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Opening Remarks (J. Blackburn)

Everyone was welcomed and the traditiona roundtable of introductions was done. Stuart MacLeod
was congratulated on his recent appointment to the Science Advisory Board (SAB).

Review of the December 8-9, 1999 M eeting Notes (J. Blackburn)
The meeting notes of December 1999 were approved as drafted.
ACM Membership (J. Blackburn)

Two new members have joined the TPP Advisory Committee on Management (ACM): John
Blatherwick, aMedica Health Officer in Vancouver, nominated by the Canadian Public Hedlth
Association; and, Pamea Zabel, a nuclear pharmacist and assistant professor at the London Hedlth
Sciences Centre, nominated by the Nuclear Medicine Alliance.

New nominations from the Canadian Medica Association and the Canadian Pharmacist’ s Association
are dill pending.

TPP Status Report
4.1 Director General’sUpdate (D. Michaols)

Health Canada Realignment - An overview of the Department’s current structure and its mandate
was provided followed by the proposed structure. The proposed structure consists of seven (currently
gx) Branches and six regiond offices (currently five). Essentidly two of the existing Branches (Hedlth
Protection and the Health Promotion and Programmes) would be redigned into three Branches (Hedlth
Products and Food, Hedlthy Environments and Consumer Safety, and Population and Public Hedlth).
The objectives of this exercise are: to combine promotion, prevention and protection responsibilitiesin
each Branch; to balance the Branches, their reponsibilities and the resources assgned to them thus
cregting smdler Branches and Programmes whose operations are more managesble; and to integrate
delivery of nationd activitiesin each region.

The Deputy Minister has assigned four champions to guide the Department in redligning its activitiesinto
the new structure by July 1, 2000: Diane Gorman, Hedlth Products and Food; Dann Michols, Hedthy
Environments and Consumer Safety; lan Potter, Population and Public Hedlth; and Bill Pascd, Regiond
Operations. On July 1, 2000, the Deputy Minister will announce the management team to implement
the redignment of the resulting structure.

The intention to gppoint a Chief Scientist reporting to the Deputy Minister remains, but hisher roleis
dill undefined. The realignment task team will be exploring this position further. The position of Chief



Scientist is seen as being more of an ombudsman for the Department’ s science capacity and not to be
responsble for scientific operations per se.

The Hedlth Canada Redignment will have an impact on al TPP activities. Communication mechanisms
have been developed to inform and support the TPP staff during the redlignment.

L egislative Renewal - Given the Minigter’ s priority on the hedlth care system and its funding, the new
legidative proposd will not be going to Cabinet as expected this summer. The redignment will
undoubtedly have an effect on legidative renewd, and the TPP will take this time to review the proposa
inits current Sate and to prepare for stakeholder consultations to be held in the fall.

Drug Regulation “ Summit” - Asafollow-up to the activities over the last eighteen months motivated
by the HIV/AIDS community, this event was held in Ottawa on May 8-9, 2000, and was organized
and sponsored by industry, the HIV/AIDS community and the volunteer sector. It was noted that
athough TPP was represented at the meeting, thiswas not a TPP event. Presentations were made by
the TPP and other internationa regulatory agencies. During the Hedth Minister’ s brief gppearance a
the conclusion of the Summit, he acknowledged and identified time lines, trangparency and post-market
surveillance as the three issues that need to be addressed to improve the drug licensing process. In
summary, al partiesincluding industry, patient groups, hedth professonas, and the regulators are
disstisfied with the current review time lines and are working towards a common goa or shortening
them.

Frustration was evident amongst the ACM members as under-resourcing has dready been identified
through numerous studies to be the critical issue. The results and recommendations now need to be
collectively acknowledged and actioned.

4.2  TPP Strategic Direction 2000-2001 (J. Pound)

Six grategic priorities for the TPP and the initiatives underway to address each of those priorities were
presented. The dtrategic priorities are to rationaize the Programme, strengthen the organization,
enhance performance, increase transparency, develop partnerships, and increase resources.

The members expressed interest in knowing the extent that improving time lines would actudly have on
the timeliness aspect of areview with/without additional resources, and questioned what was being
done and what could be done. Streamlining/improving efficiencies will only make a 10-20% change to
timeliness. Resources are needed in order to make substantial improvements to review times.

4.3  Financial Update (A. Butterfied)
An overview of the TPP sfinancid position was presented. An increase of gpproximately $35M
(before taxes) in new Appropriations is anticipated; however, there are severd uncertainties including

the impact of the realignment, new funding, revenue, and the impact of Cost Recovery Phase IV. While
two-thirds of the new resources will go to new and unresourced activities (i.e. Controlled Substances
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and the Transplant Network), only one-third will go to strengthening the base of core activities
measured by stakeholders. The Programme will need to look a more innovative ways to address
review processes (i.e. harmonization, partnerships, sreamlining, €etc.) in order to decrease review times.

4.4  Human Resources (HR) Update (B. Rowsdl)

An update was provided on the TPP Human Resources Discussion and Planning Document prepared

by the Programme Management Committee on Human Resources (PMC-HR). Next steps include the

development of a strategy and implementation plans for the short and long term.

A lengthy discussion followed on the chalenges around the criticdl issue of daffing. Discussion points

included:

- the difficulty in finding, recruiting, developing, and retaining employees in a competitive
workforce

- the resulting loss and difficulty in maintaining expertise

- the need to explore other recruiting mechanisms and partnership opportunities

- the need to look at, and the challenges faced with, expanding the use of externa expertise and
internationd linkages

- the current lengthy staffing process (even when position and resources have been authorized)

- the need for Corporate HR Services to address (and deliver on) the customer/supplier
relaionship

- the drastic decrease in the relative availability of trained people over the next ten years

In conclusion, it was noted that many of these issues and processes will be explored in the context of
the new Advisory Pand on the Product Licensing Review Process.  With the support of the Deputy
Minister, ACM members questioned the need to conduct an appropriate human resources study.

ACTION: Invite Robert Lafleur, Senior Assistant Deputy Minister, Corporate Services
Branch to the next meeting. Jan Pound

Performance Updates - 1999 Annual Report / First Quarter 2000

5.1  Medical Devices Performance (D. Boyer)

An overview of the performance for medica device reviews for 1999 was presented. A fax-back form
has been introduced to facilitate the review process. Thereis evidence of performance improvements
for thefirst quarter of thisyear.

5.2  Drug Review Performance (M. Schwartz/M. Carig/J. Peart)

An overview was provided on the Programme’ s performance related to drug submission reviews for
1999 and for thefirst quarter of thisyear. Discussion followed on submission review performance and

times, and the various contributing factors associated with not meeting the performance targets.
Although the Bureau of Pharmaceuticd Assessment (BPA) will be recaiving funds to recruit fifty full-
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time equivaents (FTES), most of these new resources will be dedicated to clinical trid reform activities.
There will not be enough of aresource increase in the areas of pre-market review to meet the
expectations of stakeholders with respect to current performance targets.

Product Licensng
6.1  Follow-up to HIV/AIDS Working Group and SAB Recommendations (D. Michols)

A new advisory pand is being established to advise the TPP as it works through the recommendations
of the HIV/AIDS Working Group and Consultative Workshop, and those of the SAB. The Advisory
Pand on the Product Licensing Review Process will be chaired by Dr. Robert Goyer and itsinaugurd
meeting is scheduled for June 6-7, 2000. The relationship between this Advisory Pand and the ACM
was questioned. The ACM’s mandate is to advise on the overal management of the Programme's
activities, whereas the Advisory Pand will be limited to advising the management on implementation of
the two sets of recommendations as they relate to the product licensing process. It was proposed that
the ACM would act as an oversght committee to the Advisory Panel and Dr. Goyer would provide the
link between these two groups.

6.2 Centrefor Medicines Research (CMR) Survey on Quality Assurance of Drug
Reviews (J. Pound)

In collaboration, the reviewing bureaux of the TPP completed this multi-regulatory agency survey. The
data collection will alow the CMR to make comparisons of quality measures used across different
regulatory authorities, and will enable the leve of the investment of authorities in quaity assurance to be
ascertained.

6.3  Functional Review of Drug Screening Process (P. Birkwood/M. Caris)

To address the concerns expressed by stakeholders regarding the nature and timeliness of screening, a
functional review was undertaken in 1999/2000 to look at the BPA’ s screening process of drug
submissons. An overview was provided on the approach and activities used to conduct the review. In
order to begin any change process, next stepsinclude: the Bureau of Pharmaceutical Assessment giving
careful consderation to the consultant’ s findings and recommendations with regards to feasbility,
priority and implementation; genera consultations with staff and industry; a presentation of
recommendations and implementation plan to the Programme’ s Management Committee for approva.

There was discussion on the vaue of the screening review process now that submissions are 90%
compliant. It was suggested that screening resources could be used to educate industry to further
increase the quality of submissons,

ACTION: For next meeting, present actual times used in each phase of review process.
J. Hill/M. Schwartz



6.4  Functional Review of Medical Device Application Process (D. Boyer)

A quick update was provided on progress to date. The review started on March 1, 2000 and included
extengve interviews and work sessions with management and staff to map current processes and to
identify areas of improvement in consstency, transparency and efficiency. The contractor will findize
the report by May 15, and thiswill be reviewed by TPP for gppropriate action.

6.5  Functional Review of Regional Adverse Drug Reaction (ADR) Centres (H. Sutdiffe)

The Regiond ADR Centre Functiona Review was conducted to reassess its vaue and need; to identify
optima roles and responghilities; to rationdize resources and expectations; to identify organization
options and potentia formulae for payment; and to determine organization and appropriate number of
Regiona ADR Centres.

Asareault of the review’ s findings and recommendations, the next stepsimplementation phase include
focussing on the following areas. a strategic/business modd of the ADR Program; operations
management; information, promotion and partnering; and informeation management/technology.

Discussion followed regarding the ADR Program’s current structure and possible options for future
reporting functions, how it's resourced, and its relaionship to the new departmentd reaignment.

6.6  MotherNet Project (B. Rowsdl)

Due to time congraints thisitem was not presented. (Theinitid phase of this project will be to develop
an effective system to collect information on potentid risks and benefits to drugs used in pregnancy; to
cregte adatabase by starting with information collected at current MotherRisk clinicsin Toronto and
Montred; and to provide information accessinitidly to clinica decison makers (hedth care
professonas) and regulators. The population and public health areas of the Department have the lead
on this project.)

6.7 Medication ErrorsProject (B. Rowsdl)

The background and considerations for this proposed project were presented. The project would look
at reporting medication errors separate from adverse events.

Feedback from the Committee was requested with regards to whether or not the TPP should take on
thisinitigtive. In summary, the members agreed that dthough it isanaiona public hedlth issue and
needs to be done, it is not part of the TPP's mandate to dea with medical best practices. The TPP has
too many of its own priorities that need resourcing. It was recommended that this initiative aso be
looked at by both the Provincid Minigters of Hedlth and the Medica Officers of Hedlth.



To move the initiative forward, the Canadian Society of Hospitd Pharmacists (CSHP) has offered to
organize a planning meeting at the end of May for afdl workshop that will look &t the issues with a
wider range of stakeholders at the table.

Canadian Institutes of Health Research (CIHR)
7.1  Activitiesof Interim Government Body (A. Baumann)

The legidation has been completed and was passed in April. The design of the indtitutesisin place and
the president and new council will be named shortly. Thereisastrong focus for science activities. The
opportunity still exists for the TPP to collaborate with academia and industry to prepare adiscusson
paper for afuture ingtitute proposal. The CIHR is expected to be launched and operationa in the next
Sx to seven months.

7.2  Canadian Paediatrics Society: Drug I nvestigation for Children (S. MacLeod)

Report from the meeting held in April will be released shortly. It is anticipated that a CIHR ingtitute
encompassing children’s, women’s and senior’s hedlth will be created. A Canadian Paediatric Clinica
Trid Network could aso be established. Incentives could be developed for manufacturers willing to do
this research.

ACTION: Update to be provided at the next meeting S MacLeod
Regulatory Updates
8.1 Clinical Trial Reform (K. Reynolds)

Issues of concern identified through publication in the Canada Gazette Part | were presented. The
redrafted regulations will be published in Canada Gazette, Part 11 in June. The implementation date of
September 1, 2000, remains the same as originally scheduled.

The members questioned if the TPP would be ready for implementation on September 1 given the
inevitable impact on resources and other submission work. The Programme has been preparing for the
anticipated increase in workload.

8.2  Mutual Recognition Agreements (MRA) with the EU and Switzerland (L. Déry)

The confidence building exercise with Switzerland will be completed on May 31, 2000. The regulatory
authorities of both parties have been deemed equivdent. The MRA with Switzerland is expected to be
in full operation by July 2000. A two-year programme to build confidence in the area of pre-gpprova
inspections has been agreed to.



10.

The confidence building exercise with the European Commission is progressng well. The equivadence
evauation is expected to be completed by the end of June 2000 and the trangitiond period is
anticipated to be completed by mid-July 2000. The MRA should be operationd by early September.
Agreement with the EU for atwo-year confidence building programme for pre-gpprova inspections
was aso reached. The next mesting for the Joint Sectora Group is planned for July 2000.

Negotiations with the Treasury Board have resulted in $1.5M to implement further MRAs. Canada
and Japan (Minigry of Health and Welfare) have agreed, in principle, to undertake joint activities. A
plan of action has been sgned for exchanging information between the TPP and the State Drug
Adminigration in China

8.3  Environmental Assessment Regulations

Due to time congraints this item was not discussed at length.

ACTION: A briefing note will be sent to the members Julia Hill
84  StandardsBased Regulation

Due to time condraints this item was deferred to a future meeting. (Copies of the dide presentation
were provided.)

BTOX (Blood, Tissue, Organs and Xenogr afts) Update

Due to time congtraints these updates will be provided at a future meeting. (Copies of reference
documents and dide presentations were provided.)

Trangparency Initiative
10.1 Overview (J. Pound/R. Nichals)

For anumber of years the TPP has undertaken awide range of initiatives to enhance the trangparency
of itsdecisons, activities, and processes. However, the Programme is il often criticized for not being
transparent enough, especidly in relation to the drug review process. The TPP intendsto find out why
thisisand take action. A trangparency strategy is being developed that will cohesively link al of the
TPP s activities as they rdate to: consultation mechanisms, communications, information dissemination
and public involvement. A Transparency Task Force has been established and activities are dready
underway to address some of the identified transparency issues.

ACTION: Member s requested to provide comments on the draft transparency strategy and
action plan. All members

10.2  Outcome of the Workshop on the Public Advisory Committee (PAC) (C. Vaughn)
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11.

The PAC Workshop was held on April 17-18, 2000, with the objectives of increasing awareness and
understanding of the TPP and to validate the proposed concept of a PAC. Overdl, the Workshop was
well recaived by the participants and the generd message was that public involvement with the TPPis
an important initiative and the Workshop was a positive start. Next steps towards moving forward
include the refinement of the draft terms of reference for the PAC by a voluntary subgroup and the
edtablishment of a Working Group which will convenein the fal to continue with the concept and
development of aPAC.

Aswas raised at the Workshop, the Committee dso questioned the rel ationships between various
public involvement initiatives at the Programme, Branch and Departmentd levels. The darification of
roles and relaionships will become dearer as the Office of Consumer Affairs and Public Involvement
(OCAR!) egtablishes itsdf within the Branch/Department. The TPP is represented on the OCAPI Task
Force.

10.3 Communications (D. Daines-Hibbitt)

There has been extensve activity regarding the TPP s communications efforts since the last update
provided to the Committee. Highlightsinclude the fact that a dedicated resource has been secured to
concentrate on the development of the TPP web site; fourteen TPP Fact Sheets are now posted on the
web site; the launching of the TPP s quarterly newdetter Rapport; strategic elements of the draft
Communications Strategy are being incorporated into the Programme’ s activities; the Programme’'s
successful participation at the Pharmaceutica Sciences Group (PSG) exhibit/information exchange; and
the on-going internal communication vehicles geared to keeping staff updated on redlignment activities.

10.4 Information Dissemination Activities (R. Duncan)

The TPP is dedling with a number of information-related issues (i.e. the internet sales of therapeutic
products; direct-to-consumer advertisng; retention/control of information). As part of the transparency
initiative, the TPPislooking at how best to integrate these activities in a coordinated fashion.

Suggested next steps to address information dissemination issues include setting standards, enhancing
educationa activities, and developing dissemination programs.

M eeting Evaluation and Closing

The members discussed next steps which could be taken by the Committee to support the TPP in the
delivery of its programme,

Next meeting: August 23-24, 2000 (10:00 am.)
TPP Boardroom, Room 2048, 1600 Scott Street, Holland Cross, Tower B

Proposed Schedule of Meetingsfor Year 2000:
December 6-7, 2000
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Origina sgned by

Jm Blackburn
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