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EXECUTIVE SUMMARY

The federal government has introduced Bill C-91 which will
abolish compulsory licensing for drugs, with the consequence that
the company introducing a new drug onto the Canadian market will
be in a monopoly position until the patent on the drug expires—about
13 years. The government claims that this bill will lead to increased
investment in Canada by the multinational drug companies and at
the same time cbnsumers will be protected z{gainst undue price
increases. Similar claims were madeiwhen Bill C-22 was passed in
1987. In this brief, the Canadian Health Coalition and the Medical
Reform Group will first analyze the effects of Bill C-22 inorder to see
how well reality matches the initial set of predictions around the bill.
We will then focus our attention on the question of whether or not
the new legislation is really necessary for the economic viability of
the multinational sector of the pharmaceutical industry. Finally, we
will conclude with an analysis of the likely impact on consumer
prices should Bill C-91 be enacted.

To date the large generic drug companies have not suffered
financially due to Bill C-22, bus the full impact on them has yet to be
felt. When Bill C-22 was introduced the government and the
industry promised that it would lead to the creation of 2,000 new R
& D jobs between 1988 and 1995 in the pharmaceutical industry. To
date, R & ]3 jobs have only been increasing at 215 per year, well .
short of the 250 necessary. Although prices on patented drugs have
been rising at less than the Consumer Price Index since 1988, prices

on all drugs, patented and unpatented, have been going up faster *



than the CPI. More importantly, the delay in the appearance of
generic competitors means that significant cost savings are foregone.
If there is a single gex%eric competitor, the difference between the
generic drug and the brand name one is 24%; when there are four
generic competitors the difference is 65%. If there was generic
competition for the cholesterol lowering drug Mevacor, the Ontario
Drug Benefit Plan could be saving more than $1.4 million annually.
Spending on R & D in Canada has increased significantly, but most of
the money is being used to fund clinical trials, not to do basic
research. In a survey of leading me;iical researchers 90% foresaw a
likely conflict of interest in accepting money from the drug industry;
80% deemed pharmaceutical clinical research “me too” research; and
40% were worried about a potential delay in the publication of
unfavourable results.

The pharmaceutical industry in Canada has consistently shown
high profit levels. Over the decade ending in 1987 the pretax rate of
return on equity for drug manufacturers averaged 34.5% compared
to an average for all manufacturing industries of 15.2%. Despite
these enviable figures the industry argues that it needs increased
patent protection inorder to realize an essential return on its
investment in the drug discovery and development process in
Canada. The drug companies claim that it takes a global investment
of US$231 million to bring a new drug from discovery to marketplace
and only one in three drugs recover their R&D costs. However, the
studies that the industry uses to back up these claims deal with only
a very narrow universe of new drugs and drug companies and it is

not clear that their results can be generalized in the way that PMAC.
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does. Moreover, recent research has challenged their conclusions. A
survey of 39 American, Japanese and European companies found that
the large majority said that it took less than US$200 to research and
develop a new drug.

New drugs are launched in Canada at a substantial premium
compared to older, and in many cases, just as effective drugs.
Between 1982 and 1989 antihypertensives, antiarthritics and ulcer
medications introduced onto the Ontario market were priced 35-60%
higher, on a daily treatment cost basis, than éxisting drugs. With
compulsory licensing newly introduced patented medications are
subject to price competition from generic products within seven to
ten years. Without compulsory licensing there is no price
competition until the patent expires. -At this point that is an
estimated 13 years, but if approval times for new drugs drop, as
both the government dnd the industry hope they will, then instead of

13 years it could be 14 or 15 years.

The Medical Reform Group and the Canadian Health Coalition
believe that the benefits from Bill C-22 have not been clearcut. and
that the costs may only be beginning to be recognized. Therefore, we
cannot accept the government’s pronouncements about the effects of
Bill C-91. Furthermore, we can find no evidence that the new bill is
necessary for thg ‘economic health of the industry. On-the-contrary,
there is goc:d reason to believe that the elimination of compulsory
licensing will only serve to drive up the cost of prescription drugs.
Therefore, we recommend that the government abandon its plans to

proceed with Bill C-91.



INTRODUCTION

When the federal government announced the introduction of
Bill C-91 Michael Wilson, Minister for International Trade, claimed in
a press release that the measures in the bill “will result in increased
research and development . . . the creation of high-paying, skilled
jobs and new training opportunities for our medical and scientific
communities.” (1) According to his cabinet colleague, Pierre Blais,
Minister of Consumer and Corporate Affairs, new powers to the
Patented Medicine Prices Review Board would “ensure that
Canadians continue to have access to reasonably priced drugs.” (1) A
sheet of facts and figures that accompanied the press release said
that “forecasts indicate that the generic industry will continue to
grow at rates at or above the average growth rate of the Canadian
pharmaceutical industry as a whole.” Similar promises were made
five and six years ago with respect to the effects of Bill C-22 which
gave companies protection from compulsory licensing for 7 to 10
years.

A letter to Kathleen Connors of the National Federation of
Nurses Unions over the signatures of both Mr. Wilson and Mr. Blais
argued that the changes to Canada’'s patent legislation were
necessary to offer innovators a suitably attractive business
eavironment. (2) The implication in this statement and also in a
graph entitlsd “Canada lags behind its competitors in effective patent
protection” was that the financial health of the Canadian innovative

pharmaceutical industry was suffering as a result of Canada’s current




patent policy. Once again, these statements echo ones made for the
rationale behind Bill C-22.

In this brief, the Canadian Health Coalition and the Medical
Reform Group will first‘analyze the effects of Bill C-22 in four areas:
impact on generic firms, impact on job creation, impact on prices and
provincial drug costs and impact on R&D spendiﬁg inorder to see how
well reality matches the initial set of predictions around Bill C-22.
We will then focus our attention on the question of whether or not
the new legislation is really necessary for the economic viability of
the multinational sector of the phamﬂaceutical industry. Finally, we
will conclude with an analysis of the likely impact on consumer

prices should Bill C-91 be enacted.

THE EFFECTS OF BILL C-22

1. Impact on Generic Firms

Predictably, the opinions about the effects of Bill C-22 on the
generic companies operating in Canada were widely divergent.
When Michel Cote, then Minister of Consumer and Corporate Affairs,
introduced the first version of Bill C-22 he said that the bill would
“not put them out of business® and spoke of a “flourishing generic
industry” (3, p.8-9). On-the-other-hand, the brief from the CDMA to
the House of Commons Legislative Committee on Bill C-22 warned
that the effect of the bill would be to “substantially cut the cash flow
of the Canadian' owned industry” and severely damage these
companies (“4, p-23).

The 1969 legislation allowing for compulsory licence to import

marked the start of many of the Canadian-owner generic drug




companies and in the ensuing years this sector of the pharmaceutical
industry experienced rapid growth. Employment went from 800 in
1975 (5) to 2,100 in 1286 (4). Overall sales by generic firms
increased by 20% from 1980 to 1983 (5) while the three largest
companies were experiencing a growth in sales of 30% per annum in
the mid1980s (4). Between 1979 and 1983 generic exports enjoyed
an average annual growth rate of 47% a year (4).

The generic companies are privately owned and therefore it is
difficult to gather information about their economic health. However,
there are some measures that can be used to judge how this group of
companies is doing. Sales by generic firms were about 8% of the total
Canadian pharmaceutical market in the early to mid 1980s (6,7) and
have remained at this level to 1990 (8). Growth in the generic
market from 1985 to 1990 has been double that of pharmaceutical
market as a whole (8)"and this is reflected in the growth of the two
largest Canadian-owned generic companies. Apotex rose from the
36th largest company based on dollar sales in 1986 to the 3rd largest
by 1990 and Novopharm went from number 18 to number 5 over
the same time period (unpublished figures). However, as an
unpublished paper from the Department of Consumer and Corporate
Affairs notes, the major impact of Bill C-22 will not be felt until 1993
to 1994 (9). It is quite possible that there will be negative effects
even for the large generic producers. In 1983 about one-third of all
sales by geferic companies represented sales of compulsory licensed
products, but by 1990, this figure had risen to 43% (9). With a delay
in the introduction of new products obtained under compulsory

license sales and profits in the generic industry ay declit..




So far, the large generic companies have been prospering
despite Bill C-22. Whether this conclusion holds for the smaller

companies is unknown.

2. Impact on Job Creation

The question of how many jobs Bill C-22 would create and
what kind of jobs they would be underwent subtle alterations as the
debate over the bill progressed. In his initial speech in June 1986

“

Cote promised that “over 3,000 new scientific and research-related
jobs will be created” (3, p.6). By the time that the new Minister of
Consumer and Corporate Affairs, Harvie Andre, testified before the
House of Commons Legislative Committee on Bill C-22 in December
1986 the promise was for the creation of “up to 3,000 jobs by 1995--
above and beyond thoSe that would otherwise exist in the industry”
(7, p-13). Note that these jobs were now not necessarily scientific
and research related and also the implication that 3,000 was not a
firm figure. The suggestion that not all of the jobs would be for
scientists and researchers had already appeared in a document
prepared in the spring of 1985.by the Department of Consumer and
Corporate Affairs. This report estimated that only 1,700 of the 3,000
jobs would be created in the professional category and filled mainly
by PhD-level applicants. Another 650 jobs were classed as
“technical” {neaning they would go to laboratory technicians and
require services of someone with community college training or an

undergraduate degree in science. . The remaining 620 jobs would be




filled by “others” e.g. managers, cleaners, animal keepers,
statisticians and clerks (10).

When John L. Za?dskie, past chairman of the board of PMAC
and president Merck-Frosst Canada Inc., was confronted with the
conclusions of the Consumer and Corporate Affairs report during his
testimony before House of Commons Legislative Committee on Bill C-
22 he contradicted its predictions and claimed that 85% of the jobs to
be created would be degree jobs and the remaining 15% would be for
support staff. However, he also threw in a new wrinkle which was
that only two thirds of the 3,000 job‘s would be created in the
pharmaceutical industry and the rest would come from increased
industry R & D spending in hospitals, medical schools, etc. (11, p.56).

If the industry is to create eved 2,000 new R & D jobs between
1988 and 1995 as promised, that would mean 250 new jobs a year.
Figures from Statistics Canada show an increase of 415 R & D jobs
between 1987 and 1989, with most of the increase coming in degree-
level jobs (12). The Statistics Canada survey that produced these
figures is based on replies from pharmaceutical companies both
inside and outside PMAC, so it is quite likely that some of the
increased R & D employment tame from non-PMAC members.
However, even assuming that PMAC companies generated all the
increase there is still a shortfall of about 45 jobs per year in meeting
the target for new job creation. According to an internal PMAC
survey of 48 of its members (13), the industry had created 447 R &
D jobs between 1987 and 1990, suggesting that only about 150 such

jobs were being added annually..




The same PMAC survey found that another 939 new jobs had
been created, about 700 of which were in marketing and sales (13).
The CDMA has documented a loss of 700+ manufacturing jobs in the
multinational segment o\f the industry since the passage of Bill C-22
(14) and since the CDMA released its figures there was the
announcement of another 240 jobs to be lost with the closure of a

Cyanamid Canada plant (15).

The number of jobs created outside of the pharmaceutical
industry is unknown. While there has been an increase in the
number of R & D jobs, if the present rate continues the industry will
fall short of its target of 2,000 new jobs. Finally, the 939 new non-R

& D jobs created is almost lost exactly equivalent to the 940 jobs lost.

3. Impact on Prices and Provincial Drug Costs

To allay fears that the companies would use their increased
period of protection against generic competition to unduly raise
prices, Bill C-22 also created the Patented Medicine Prices Review
Board (PMPRB). According to Harvie Andre the Board would look at
“the continuing market price of.all drugs, not just those subject to
compulsory licensing” (emphasis added) and help to ensure
continued savings for Canadians (7, p. 6). The Board was authorized
to monitor and report on the introductory price of new drugs and
also the rate of rise in drug prices. If a company introduced a new
drug at an “excessive” price or if the rate of rise of prices of its drugs
exceeded the rate of rise of the Consumer Price Index (CPI), the

Board has the authority to impose penalties. Di. 1s with e cessive



prices can lose their protection from compulsory licensing and the
Board can also remove this protection from a second drug
manufactured by the same company.

From about 1979)011, drug prices had consistently risen faster
than the CPI (16,17). The fourth report of the PMPRB appeared to
show a reversal of that trend. From 1987 to the end of 1991, prices
of drug products increased at the rate of 2.9% annually versus an
annual CPI increase of 4.4% (18). However, the PMPRB is only
authorized to monitor the prices of patented’ drugs, a very
important distinction which Mr. Andre appears to have blurred.
Patented medicines account for less than half of the estimated total
sales of pharmaceutical products in Canada. When we consider all
pharmaceuticals sold in the country, the annual rate of rise in prices
is 4.7%, which is higher than the CPI figure (18).

More important than the rate of rise in drug prices is the
absence of generic competition. Generic drugs provide price
competition and actually result in lower prices. An analysis of drug
prices in Ontario shows that if the same drug is sold by two
companies there is almost a 24 percent difference in price; if the
drug is marketed by five companies there is a 65 percent difference

in price. (Figure 1).
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