the data
is available on a fairly systematic and consistent basis.
Attention is now turned to the supply side factors.

"New" vs "01ld" Drug Status. In order for the patentee to
marketl¥ a new drug in Canada for the first time the approval

of the Health Protection Branch of the Department of National
Health and Welfare must be received. This federal government
department derives its authority in this regard by virtue of
administerina the Food and Drugs Act and its attendant
regulations.40 These specify the information required to be
submitted, the tests (animal and human) to be performed and the
stages of approval with respect to the safety and efficacy of a
new drug. These requirements can be, and frequently are, very
costly and take a number of years to complete. For example, "the
number of pages of documentation required to satisfy the
requirements for Ketamine was 67,128" (Sellers and Sellers, 1978,
p. 70), while the lag between the first testing of a drug in the
laboratory and the approval of reaulatory authorities would
appear to be seven to nine years.4l The purpose here is not

to describe this process since it has more than adequately been
done elsewhere,22 but rather show how the regulations which
control the introduction of new drugs by the patentee affect

the licensee.

After the Health Protection Branch is satisfied as to
safety and efficacy of the drug, the Notice of Compliance is
issued to the patentee who can then, "place his new drug on the
Canadian market” (Canada, Department of National Health and
Welfare, 1973, p. 4). However, the interest of the regulatory
agency does not cease at this point. For one thing, when a new
drug is first released on the market it is usually accorded New
Drug Status. 1In general, this status requires the patentee to:

...report any new information he
receives either through his tests or
from users concerning unexpected
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TABLE 3-5

FREQUENCY DISTRIBUTION OF THE TIME IAG BETWEEN PATENTEE
MARKETING THE DRUG® AND THE LICENSEE MARKETING THE DRUG:P
LICENCES ISSUED 1970-1978.€

Difference Between Date All Date Patentee
Patentee Marketed Drug Licensee Marketed Drug
And Date Licensee Marketed Marketed
Drug R Drugs Pre-1969 | Post-1969€
Number of Years®
1 0 0 0
2 1 0 1
3 0 0 0
4 1f 0 1
5 i 0 1
6 1 1 0
W 1 i 0
8 1 1 0
9 49 4 0
10 1 i 0
11 3 3 0
12 6 6 0
13 1 1l 0
14 5 5 0
15 0 0 0
16 2 2 0
157 1 1 0
18 2 2 0
19 0 0 0
20 1. L 0
Total 32 29 3
Average Number of Years 11.6 12.4 S 1
a. See footnote a, Table 3-4, above.
b. Dated by when licensee first marketed the drug. In those

instances of several licensees, first licensee to market is
used. Refers to licensee drugs marketed by August, 1979.
See footnote ¢, Table 3-4.

See footnote d, Table 3-4.

See footnote e, Table 3-4.

This drug was produced by the licensee before the licence
was taken out. In this instance, the "Date Licensee Marketed
Drug" was taken as the same year the licence was first
granted.

Two of the four drugs were produced by the licensees before
the licences were taken out. In these instances, "Date
Licensee Marketed Drug" was taken as the same year the
licence was first granted.

Note: In four cases, "licensee" firms without licences for a

particular drug, produced the drug prior to the firm that
actually took out the licence. Calculations using date of
earlier production by the firm without the licence made
little difference to the results; average number of years
for all licensee marketed drugs was 12.0 and for pre—-1969
patentee marketed drugs, 12.5.

Source: See Table 3-4, above.
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reactions to the drug such as side
effects or failure to produce desired
effect. (Canada, Department of National
Health and Welfare, 1973, p. 5).

Once sufficient information has been collected to confirm
the safety and efficacy of the drug, then it is accorded 0ld Drug
Status. However, the requirements under New Drug Status, "and
the basis for such continued surveillance are not clearly
defined" (Sellers and Sellers, 1978, p. 76). A similar statement
applies to the line between New and Old Drug Status.23 For
example, diazepam, although one of Canada's largest selling drugs
and prescribed for more than ten years, is still accorded New
Drug Status. In other words, a degree of discretion is accorded
to the officials administering the legislation.

The firm which obtains a compulsory patent licence
does not have to replicate all of the safety and efficacy tests
that the patentee conducted in order to market the drug.
However, some of these tests may have to be conducted by the
licensee and this depends critically upon whether the drug has
New or 01d Drug Status. Put crudely, if the drug retains New
Drug Status then the licensee usually has to undertake a number
of tests, performed to the satisfaction of the Health Protection
Branch, before a Notice of Compliance is issued.?4 on the
other hand, if the drug is accorded 0ld Drug Status, no pre-
market clearance (i.e., approval) is required to meet Health
Protection Branch requirements. All that the licensee is
required to do is t9 notify the regulatory agency that it intends
to market the drug.25 Hence, if a drug is accorded New,
rather than 0l1d, Drug Status the cost to the licensee of bringing
the drug to market is greater and hence the incidence of compul-
sory patentee licensing is expected to be less. 1In short, while
New Drug Status may be justified from a safety and efficacy
viewpoint, it nevertheless may constitute a "barrier to
entry."

Of the 45 drugs for which licences were issued, 16 had
New, and 29 had 014 Drug Status. (No data was available for two
drugs). This is not surprising since, as reported above, most of
the drugs had been on the market a number of years prior to 1969
and hence were likely to have reached 0ld Drug Status.

In the introduction to this section several other
supply side factors were mentioned, including the significance of
economies of scale in production and the availability of the
active ingredient to the licensee. Unfortunately, the infor-
mation on these two factors is somewhat sketchy. However, some
fragmentary information is available on the first factor. Econo-
mies of scale would appear to be of most significance in the
production of the active ingredient, rather than the preparation
of the final dosage form. However, most of the licensees import
the active ingredient and only participate in the preparation of
final dosage forms. In other words, economies of scale are of
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little consequence with respect to the licensee.?7

3.4.2 Empirical Results

Ideally, in order to test the relative significance of
the variables outlined above as determinants of the incidence of
compulsory patent licensing, data should be gathered on all drugs
for which licences have been issued as well as a sample for which
no licences have been issued. However, data is available only
for licensed drugs. While this falls short of the ideal, it
nevertheless does provide for at least a partial evaluation of
the determinants.

The definition of the variables are presented below.
They closely follow the discussion above and hence the
attention paid to each will be brief.

Variable Name Definition

LICENCES Number of licences issued
per drug over the period
1970-1978.

WORKED Number of licences
worked per drug by August,
1979,

MARKET SIZE Total Canadian sales of the

drug (licensee and
patentee) for 1969. Sales
expressed in $000's.

GROWTH Percentage change in sales
between 1969 and 1975.28

LAGLIC Number of years between
patentee first marketing
the drug and licence first

issued.
STATUS 1 = 014 Drug Status
0 = New Drug Status

Table 3-6 presents the statistical findings on the
determinants of the number of licences issued and worked under
section 41(4) of the Patent Act. The regression equations were
estimated using ordinary least squares. Although data are
available for the two dependent variables (i.e., licences and
worked) for all of the 47 licensed drugs this is not the case for
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any of the independent variables: the maximum number of obser-
vations for market size and laglic was 45,29 status 43 and

growth 39.30 These shortfalls mean that the maximum number

of licensed drugs for which all of the independent variables were
defined was not 47, but 37. As a result Table 3-6 presents
estimated equations for this sample only. 1In those instances
where an equation in the table could be estimated for more than
37 observations and the result 1s at variance with that reported
then this is discussed. However, in general, the results are not
sensitive to the sample size within this range.

The four explanatory variables - market size, growth,
laglic and status - account for 65 percent of the variation of
licences (equation 1) and 67 percent for worked (equation 2). Of
the four independent variables the most important is market size,
as a comparison of R2 for equations 1 and 3 (for licences) and
2 and 4 (for worked) demonstrates.3l The expected signs on the
regression coefficients on the four explanatory variables are
positive for market size and growth and negative for laglic and
status. 1In general, for equations 1 through 8 the actual signs
are the same as those predicted, with the exception of growth and
status, when worked is the dependent variable (i.e., equations
2, 6 and 8)., However, in terms of statistical significance, only
market size is consistently significant across equations 1 to 8,
with laglic significant for only equation 7, although this
variable is nearly significant at the 10 percent level for
equation 1 (for licences in both cases). The close conformity of
the results of the odd and even numbered equations in Table 3-6
reflects the high correlation, 0.8779, between the two dependent
variables, licences and worked. The importance of market size is
consistent with the view of informed observers of compulsory
licensing. For example, the trade association of the patentees
has commented "... compulsory licenses are sought and issued on
the high volume, successful drug products..." (PMAC, 1979,

Pw 1l)e.

The correlation coefficients among the four independent
variables are as follows:

Variable Pair Correlation Coefficient
Market size/Status -0.0243
Market size/Growth -0.2802
Market size/Laglic -0.1292
Growth/Status -0.4448
Status/Laglic +0.4835
Growth/Laglic =0 2087

The correlations are sufficiently "low" to suggest that multi-
collinearity is not a serious problem, with the possible
exception of status, which is quite high correlated_with two of
the other independent variables, growth and laglic.32 Equa-
tions 4 through 8 of Table 3-6 would suggest, however, that
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collinearity amongst the independent variables would not appear
to be a serious problem.

In sum, the regression results suggest market size is the
major determinant of both the number of compulsory licences
issued and worked, accounting for approximately 60-65 percent of
the variation in the dependent variables. Laglic was statis-
tically significantly related to licences but not worked. The two
remaining explanatory variables, growth and status, were not
statistically significantly related to either of the dependent
variables. In the case of status this can be explained in either
of two ways. First, the licensee only applies for licences on
those drugs for which there is a reasonable expectation that the
status will be changed from New Drug to Old Drug. In those
instances where there is no such expectation, application is not
made.33 Since the sample for which the estimated regression
expectations in Table 3-6 are estimated refer only to licensed
drugs, the effect of the distinction between New and 0ld Drug
Status is not detected. Second, the effect of 0ld vs. New Drug
Status 1s captured by a 1:0 dummy variable. Such an approach is
quite proper and feasible if the costs of the safety and efficacy
tests required by the Health Protection Branch, Department of
National Health and Welfare are uniform across all licensed drugs
on New Drug Status. However, this would not appear to be the
case. One licensee estimates that such costs can vary from
$10,000 to $400,000 with an average in the region of $25,000 to
$50,000.34 Under such circumstances the dummy variable
technique may be inappropriate, hence yielding the statistically
insignificant coefficient in Table 3-6. The lack of significance
for growth may be the result of misspecification: the dependent
variables refer to 1970-1978 and 1970-August 1979, but growth is
measured for 1969-1975. Unfortunately growth data to 1978 and
1979 is not available for this study.

3.5 Summary and Overview

Over the period 1970 to 1978 the Commissioner of Patents
issued 152 licences which referred to 55 separate drugs. (It
should be noted that where a licensee made several applications
concerning one drug, for whatever reason, all such applications
were treated as a single licence application in this and all re-
maining chapters. This explains the difference between the much
larger total recorded in Table 2-2 of 227 and the figure of 152
mentioned above). The licensed drugs included not only pre-
scription, but veterinary and ethical non-prescription drugs.
The vast majority of licences (93.4 percent) and the principal
focus of the government inquiries in the 1960's were accounted
for by prescription drugs. Hence this study is confined to the
142 compulsory licences accounted for by the 47 prescription
drugs. In view of this, the term "drugs" will be understood to
refer to prescription drugs throughout the remainder of the text
and tables, unless otherwise specified.




- 68 =~

The maximum number of licences issued for a particular
drug was 1l1. Three such drugs, chlordiazepoxide, diazepam and
furosemide, were in this category. Eighty-one percent of all
drugs for which compulsory licences have been issued and 85.9
percent of all licences belong to three pharmacologic-therapeutic
classifications - anti-infective, cardiovascular and central
nervous system. Licences were not issued evenly over the period
1970-1978, but rather concentrated in the period 1970-1972 (50.0
percent of the 142 issued). Of the 142 licences, 60.6 percent or
86 were worked (i.e., licensee marketed the licensed drug) _by
August 1979, and of these 83.7 percent or 72 are presently 5
being worked.

A number of determinants of the number of licences issued
or worked were identified: market size; the status of the drug
014 vs. New; growth of market size; the patentee's advantage in
being first to market the drug. Regression equations were
estimated using these four explanatory variables. Taken as a
group they accounted for approximately 60 percent in the
variation of both the number of licences issued and worked, per
licensed drug. The major explanatory variable was market size, a
result that agrees with the view of informed observers of
compulsory licensing.

This chapter has two findings that should be taken into
account when studying the impact of compulsory licensing on drug
prices. First, there is a difference between the number of
licences issued and worked. Over the period 1970-1978, of the
142 licences issued, only 86 were worked by August, 1979. Second,
market size is, not surprisingly, the major determinant of the
number of licences issued or worked. Hence, the impact of
compulsory licensing is likely to affect the largest markets and
hence, potentially at least, could lead to substantial reductions
in the prescription drug bill.




CHAPTER IV

THE LICENSEES

4.1 Introduction

The object of this chapter is to present an overview of
the firms which have taken out compulsory patent licences under
section 41(4) of the Patent Act. The outline is, of necessity,
somewhat sketchy. Most of the information available on the
prescription drug industry refers to the patentees, which are
usually subsidiaries of large multinational pharmaceutical firms.
In contrast, the licensee is usually part of a much smaller
entity, on which there is relatively little data publicly avail-
able. Hence, gaps will appear in the description of the
licensees.

The chapter is divided into three major parts and one
minor one. Section 4.2 presents the identity of the compulsory
patent licensees together with some of their more salient
characteristics, such as the number of licences acquired and
worked, size, ownership, and nationality. An attempt will be
made to account for several of the characteristics of the
licensees in Section 4.3. Section 4.4 is concerned with the
marketing strategy that the licensees have used in competition
with the patentees. Attention will be paid to pricing patterns,
the significance of formulary listings and promotional activ-
ities. The success of these activities, in terms of market share
penetration, is discussed in section 4.5. Finally, a brief
summary and some inferences are drawn in section 4.6.

4.2 Licensee Characteristics: A Description

Incidence Of Licensing. Twenty-six firms took out a total of 142
compulsory patent licences against 47 drugs over the period 1969
to 1978. Table 4-1 identifies the licensee firms, the number

of drugs for which licences were issued and whether or not the
licence was worked.l 1In terms of either the frequency of the
number of drugs for which licences were issued or issued and
worked, by licensee, a small number of firms are very important.
For example, five licensees account for 90 (or 63.4 percent) of
142 licences issued and 56 (or 77.8 percent) of the 72 licences
being worked as of August, 1979. 1In particular two were of
considerable significance; ICN Canada Ltd. and Novopharm Ltd.,
which, together, accounted for 38 (or 52.8 percent) of the
licences being worked as of August, 1979. In contrast, 14 of the
26 licensees which took out licences against only one or two
drugs accounted for 21 (or 14.8 percent) of all licences issued
and 7 (or 9.7 percent) of the 72 licences being worked as of
August, 1979. 1In sum, a large percentage of both the total
number of licences issued and worked are accounted for by a small
number of licensees.
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Nationality, Ownership Characteristics and Size. Table 4-2
detalls various ownership characteristics of the licensees, such
as nationality, as well as size and date of establishment in
Canada. The table divides the licensees into two groups: those
that were working their licences as of August, 1979 and those
that were not. More information is generally available for the
former group than the latter. 1In any event, the division might
yield some clues as to the reasons for the non-working of
licences.

Of the 26 licensees in Table 4-2 the relative
importance of the various countries of ownership was as
follows:

No. Percentage
Canada 16 61.5
U.S.A. 8 30.8
koK, 1 B9
Kuwait i 3.9
26 100

In the period 1975/76 - 1978/79 a number of foreign acqui-
sitions of Canadian licensees were made, thus reducing the
importance of Canadian ownership.2 1In 1975/76, for example,

20 or 76.9 percent of the 26 licensees were Canadian owned.
Within the two groups of licensees the significance of Canadian
ownership was of approximately the same magnitude. The 16
Canadian licensees accounted for only 35 or 48.6 percent of
licences worked as of August 1979 and only two of the five
licensees, mentioned above, that accounted for 77.8 percent of
all licences worked. In sum, although, despite a recent decline,
the vast majority of licensees are Canadian owned, in terms of
licences worked, foreign owned firms are of more significance.

In some instances the licensee firm is a subsidiary of
another firm, rather than privately owned, with the principals
or their nominees responsible for the management and conduct of
the firm. Of the 26 licensees in Table 4-2, a parent firm is
identified in exactly one-half of the instances. Since a parent
firm may own more than one subsidiary, the actual number of
private firms is 11 not 13. The parent firms can be categorized
as follows:




TABLE 4-1 SNRENS
LICENSEES, LICENCES ISSUED AND WORKED UNDER SECTION 41(4) OF THE PATENT ACT: 1970-1978

Licensee Firms? Drugs Licences Licences Worked, | Licences Worked
Licenseqd® Not But Drug and Drug
Worked ¢ No Longer Currently on
on the Marketd the Marketd
No. (%) No. (%) No. (%) No. (%)

1. 1ICN Canada Lt:dte 31 (21.8) 5 (8.9) 4 (28.8) 22 (30.6)

2. Novopharm Ltd. 30 (21.1) 12 (21.4) 2 (14.3) 16 (22.2)

3. Frank W. Horner Ltd. 11 (7.8) 5 (8.9) 1 (7.1) 5 (6.9)

4. Jerram Pharmaceuticals Ltd.8 L1 (7.8) 5 (8.9) - - 6 (8.3)

5. Apotex Inc. 7 (4.9) = = o = 7 (9.7)

6. K-Line Pharmaceuticals Ltd. 5 (3.5) 1 (1.8) 2 (14.3) 2 (2.8)

7. Sterilab Oorp?ration Ltd. 6 (4.2) 4 (7.1) 2 (14.3) - -

8. Gilcross Ltd. 3 4 (2.8) 3 (5.4) 1 (7.1) = & -

9. Mowatt and Moore Ltd. 5 (3.5) 3 (5.4) = - 2 (2.8)

10. Harris Laborftories 4 (2.8) 1 (1.8) = = 3 (4.2)

11. Neo Drug Co. 4 (2.8) 2 (3.6) = = 2 (2.8)

12. Delmar Chemicals Ltd." 3 (2.1) 3 (5.4) - - - -

13. Paul Maney Laboratories” 2 (1.4) ! (1.8) = = JL (1.4)

14. Dymond Drugs Ltd. 2 (1.4) = = 2 (l4.3) - -

15. ERI Pharmaceuticals Ltd.° 2 (l.4) - - - - 2 @sE)

16. International Medication 2 (1.4) 2 (3.6) - - - -

Systems Ltd.

17. Micro Chemicals Ltd.P 4 (@ 2 (3.6) - - - -

18. P.V.U. Inc.d 2 (1.4) 2 BL6) - - - -

19. W.E. Saunders Ltd. 2 (1.4) 2, (3.6) - - - -

20. Ethica Lté&el 1 (0.7) )L (1.8) - - - -

21. Laboratoire Medic Lté&e 1 (0.7) = = - - 1 (1.4)

22. Medivet Products Inc.? y o aleaBh - - - -

23, Nadeau Laboratory Ltd.® 2 (0.7) - - - - 1 (1.4)

24. Noco Drugs Ltd. 1l (0.7) ]l (1.8) - - Sm -

25. Caompagnie Pharmaceutique 1 (0.7) = = = - 1 (1.4)

Vita Ltéefl

26. Trans—Canada Dermapeutics Ltd. 1 (0.7) = = - -~ 1 (1.4)
Total 142 (100) 56 (100) 14 (100) 72 (100)

a. Licensees having ocommon ownership are treated as a single licensee firm. Thus, if a subsidiary and parent
had each taken out a licence for the same drug, these were counted as only one licence. If a licensee
firm changed its name, the most recent name appears in the table. Finally, if licensees were independent
for most of the period 1970-1978, having been acquired by another licensee or patentee or other third
party only in the last two years, they are listed separately. Ownership details are provided in foot-
notes following.

b. Between 1970 and 1978. No licences issued between June and December 1969. Licence dated by the year it
was issued by the Commissioner of Patents.

c. "Worked" is defined as the licensee has marketed the drug for which the licence was issued.

d. As of August, 1979.

e. S & U Chemicals Ltd. and Sabra Pharmaceuticals Ltd. also took out licences and are included with ICN due
to cammon ownership.

f. Stanley Drug Products Ltd. is owned by Novopharm.

g. Sands Pharmaceuticals is a division of Jerram.

h. 1977/78 acquired by Abbott Laboratories Ltd.

i. Firm went out of business; previously Jules R. Gilbert Ltd.; equipment and formulations acquired by
Jerram Pharmaceuticals Ltd.

j. 1976/77 acquired by Beecham Canada Ltd. Owned Neo Drug Co. See footnote 1 below.

k. Previously M.T.C. Pharmaceuticals Ltd. Parent campany: Canada Packers Ltd. Licences taken out by both
Canada Packers and M.T.C.

1. Previously owned by Mowatt and Moore Ltd. Listed separately fram Mowatt and Moore Ltd., and Beecham
Laboratories Ltd. in current drug print-out, Bureau of Drugs, Department of National Health & Welfare.

m. Bulk pharmaceutical products, fine chemical manufacturing.

n. Division of Canapharm Industries Inc. Licences taken out by Canapharm.

0. Acquired by ICN Canada Ltd. in 1978/79.

p. 1969, had same ownership as Paul Maney labs.; now owned by Generics Corporation of America, U.S.A. Fine
chemicals manufacturer.

q. Veterinary products.,

r. Part of Sabex International Ltd. Not known when acquired by Sabex International Ltd.

s. Parent: Desbergers Ltd.

t. One of products is listed under Beecham Laboratories Ltd.

U.
V.

Product listed under Sabex International Ltd.
Were produced prior to licences granted. Both 1978 licences.

Source: Canadian Manufacturer's Association (1979); Canada, Department of National Health & Welfare (1972,

1974, 1975¢, 19754, 1978, 1979a); Dun and Bradstreet (1979a, 1979b); Drug Merchandising (1975,
1979); Foreign Investment Review Agency (1976, 1977, 1978, 1979); Penstock Directories (1979);
Canada, Statistics Canada (1971, 1974a, 1978b); the print-out of current drugs on the market (i.e.
August, 1979) supplied by Bureau of Drugs, Department of National Health and Welfare; and various
provincial government formularies.
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TABLE 4-2
S1ZE, OWNERSHIP, NATIONALITY AND ESTABLISHMENT OF LICENSEES IN CANADA
LICENSEE
NSEE FIRM OWNERSHIP CHARACTERISTICS s1z ESTABLISHED
LICENSE NATIONALTTY IDENTITY OTHER ($0U0,0VU0's (MANUFACTURING)
sales) IN CANADA
LICENSBBSbHORKINGCLICENCES
AS OF AUGUST 19799
ICN CANADA LTD. U.S.A. ICN Pharma- Hajor‘multl— 10-15 1956 {1971)
ceuticals, Inc. national pharma-
ceutical firm
NOVOPHARM LTD. Canadian Individuals - 15-20 1965 (1969)
FRANK W, U.S.A, Carter-wallace Minorf multi- 15-20 1912 (1912)
HORNER LTD. national pharma-
ceutical firm
JERRAM Kuwait Individuals - 1-249 1971 (1972)
PHARMACEUTICALS LTD, (Canadian until 1977/78)
APOTEX INC, Canadian Individuals - 24-5 1974 (1974)
K-LINE Canadian Private < n.a. n.a,
PHARMACEUTICALS LTD,
MOWATT AND MOORE LTD. U.K. Beecq‘am Group Majorenult\- 2§-58 1920 (1920)
(Canadian until 1976/77) Ltd. nanonal. pharma-~
ceutical firm
HARRIS LABORATORIES LTD. Canadian Canada Packers Large food 1-24 1942 (1945)
Ltd. processor
NEO DRUG CO. Canadian® Private - -1 1945 (n.a.)
PAUL MANEY Canadiant Private - §-1 1942 (1957)
LABORATORIES LTD.
ERI PHARMACEUTICALS N U.S.A. ICN Pharmaceu- Hajor'mulu-
LTD. (Canadian until 1978/79) ticals Inc.J national pharma- n.a. n.a,
ceutical firm
LABORATOIRE Canadiar Private - n.a, n.a,
MEDIC LTEE,
NADEAU LABORATORY LTD. Canadian Desbergers Ltd. - 1-2¢49 1920 (1920)
COMPAGNIE PHARMA- Canadian® Sabex Inter- Pharmaceutical n.a, 1973 (1973) %
CEUTIQUE VITA LTEE. national firm formed by
merger of several
small Canadian firms
in mid-1970s.
TRANS-CANADA Canadiant - - 1-24 1957 (1962)
DERMAPEUTICS LTD.
LIC!NSBES"M WORKINGCLICENCES
AS OF AUGUST 19799
STERILAB CORPORATION U.S.A. Abbott Labor- najor’nult_i- 1-2’9 1963 (1965)
LTD, atories Ltd. national pharma-
Acquired in ceutical firm
1977/78 from
bamon Corp.
U.S.A.
GILCROSS LTD. Canadian Private Bankrupt
(Formerly Jules R,
Gilbert Ltd.)
DELMAR CHEMICALS LTD, Canadian John Labatt Food and Drink $-1 1941 (1941)
Ltd, conglomerate
DYMOND DRUGS LTD. Canadtan? - - 1-24 9 1930 (1930)
INTERNATIONAL U.S.A. - = n.a. A,
MEDICATION SYSTEMS LTD.
MICRO CHEMICALS LTD,. U.S.A. Generics Large n.a. n.a.
{Canadian until 1975/76) Corporation multinational
of America,
U.S.A.
P.V.U. INC, Canadian‘ - Veterinary n.a, n.a.
company
W.E. SAUNDERS LTD, U.S.A. Chromal loy Large multi- §-19 1856 (1856)
American Corp. national
x
ETHICA LTEE. Canadiani Sabex Inter- Pharmaceutical n.a. 1973 (1973)
national Ltd.! firm formed by
merger of several
small Canadian
firms in migd-
1970s.
MEDIVET PRODUCTS INC. Canadian! - Veterinary n.a, n.a.
company
NOCO DRUGS LTD, Canadtan! Pharmo Products B less than Qq n.a,

Ltd.

4. Size refers to dollar sales in Canada for the year 1978,

b. Ranked by fumber of licences issued (see Table 4-1, abhove for details).
€. *Working" defined as licensee marketing drug for which licence issued as of August 1979. The converse applies to

“non-working . *
d. Latest data avasilsble.

e. Major as defined by James (1977, Appendix 1, pp.
world's fifty largest ethical drug firms in 1973.
f. Minor as defined by James (1977, Appendix 3,

PP. 253-254), that is

fifey-first and eightieth anang the world's largest ethical drug firms in 1973.

Sales data refers to 1974.

+ Axuired via the Canadian subsidiary,
. Dote parent established.

AL

Source: See Table 4-1 above.

Aogquired via the Canadian subidiary, Beecham Canada Ltd.
No evidence owned by a foreign firm, therefore assumed Canadian.
ICN Canada Ltd.

Sabex Intemnational Ltd. had sales of $24-5 miiljon.

{See table for details).

. & tirm ranked by sales volume between

unless otherwise stated. Sales include ron-prescription

248-250), that is, a firm ranked by sales volume as ane of the
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Number of No. of
Parent Firms Licensees

Multinational 4 15
pharmaceutical firm

Large Canadian 2 2
food/drink firm

Other 15 6
Total n P

In the "other" category are included a number of multinational
firms for which no data is available and several Canadian firms
or groups of firms which are primarily ownership shells rather
than separate operating entities in their own right. The five
licensees owned by the four multinational pharmaceutical firms
include the first and third ranked licensees.3 Together,

these five licensees account for 31 (or 43.1 percent) of the 72
licences worked as of August 1979. We shall return to the
apparent paradox of multinational pharmaceutical firms owning
firms that take out licences against the patented products of
fellow multinational pharmaceutical firms in section 4.3 below.

Table 4-2 also presents data on the relative importance
of the licensees, measured in terms of sales for 1978. The
sales figures include not only licensed drugs, but also pre-
scription drugs for which the patent has effectiv