
Major changes underway in
Canada’s drug regulatory

system will have significant im-
plications for how quickly new
drugs are approved and how
well Health Canada monitors
the safety of drugs already on
the market.

The Throne Speech that
opened the parliamentary ses-
sion at the end of September
2002 enunciated a new direction
in regulatory activities; this en-
tailed “speed[ing] up the regula-
tory process for drug approvals
to ensure that Canadians have
faster access to the safe drugs
they need.”1 To give concrete
meaning to that pledge, in the
2003 budget the government
committed $190 million in new
money over the 5-year period
2003–2008 “to improve the
timeliness of Health Canada’s
regulatory processes with re-
spect to human drugs.”2

Out of the $190 million, $40
million has already been allo-
cated for fiscal year 2003/04, of
which 78% ($31.2 million) will
go toward “improved regulatory
performance” — mainly an ef-
fort to eliminate the backlog in
drug approvals and to ensure
timeliness in getting drugs onto
the market. Various reasons for
delays in the Canadian drug 
approval system have been iden-
tified. These include a lack of
human resources, poor coordi-
nation between assessments of
the chemistry and manufactur-
ing data and of the safety and ef-
ficacy data, delays in receiving
requested additional informa-
tion from manufacturers, and
the bureaucratic rigidity that re-
sults from situating the ap-
provals system within Health
Canada rather than as a stand-
alone agency. Some of these
problems might be amenable to
correction with more money,
but not all of them are.

In contrast, only $2.5 million
of the $190 million is allocated
to the Marketed Health Prod-
ucts Directorate, which is
charged with monitoring the

safety and performance of drugs
already approved.3 This division
in funding allocation is occur-
ring at a time when, because of a
lack of resources, the directorate
has had to stop routinely trying
to assign causality when evaluat-
ing adverse drug reaction re-
ports. Information from each
adverse drug reaction report
that is received is entered into a
number of fields in the Canada
Adverse Drug Reaction Infor-
mation System (CADRIS) data-
base. Now, because of increased
workload and funding con-
traints, the number of essential
fields in the CADRIS database
has been reduced, such that the
“causality” field is no longer be-
ing systematically used (Dr.
Chris Turner, Director Gen-
eral, Marketed Health Products
Directorate, Health Canada:
personal communication, 2004), 

At a December 2003 meeting
of the Health Products and
Food Branch (HPFB) Advisory
Committee on Management, I
asked what the priorities were in
directing the $190 million and
was offered 4 rationales for an
emphasis on speeding up ap-
provals: (1) If there was no im-
provement with respect to time-
liness and the backlog of
approvals, then it would be diffi-
cult to move ahead in other ar-
eas; (2) this is an area where the
HPFB has the capacity to take
action; (3) emphasis was given
to this particular issue in the
Speech from the Throne; (4) the
HPFB has received the most
criticism with respect to timeli-
ness and the backlog.

Who is criticizing Health
Canada about approval times,
and why is timeliness so impor-
tant that it reaches the Throne
Speech and garners such a large
share of the new money? Pa-
tient groups are naturally con-
cerned when they perceive that
effective treatments are being
delayed, and Canada does lag
behind other countries in the
speed at which it approves
drugs given priority status. For

this class of drugs it takes an av-
erage of 317 days to get
through the Canadian system,
as compared with 232 days in
the United States.4 However,
fewer than 9% of the new ac-
tive substances marketed in
Canada qualify as either break-
through products or significant
therapeutic improvements.5

The loudest and most influ-
ential voice calling for faster
drug approvals comes from the
brand-name industry. In a re-
cent document, Rx&D, the or-
ganization representing the
brand-name industry in
Canada, emphasizes the exces-
sive length of time that it takes
to get a drug approved.6 From
the point of view of return on
investment, industry’s preoccu-
pation with timeliness makes
perfect sense; whether that pre-
occupation is warranted from a
public health point of view is
another question. 

Timeliness in the approval
process may take on even
greater importance in the near
future. During the last parlia-
mentary session, Bill C-212 was
passed7 to deal with the user
fees that various arms of gov-
ernment collect from industry
for delivering services. Starting
in 1994, pharmaceutical compa-
nies were charged fees for each
new drug they submitted for
approval; by 1999–2000, these
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user charges paid for close to
50% of the overall cost of run-
ning the drug regulatory sys-
tem.8 Bill C-212 was introduced
as a private member’s bill by
Liberal Member of Parliament
Roy Cullen with the explicit
aim, according to Cullen, of
“bring[ing] greater transparency
and accountability to federal
government departments and
agencies when they attempt to
recover costs through user
fees.”9 The bill was also in-
tended to provide for more par-
liamentary oversight when user
fees are introduced or changed,
improved linkages between user
fees and performance specifica-
tions and standards in the fed-
eral government, and greater
stakeholder participation in the
fee-setting process.

Strong private-sector inter-
est in this legislation was ex-
pressed through the Business
Coalition on Cost Recovery,
which included the brand-name
pharmaceutical companies. The
coalition was particularly sup-
portive of aspects of the bill that
are meant to ensure that user
fees are consistent with the level
and value of the services pro-
vided.7 In this regard, Bill C-
212 provides for Canadian ser-
vices to be compared with
similar ones offered by our ma-
jor trading partners. If services
are not adequate, government
departments stand to forfeit

part of the user fees. 
How Bill C-212 will be ap-

plied to our drug regulatory sys-
tem is unknown at this point,
but, with Canadian approval
times lagging behind those in
the United Kingdom and the
United States, it is conceivable
that Health Canada might have
to pay back some of the money
that it collects. Faced with that
possibility, Health Canada
could be tempted to put even
more resources and money into
the approval process at the ex-
pense of the postmarketing sur-
veillance system. Setting and
measuring timelines for drug
approvals is relatively straight-
forward, but how do we set
standards for how long it should
take to act on adverse drug reac-
tion reports?

To satisfy all of its various
stakeholders, Health Canada
will have to balance timeliness
and safety. How it goes about
this delicate task will be interest-
ing to watch.
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We’re looking for creative contributions for CMAJ’s Holiday Review 2004. 
Humour, personal reflections, history of medicine, off-beat scientific papers
and postcards from the edge of medicine are welcome. 

Send your offering to the Managing Editor, Josephine Sciortino (800 663-7336
x2366; josephine.sciortino@cma.ca). Articles should be no longer than 1200
words, and photographs or illustrations are encouraged. 

The deadline for submissions is September 13, 2004.
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