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REPORT OF THE SCIENCE ADVISORY BOARD
COMMITTEE ON THE DRUG REVIEW PROCESS

PREFACE:

The Science Advisory Board was established in September 1997, by the Minister of
Hedlth, the Honorable Allan Rock. Its purposeis to advise the Minister on matters of science as
they affect the Hedlth Protection Branch (HPB) — and so the hedlth of dl Canadians—and to help
foster public confidence in the HPB’swork. Part of HPB' s respongbilities includes the review
and approvd, or rgection, of gpplications by drug manufacturers to distribute new therapeutic
products. Thisdrug review process, which is designed to ensure that new drugs are safe and
effective, has been criticized for being, for example, too dow and inefficient.

Asaresult, anumber of committees and advisory groups have been set up to examine the
process in detail; some reports and recommendations to improve the process have aready been
made. The Science Advisory Board wished to inform itsalf on the drug review process, and so it
asked some of its membersto look at the existing reports and the process itsdlf, and to report
back. The Board understands that its review was not exhaustive and that thisis not a
comprehensive report on the drug review process, it is, however, the consensus of its members
and the recommendations we believe can be useful in the overdl review process. The report of
the Science Advisory Board' s ad hoc committee on the drug review process follows, and |
submit it to the Minister for his consideration.

My thanksto dl the committee members for the report, and to those who helped themin
their work.

Roberta Bondar,
0.C., 0.0nt., M.D., Ph.D., F.R.C.P.(C.), FRSC
Chair of the Science Advisory Board
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11. Glossary

REPORT OF THE SCIENCE ADVISORY BOARD
COMMITTEE ON THE DRUG REVIEW PROCESS

Purpose ||

11

The purpose of this document is to report to the Science Advisory Board (SAB) on the activities
of the Committee on the Drug Review Process, and to propose recommendations for action.

| 2. Background |

The Committee was struck as an ad hoc Committee by agreement of the Science Advisory
Board at its meeting of March, 1999, and was chaired by Doug Elliott. Members were Russ
Graham, Jean Jones, Ledie Millin and Karen Semchuk, with Bernard Schwetz as an adviser.
Dr. Semchuk and Dr. Schwetz were obliged to withdraw from the Committee's work part way
through our activities because of other professiona responghilities.

In the SAB records of the March 1999 meeting, the Committee was to “ proceed with a‘ mini
enquiry’ into the HPB processto assessif the DRP work is credible and well informed, and to
foster better management, as appropriate.” A full statement of the objectives of our study is

2.1
2.2
attached as Appendix A.
I 3. The Challenge
31

The Science Advisory Board was created in part to address the lack of public confidence in the
work of the Hedlth Protection Branch. Part of this lack of confidence springs from the
perception that the process by which new drugs are gpproved isflawed. Critics of the drug
review process have included some members of HPB's professiond staff, aswell as advocates
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3.2

3.3

34

for various interest groups, representatives of industry, eected or gppointed officids, and
members of the public (some or al of whom we refer to as* stakeholders’).

Some of the criticisms regarding the drug review process by interested persons are set out in
Appendix B, epecidly regarding its transparency, timeliness, efficiency and effectiveness. These
comments reflect the complexity of the process, and the differing expectations of the various
stakeholders, including the generd public. Such assertions are, in many cases, mutualy
contradictory. They cannot dl be right, dthough they might very well dl be wrong. We include
them simply to show the diversity of opinion on the drug review process, without expressing any
opinion asto their vaidity or lack of vdidity, except as set out in this Report.

We should note that clearly there has been improvement in timeliness, that some further
congtructive steps have been commenced in the area of consumer input, and that the relationship
with the United States Food and Drug Administration's corresponding office is clearly
productive, collegia, and one of mutua respect.

We wish to state categorically that the Committee has no evidence that persuaded us that unsafe
drugs have been gpproved.

Work Method

41

We approached our work in various ways.

I Creating, sending and reviewing questionnaires sent to stakeholders and to staff of the HPB;

B Conaultations with Dann Michals, the head of the HPB’ s Thergpeutic Products Programme
(TPP), the group which undertakes drug reviews, and with Mario Smard, Genera Counsd,
Legidative Renewd, Trangtion, HPB, who respectively provided information on changes to
the TPP and on the legidative renewd activity underway a Hedth Canada;

1 Conaultations with officias of the Food and Drug Administration (FDA) of the United
States, the Medicines Control Agency (MCA) of the United Kingdom, and the European
Agency for the Evaluation of Medica Products (EMEA);

1 Contacts with the TPP Management Advisory Committee and with the Consultative
Workshop on the TPP Drug Review process;

B Direct discussons with informed stakeholders, including a meeting with key informants, and

-5-
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i Desk research.

4.2  Summaries of the questionnaire results are attached as Appendix B. They form the basis of many
of our observations. Reports of the contacts with the US, UK and EU officias are attached as
Appendix C, and they, too, have helped us with our work. We tabled an Interim Report part
way through our work, to which SAB members responded, and it is attached as Appendix D.
We have aso attached, as Appendix E, a sdlected bibliography of previous studies and reports
bearing on this subject. A brief summary of the law as it gpplies to trangparency issuesis
Appendix F. The Report of the November 3-4, 1999 mesting with key stakeholders is attached
as Appendix G. Findly, we have attached as Appendix H the draft EU legidation on Orphan
Products, and Appendix |, the Report of the Consultative Workshop.

I 5. Observations

5.1 From our questionnaires, we lear ned:

I Mos respondents believe the process must improve its timeliness, efficiency, and
effectiveness, and many fault it on trangparency; but the Committee was not told and
received no evidence that unsafe drugs are being approved;

I A number of respondents criticized HPB management, and we draw the attention of
managers to these criticism which are outsde the scope of this Report as summarized in
Appendix B;

B Support for internationad harmonization is widespread, providing it means harmonization to

the best international standards--not harmonization downward, as some have feared--and

providing responghility for the hedth and safety of Canadian citizens is not compromised,;

B No consensus exigts on the policy of cost recovery, except perhaps thet in its current
manifestation it does not work well;

1 Post-market surveillance, or post-gpprova monitoring (both terms are used) or rather lack
of it is seen as an important weakness.

5.2 From our consultations, we lear ned:

I Generdly, the results of the questionnaires were confirmed;
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Many stakeholders fed urgently that the time for further review is padt, that there is broad
consensus even where stakeholders have very different philosophies (see the report of the
Conaultative Workshop on the TPP Drug Review Process, Appendix |, for example), and
that the time for action is overdue;

Stakeholders agree that the process of legidative renewd provides the Department with a
rare and valuable opportunity to transform a Health Canada the drug review process where

necessary;

Scope for changeisin some cases limited by existing Canadian legidation, which may be
dtered, and by internationd treaty obligations, which effectively may not.

5.3 From other jurigdictions, we learned:

Standards of trangparency vary, but every jurisdiction has room for improvement;

No jurisdiction seems satisfied that it has dedlt sufficiently effectively with post-market (post-
approvd) survelllance;

International harmonization is generaly consdered desirable;

There appears to be increasing support for the value of specific programs dedling with the
problem of Orphan Products;

User fees are widdly imposed in various ways, but have organizationd implications (the term
"cogt recovery” seems solely Canadian, and has a somewhat different but smilar meaning);

Standards of timeliness seem to vary widely, but the variation diminishes when the basis of
computation is consdered.

Discussion ||

In our Interim Report (Appendix D), we identified the essentid principles of Timeliness,
Transparency, Efficiency and Effectiveness, which are discussed below.

6.1 Timeliness

6.1.1 Timdinessisin large measure governed by the availability of financid and other resources, aswe

discussin section 7. We note that much progress has been made in recent years in improving the
timeliness of the review of gpplications--the mgor problem seemsto reside in the accumulation
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6.1.2

6.1.3

6.1.4

6.1.5

of gpplications that must wait unopened until managers and reviewers have time to address them.
Thistimeisdesgnated by TPP as“hold time”, or “backlog” by others. It seemsin at least some
cases to be too long--up to more than 150 days for a fast-tracked application--and the governing
factor here clearly islack of resources.

We bdieve more improvement is possible, for example, by the exchange of review findings --not
automatic acceptance of regulatory outcomes-- with comparable agencies in other jurisdictions.
We noted Hedlth Canadd s efforts towards international harmonization, but we fed there is merit
in information exchange as a practica immediate dternative to setting international standards, a
long-term proposition. Another possibility is to share responghbilities with internationa partners,
agreeing--for example--to capitalize on Canada's research strengthsin one or two specific areas
in exchange for access to the findings from other jurisdictions of comparable scientific rigour ina
range of other designated aress.

If the“hold time”, or “backlog”, is satisfactorily reduced, we are confident that new gpplications
can be processad in atime scale that will stand comparison with other industrialized countries.
Further, dimination will enhance public confidence in Hedth Canada. Strategies such as
providing Notice of Compliance with conditions to any application that has been on hand for
some specific period of time, has been approved in some combination of comparable
jurigdictions, and can be supported by identical information as that supplied to those jurisdictions
can be invoked, but a specific plan with adequate resourcesis essential. A target for eiminating
this "hold time" might be 18 months. We stress that there must be no shortcuts in safety and
effectiveness appraisa.

A particular areafor improvement is the process by which Health Canada dedls with gpplications
for products that are clearly and urgently needed to ded with serious and sometimes life-
threatening conditions. In principle, these are assigned "fagt-track™ status, and may be granted a
Notice of Compliance with Conditions (NoCC). The Committee noted that this processis not
harmonized with the FDA's equivaent system, despite the clear opportunity to save time. We can
only conclude that the basis for the current distinction is to reduce demand on resources.

Other improvements are procedural. The EMEA reports success with standard templates for
gpplications, eectronically readable. Various stakeholders have pointed out that certain stepsin
the review process could be carried out in pardle rather than sequentidly, snce they have no
particular impact upon each other. Another measure, suggested in one of our consultations, was
that where an gpplicant fals within an agreed time to remedy an incomplete or defective
gpplication, that application should be removed from the stream until complete or corrected, and
then accepted only at the end of the queue. The people who can best identify procedura
improvements are those who work daily with the procedure, and an active program to solicit and
reward ussful suggestions from reviewers will build morae and yield immediate benefits based on
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6.1.6

6.1.7

6.1.8

solid, professona experience. We understand that many of these improvements have been
implemented or are under active consideration by TPP.

We consdered mandated time frames for review completion. On balance, this seems a poor
option, athough we agree that genera targets are desirable, smply because applications are so
variable. Where one gpplication is supported by two volumes of data, another may have sixty
volumes. Multiplying the number of reviewers proportionately will not done suffice--the
complexities are sSmply too greeat, and only adequate time will ensure an acceptable review.
Ddays might be reduced by a systern under which, after the application was vaidated for
completeness, atarget date or dates for the review process could be set, based on the individual
characterigtics of the application.

There are models which can be reviewed to establish ways to ded with adminigtrative backlogs,
such asthe courts. Studies or pilot projects to determine the gpplicability of such models may be
desrable.

We ds0 bdieve that the findings of the Consultative Workshop on the TPP Drug Review
Process deserve positive consderation. The SAB has not reviewed those findingsin detail. The
Committee has consdered them; however, we did not participate in that processin its entirety.
While we have afew reservations about some of the detals, we agree with the spirit of their
recommendations.

6.2 Transparency

6.2.1

6.2.2

6.2.3

In our view and that of many stakeholders, the current drug review processis unnecessarily
opague. Hedth Canada persstsin maintaining alevel of confidentidity thet isinconsstent with
public expectation and contributes to a public cynicism about the integrity of the process.

Two conditions are said to make a high level of confidentidity necessary. Oneisthat domestic
and internationa laws require it; the other isthat without it manufacturers will not choose to
introduce new products into the Canadian market, and Canadians in need of such products will
consequently suffer. Asto thefirst, we refer to Appendix F. It reviews the pertinent legidation
and concludes that much more transparent practices are quite feasible within exigting legidation;
further, given the legidative renewa now being undertaken for Hedlth Canada, thereislittle
barrier to introducing any such legidative amendments as might be required. Asto the second:
we observed directly in Washington public hearings involving the same manufacturers and the
same products involved in Canadian gpplications, with much greeter disclosure not only &t the
hearings but far more widely and immediately on the Internet: details are included at Appendix C.

Transparency is essentid to public confidence. We bedlieve that HPB should set new standards
of accessto information at al stages of the drug review process, enhancing transparency and
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6.2.4

6.2.5

6.2.6

6.2.7

public confidence. We perceived no judtification for current levelsof ddicacy regarding
"commercia confidentidity”. We would note: (a) Canada can at least emulate the standards of
openness of our nearest and largest trading partner: (b) New legidation should provide for public
hearings where appropriate; (c) If aproduct has gone through the FDA's public hearing process,
thisinformation should become part of the TPP's NDA review process, and the applicant should
be responsible for providing copies of transcripts and videotapes. Further mechanisms
employing contemporary communications and other technologies can be sought to achieve even
higher standards more efficiently--public hearings are not sufficient of themsdves.

Wefed asystem that dlows for public hearings as appropriate is desirable, but public hearings
will not in themsdves provide a sufficient level of transparency--other methods must dso be
used.

We grongly support an Office of Consumer Affairs and Public Involvement (OCAPI) for Hedlth
Canada that has the necessary resources to implement a vigorous program of information and
consumer involvement using a diverse range of contemporary communications techniques. The
SAB has dready endorsed the OCAPI concept, and has recommended the position of a Chief
Scientist who will dso hdlp in dissemingting informetion to the public.

OCAPI can implement a broad outreach sirategy thet will provide information in ameaningful
and accessible form, will enrich and augment the drug review process, and will contribute to re-
building confidence in Hedlth Canada. The SAB understands that Hedlth Canadalis actively
engaged in this process.

Hedlth Canada must actively seek to inform Canadians as widely as possible about the drug
review process. TPP should have its own specific Strategy.

6.3 Efficiency & Effectiveness

6.3.1

6.3.2

Efficency and timeliness are closdly interwoven. A perssent example given to us, of inefficiency
and time wadting, is Schedule F. Schedule F to the Food and Drug Regulations establishesa
list of ingredients which must be trested as prescription drugs. Adding to or withdrawing an
ingredient from the Schedule requires an amendment to the regulations, a burdensome and
lengthy process. Legidative renewd affords the opportunity for correction, if correction is
needed. We have no opinion on the validity of this concern, but those involved in legidaive
renewa may wish to condder thisissue.

International harmonization should in the long term improve efficiency. In the meantime, this
should not preclude or postpone short-term co-operative projects or joint ventures to explore the
potentia for mutua improvements in handling applications. Comparing experiences with

standard, machine-readable templates for applications, for example, as aready noted, might well
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6.3.3

6.3.4

6.3.5

6.3.6

6.3.7

yield improvementsiin efficiency at negligible cog, and thisis an area where TPP has useful
experience.

We recognize and support Hedlth Canada s efforts to pursue international harmonization. But
we believe that this long-term process can be enhanced by more immediate agreements to
exchange scientific findings between regulatory agencies on abi-latera or multi-lateral bass
without preudice, with the consent of the gpplicantsinvolved and their undertaking to provide
identicd information to dl jurisdictions. We stress that this doesnot imply harmonization of
approvals.

When the cost recovery policy was originaly broached with the industry, it was seen as
potentially contributing to efficiency. Thistheindustry told us has not been the case. Industry has
caled upon the Treasury Board for a general moratorium on the Federal Government cost
recovery policy pending afull review. The sumsinvolved arelarge: of the $25.3-million currently
spent by TPP on pre-market review of al drugs (both pharmaceuticas and biologics), some
$20.9-million is derived from industry. TPP hasinitiated areview of cost recovery, whose
results are expected next year.

Comparing expenditures on the drug review process across jurisdictions is difficult, because of
varigtionsin mandate. But the FDA spends about US$220-million (C$320-million) on New
Drug Applications (NDA), of which US$85-million (C$123-million), or 36 per cent is derived
from user fees. TPP advises that it spends C$25.3-million on pre-market review of drugs, of
which C$20.9-million, derives from cost recovery, or over 82 per cent.

In other jurisdictions, the equivalent of cost recovery is described as "user fees'. Thismay bea
more accurate term, Since it suggests alesstight relationship between what is levied and what is
delivered. The FDA user fee of US$250,000 for each new drug application (NDA) isonly
loosely linked to the actua cost of reviewing an application. For one thing, not every FDA
gpplication goes to a public hearing, and the cost of a public hearing adds to the actua cost of
reviewing, yet the feeisthe same. For another, the income from user feesis added to existing
revenues, whereas in the Canadian case cost recovery income has been largely substituted for
gppropriations. The UK experience suggests that a regulatory process could be entirely financed
by user fees. EU officids condgder a 75:25 ratio of user fee to appropriation isided. A 50:50
ratio would seem perhaps more acceptable in Canada, and this was the origina intent; however,
pending the outcome of the TPP review, we are not persuaded that the Treasury Board's cost
recovery program for the drug review process has enhanced the efficiency of the process.

We are aware that areview of cost recovery has been launched by TPP. But public trust in
Hedth Canadais eroded daily by current perception of the application of this policy; and the
industry for quite other reasons equaly didikes the current policy. Over the short term, Hedlth
Canada should develop a gtrategy to inform the public on the clear, visible digtinction between
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6.3.8

6.3.9

cost recovery and the process of reviewing new products. Pending the outcome of the review of
cost recovery, our committee believes that Health Canada should move to a 50:50 ratio as
between cost recovery fees and agppropriations, with aview to reducing the proportion of cost
recovery in future. Subject to what may be learned from that cost recovery review process, we
are of the opinion that a policy position should be taken--and expressed, if necessary, in the
forthcoming legidation— that revenues from cost recovery will never exceed Parliamentary
appropriations for the drug review process.

Pogt-gpprovd surveillance is awesknessin dl jurisdictions, posing serious chalenges for

rigorous scientific follow-up of gpprova decisons. Canada should move energeticdly in this area
not only to implement the strategy designed by TPP, but to embrace pilot projects with well-
defined groups to assess both risks and benefitsin diverse, actud stuations. Thiswill bea

va uable supplement to appropriate pre-approva clinical trids.

The drug review processis efficient in thet it delivers the desired outcome a minimal cost and
effort; it iseffectivein that it ddivers the desired outcome with maximum benefit. Maximum
benefit, we can see from Krever et al., meansthat safety and well being of the person must teke
precedence over considerations of commercia advantage or bureaucratic process. We believe
that if the drug review processisto be effective, it must engage public confidence. It must be
seen to be credible, and based on sound science.

6.3.10 A wedl designed post market surveillance (or post-gpprova monitoring) strategy seems essential

to efficiency in the drug approval process. We noted in our Interim Report that such a system
would help ensure that the qudity of applications and the thoroughness of investigation would be
enhanced, to the improvement of efficiency.

6.3.11 A comprehensve drategy for post market surveillance has been developed for the HPB, and the

most important thing is Smply for Hedth Canadato fund it (perhaps with some appropriate
industry contribution), and get on with it.

6.4. Orphan Drugs

6.4.1

6.4.2

Orphan products, which benefit avery smal but intensdly needy segment of the population,
typically are not brought to market by maor manufacturers because the cost of development and
introduction do not judtify the financid return. This market-driven gpproach, while fully judtifiable
in terms of current business assessment techniques, means that Canadians in acute need of help
will not have access because they are too few.

We were impressed with the FDA's Orphan Products program in the United States, and also
impressed with the initiatives now working their way towards implementation in the European
Union. Something similar was proposed for Canada in the 1992 Gagnon Report, but the officia
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6.4.3

response was that it was unnecessary--that existing programs would suffice. We are less certain.
A specific program, blending incentives, would bring new innovetive talents into the thergpeutics
market, would add to Canada’s exportable innovations, would offer opportunities for
internationd joint ventures (especialy with Europe). More important, it would confirm in the
public mind Hedlth Canadas commitment to the hedth protection of all Canadians, including
those whose needs are sufficiently rare as to escape the normal attention of the market.

This recommendation of the Gagnon Report should now be implemented. There are
opportunities for internationd synergy and co-operation in this area with the EMEA, the FDA
and Japan. TPP should bring forward a suitable program of industry incentives, for which
gppropriate funding will be needed. Adminigtration through the Canadian Indtitutes for Hedlth
Research merits congideration.

Resources ||

7.1

1.2

Thereisvirtudly unanimity that the drug review process has insufficient resources. But the
problem is not smply one of money. There are genera problems of human resources, aswell as
human resource problems that are specific to a science environment. There are generd financia
problems, and there are problems arising from the Treasury Board's cost recovery policy. There
are aso problems of what we might call adminigtrative resources, by which we mean that
managers have access to too few tools, or options, to shape their work. And, of course, al these
problems are interactive.

An example of lack of resources is the drug review process “hold time’. Eliminating this, as
noted above, would greatly ease many of the concerns over timeliness. HPB staff have asserted
that if this could be cleared, thetime for processing most applications would fal within the
acceptable bracket for industriaized countries. Public confidence in the process will be enhanced
if it can be clearly seen that gpplications are processed in atimely way, and gpplicants will have
some assurance that the business benefits from investing in adrug will not be put &t risk dueto a
dow or inefficient process. While financid and personnd resources must be brought to bear
here, some additiona administrative resources, in the form of additional procedures, would dso
be helpful. For example, it has been suggested to us that where other comparable jurisdictions
have dready reviewed a new product, HPB might well--with the agreement of the applicant--
take advantage of the work of others and issue Notices of Compliance with Conditions, subject
to some agreed period during which any outstanding concerns might be addressed so that full
NoCs can in fact be issued, an adminigtrative option not now available.
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7.3

1.4

7.5

7.6

1.7

Similarly, OCAP! as proposed to the SAB potentialy offers additional administrative resources
to address questions of transparency and effectiveness, a the very least. The SAB has already
endorsed the policy work done in this regard. Public expectation is high, and action is needed.

More generdly, it is clear that the government’ s budget reduction exercises have diminished
human resources well beyond what any manager could have anticipated or wanted. Despite
measures that have been partly successful in improving efficiency, the lack of resources and
regular criticism of TPP cannot be conducive to good staff morale. Low mordeinturnislikey to
impair optimum efficiency. We have noted with concern the comments on morale a TPP
expressed in the report of an externa consultant?.

Study after sudy has confirmed what scientists have empiricaly known for avery long time:
critical massis essentid to effective scientific work. They must have the time and opportunity to
interact; and they must have professond resources upon which they can draw. They must have
the opportunity to live and work as scientists: to publish, to scrutinize the work of others, to
communicate not only eectronically but through the time-proven practice of participating in
scientific meetings. The benefits to be derived from dlowing scientists to develop their scientific
careersin thisway cannot be overstated.

In recommending to the Minister the gppointment of a Chief Scientist, the SAB believed that this
should be apriority. He or she should be given the mandate and resources to establish a critical
meass of credible scientists who can participate in the review process as quickly as possible.
Achieving critical mass and scientific credibility will be achieved much more quickly and efficiently
if donein conjunction with Canadas academic medica community. Health Canada should
enhance its collaboration with the clinical and academic medical community; enhancing and
maintaining effective ties requires attention and resources.

Core stientific competency isthe top priority. Hedth Canadawill neither attract nor retain the
best and brightest without a professona ambience in which scientists can meet chalenges with
gppropriate infrastructure, publish fredy and face peer review just asfredy, and pursue the
highest scientific productivity, within the congraints of afedera regulaiory mandate. The
potentid for interactive work through the Canadian Ingtitutes for Hedlth Research (CIHR) may
expand TPP s horizons, not to re-introduce direct research within TPP, but rather to ensure that
TPP scientists can be dlowed and indeed encouraged to spend a portion of their working timein
research with colleagues e sawhere to enable them to retain and hone their professiona skills, and
pursue professiona advancement.

PricewaterhouseCoopers, Therapeutic Products Program: Baseline Assessment of Drug Submission
Review Process, pp. 79 - 80, April 26, 1999.
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7.8

7.9

We have noted with concern, and have had it pointed out during consultations, that the number of
acting pogitions among senior science managers in the HPB is extremdy high, and that some of
these positions have remained filled by acting personnd for years at astretch. We have dso
been advisad that even where a position has been authorized and the salary and benefit funds are
not in doubt, it typicaly takes up to two years to aff the position. Thisis unacceptable. Funds
must be found, for salaries, equipment and other necessities of scientific work, or not only will it
be difficult to recruit the best scientists that Hedth Canada needs, but it will be hard to retain the
best it aready hes.

No consideration of resources can avoid the question of the Treasury Board's cost recovery
policy. We will not repeat our earlier discussion other than to say that the current gpplication of
this policy is unsatisfactory: to the industry, to consumers, and to TPP managers. Cost recovery,
however implemented, cannot be a substitute for adequate parliamentary appropriations.
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| 8. Recommendation |

We recommend that the Minister obtain the necessary funding in order that Health Canada managers can
implement the following recommendations:

8.1

8.2

8.3

8.4

8.5

8.6

8.7

8.8

8.9

8.10

8.11

8.12

Givepriority in allocating resour ces to enhancing the professional scientific capacity of
Health Canada.

Immediately allocate resour ces to addr ess pending applications.
Allocate adequate funding to ensur e acceptable timelinessin all applications.

Egtablish a priority-review system for urgently needed new productsthat is harmonized
with the FDA system.

Enhancetransparency in the drug review process.

Establish the Office of Consumer Affairsand Public Involvement without further delay,
and provideit with the necessary resour ces.

Design and implement a broad communications strategy on the drug review process.
Expedite international exchange of scientific findings with key partners.

Design and implement a post-approval strategy.

Re-visit cost recovery.

Develop an Orphan Products program.

Give positive consider ation to the recommendations of the Consultative Workshop on
the Therapeutic Products Programme Review Process,

Thanks ||

91

We wish to thank al who helped usin this task, and especidly Dr. Bernard Schwetz, whose aid
was invaluable. Respondents to our questionnaires have our deep appreciation. And thanks must
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go to the Secretariat of the Science Advisory Board and the staff of the Health Protection Branch
whose help dlowed us to complete our task in time.
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