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31

Opening Remarks (J. Blackburn)

Dr. Blackburn welcomed everyone which was followed by aroundtable of introductions.

Review of the August 22-23, 2001 Meeting Notes (J. Blackburn)
The meeting notes of August 2001 were accepted with the inclusion of the following amendments:
- Page 3, line 3 remove It is recognized that Canada may be too smal to do this effectively;

- Page 7, line 15 remove A question arose as to how far MRASs could be taken in light of the
HR shortage in Hedlth Canada;

- Page 7, line 24 change Canadian Pharmacists to Pharmaci<t;

- Page 8, line 20-21 change the last sentence from There isaview that providing patients with
the entire PM could be too much. to Thereisaview that routinely providing patients with the
entire PM could be too much, however it should be made available to interested patients.

Management |ssues
Reorganization (R. Peterson)
Office of Knowledge Management

Realignment of the Therapeutic Programme (TPP) has necessitated a review, by each directorate, of
its knowledge management needs and resources. The Office of Knowledge Management has been
dismantled and seconded staff have returned to their substantive positions. TPD, however, remains
committed to a knowledge management strategy and to moving towards eectronic filing. Severd
key projects, as well as ongoing system maintenance, are now being managed by the Office of
Management Services, under the day-to-day supervision of a senior project manager. A second
manager will bein place thismonth. Closer links are being established with the Departmenta Chief
Informatics Officer.

Status of key projects.
1 The Electronic Clinicad Trid Application (E-CTA) has been put on hold because software

development is behind schedule and additiona hardware and staff training are required.
Revised timdines will be established early in the new yesr.
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Timelines for the dectronic specid access program (e-SAP) will also be developed early in
the new year. Thisproject isreatively close to completion.

It is doubtful whether work done to date on Medica Devices Class |1 system is savagesble.
A new project plan must be developed.

The Advisory Pand on the Electronic Transmission of Information’s (APET]) role should be
reassessed given redignment, but it continues to be avaued partner in TPD’s knowledge
management drategy.

Environmenta Assessment

The Canadian Environmental Protection Act (CEPA) was passed severd years ago and came into
force in September. Pharmaceutica products are subject to CEPA and an environmental
assessment unit is being established in Hedthy Environments and Consumer Safety (HECS).

a)

b)

Bureau of Pharmaceutica Assessment (BPA) Update (R. Peterson)

A draft reorganization modd was reviewed, pending Departmenta approvdl, it proposes to
indude:

- Bureau of Pharmaceutica Sciences which will encompass the Division of
Pharmaceuticd Quality (chemistry and manufacturing) and the Divison of
Biopharmaceutics Eva uation (bioequivaence review);

- Three Pharmaceutica Evauation Bureaux which will encompass the pre-clinica and
clinicd functions of BPA;

- Office of Senior Medicd Advisor which will encompass Clinicd Trids, Specid
Access, Sdf Care, and Product Information Divison.

The process to implement the new structure will be led by a Steering Committee chaired by
Lynn Bernard with members from BPA aswell as severd other TPD Managers. An
Implementation Team has been put in place to manage the implementation process. Input
will continue to be obtained from staff through a working group process.

Bureau of Licensed Product Assessment (BLPA) Update (R. Peterson)

A decison has been taken to move BLPA to the Branch level. The new “Marketed
Products Directorate” will be responsible for post-market assessment of therapeutics,
biologics, food interactions with other hedlth products, medical devices, medicdl
incident/error, natura health products, pharmaceuticas, radio-pharmaceuticals, and
veterinary hedlth products.
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d)

Director Generd’ s Office (DGO)/ Bureau of Policy and Coordination Update (BPC) (L.
Bernard/ D. Brodie)

The proposed new structure will alow the policy group to focus on policy issues with the
operationa component (submisson information) becoming a divison within the new Bureau
of Operationa Services (BOS).

BOS will incorporate the Office of Management Services, the former Office of Knowledge
Management, Proprietary and Scientific Information Assessment (PSIA), and Submisson
and Information Policy Divison (SIPD).

The Policy Bureau will be organized around skill sets and have an outward look in an effort
to be proactive in gpproach, identifying priorities through strategic planning and
environmenta scanning.

Biologics and Genetic Thergpies Directorate (BGTD) Update (L. Reinhard)

A new dructure was announced in June 2001, in July implementation wasiinitiated and
priority areas were identified as:

1 Credibility and Public Trugt: a draft communications gpproach has been written,
letters have been sent to the Stakehol ders keeping them informed of what is going
on, three fact sheets will be findized soon identifying who we are and what we do,
and awebsite separate to the TPD site is being devel oped.

2. Generating and Sharing Knowledge: continuing existing work and increasing
collaborations.

3. Risk Management and Regulatory Frameworks being developed for: blood, tissues,
organs, and xenotrangplantation.

4, Building Capacity: aiming to findize the Director Generd podtion’sin the new year,
gaffing initiatives have commenced for Directors of Research, Biologics, and Radio-
pharmaceutical Evauetion.

5. People Focus: in the process of creating succession plans and management
coaching, sengitivity training has been completed.

6. Building a Unified Directorate: quality system and lab accreditation review lot release
system in place and assessing and modifying team review process.
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4.1

4.2

Policy/Regulatory
Product Monograph Project Update (R. Duncan)

The purpose of this update was to: highlight the mgor changes in the draft revised product
monograph guidance document; provide an overview of the successful consumer focus group
sessions held at the end of August; and, share aprovisond time line of the project’s next steps.

The firgt draft of the revised guidance document is reedy for interna consultation; issues for products
such as generics, biologics, blood, vaccines, and biotherapeutics have been explored and
gppendices to the guidance document have been devel oped for bioequivaent and Schedule C and D
products, nationa consumer focus groups were conducted with an emphasis on vaue,
comprehension, ease of use, and readability of the proposed template for the new Information for
the Consumer component (Section 111) of the revised product monograph.

Highlights from the focus group research included: tremendous congistency with respect to the type
of drug information that participants felt should be included; participants reacted favourably to the
draft prototypes presented and routindy noted that the documents contained the same information
thet they themselves had identified for incluson in this type of consumer drug information. It was
clearly identified that common look and fed is very important asis the consstency of product
monographs. It was aso noted that physicians should be involved in distributing product
monographs.

Next steps for this project are planned as follows: conduct interna followed by externa consultation
on the draft revised guidance document; distribute the position paper on the dissemination of PMs,
initiate the pilot project to post existing PMs on the TPD/BGTD database; consult stakeholders on
implementation and roll out issues,

It was suggested by the ACM members that focus groups aso be conducted with pharmacists and
physcians to explore how the consumer information section is structured and delivered in product
monographs.

Externd Advisory Bodies (E. Ormsby)

The three issues tabled were: filtering to prioritize what issues go to externad experts, remuneration
and liability - volunteers, honoraria, contract; presentations to pand by industry, TPD, and/or specid

groups.

The current TPD approach regarding the above issues was discussed and consensus was reached
by the committee on the following:

- it should be l€ft to the TPD’ s discretion to identify what issues and at what time the advice of
externa expert advisory pand should be sought;

Advisory Committee on Management (ACM) Mesting Notes December 5-6, 2001 5



4.3

4.4

- it would be idedl to have a database as a means to access externa expert resourcesin an
expedient time frame, feasability may be an issue given the lack of expertswithin agiven
fidd;

- contracts may be a viable solution when third party advice is required;

- interms of liability it is advisable to consult with legd counsd in advance to ensure dl the
bases are covered,

- the Food and Drug Adminigtration may have screening criteria that may be helpful;

- when additiond information is required, presentations made by industry, TPD, and/or specia
group would be advisable.

A Unified Placebo Policy for Canada Update (P. Huston)

Thereis widespread support for thisinitiative within Hedth Canada. Funding for Phase 1, the
consultations before draft recommendations are made i.e. anationa conference and focus groups,
has been secured with contributions from Thergpeutic Products Directorate, Biologics and Genetic
Therapies Directorate, Natural Health Products Directorate, Office of Consumer and Public
Involvement, and Canadian Ingtitute of Hedlth Research.

The World Hedlth Association has reworded section 29 of the Declaration of Helsinki to read
placebo dinicd trails may be acceptable “Where for compelling and scientificaly sound
methodologica reasonsits use is necessary to determine the efficacy or safety of a prophylactic,
diagnostic or thergpeutic method, or where a prophylactic, diagnogtic or therapeutic method is being
investigated for aminor condition and the patients who receive placebo will not be subject to any
additiona risk of serious or irreversible harm.”

A Working Group has been put together and nominations are till being accepted, please forward
nominations to Patricia_Huston@hc-sc.ge.ca.

A National Conferenceis planned for March 22 and 23, 2002 in Ottawa.

Plans are being devel oped to create a webdte in order to facilitate communication, assist in the
advertisng of and regidration for the National Conference, and to maximize public and stakeholder
feedback.

Drug Investigation and Children (J. Blackburn)

The letter was sent to the Minister of Health on September 26, 2001 but no response has been
received to date.
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4.5

Risk Communication (B. Ledie)

A Communicating Drug Safety Information Workshop was held November 29-30, 2001. There
was representation from stakeholder groups such as; consumer, medica, pharmacy, denta, nursing,
and industry associations.

The purpose of the meeting was to explore issues and chalenges respecting the communication of
drug safety information, aswell asto identify potentid partnerships and associated roles and
respongibilities of collaborating parties with aview to promoting safe drug use. And findly to
consder options to examine the efficacy of the information delivery system.

The information presented were the preliminary results and an overview of the meeting. A more
comprehensgve presentation will be made at the next ACM mesting.

Common themes that emerged from the workshop:

- identify barriers that prevent conversion of information into action;

- identify factors that facilitate conversion of information into action;

- integrating pharmacist-physician interaction and safety into daily practice;
- getting tailored information to the targeted group at point of care.

In summary, the workshop was well received and a success. Aswaell, it was clearly identified that it
istime for a culture change for patients, physicians, and pharmacigts, and targeted, timely and at
point of care information dissemination required.

Tabled Reports (R. Peterson)

Dr. Peterson provided the highlights of the TPD financiad status noting that next week’ s Budget
announcement from the Finance Minister could have a Sgnificant impact on the framework of
Thergpeutic Products Directorate' s spending.

Other tabled reports were:

51  Quarterly Performance Report (seeitem 9)

5.2  Financid Report

5.3  Cisgpride Status Report

54  Science a Work in Center for Devices and Radiologica Hedlth
5.5  Adverse Drug Reactionsin Children
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6.1

Workplace Health
Plan to Address Workplace Health 1ssues (R. Peterson/ P. Gaudry)

A preliminary draft Workplace Hedlth Action Plan for Therapeutic Products Directorate was
presented. It was noted that this preliminary draft action plan has not been presented to TPD
management but will be put on the January 2002 Directorate Management Committee (DMC)
agenda. The plan consgs of the results from staff consultations and the feedback provided at the
June 20" All-Staff Mesting. The plan isthemed by issue with a proposed action item noted for
each.

In an effort to ensure two way communication with the staff, there will be a Lotus Notes database
housing al documents related to the June 20, All-Staff Meeting. Also on this database users will be
able to ask questions and provide feedback and input to issues rdating to the All-Staff Meeting.

The Committee suggested it would be useful to theme the issuesin the Plan by strategic themeseg.
career development identifying high priorities and what can and will be accomplished. However,
there are limitations on certain objectives (e.g. accommodation) where the authority and priority
setting lies outside TPD.

John Parks volunteered as a potentia resource for advice on the Plan as he has extensive experience
inthisarea

Andrea Baumann will forward a copy of a document that could assigt this group as they move
forward.

Meeting with Science Advisory Board (J. Blackburrn/ R. Peterson)

Jm Blackburn and Robert Peterson met with the Science Advisory Board (SAB) on December 5,
2001 to provide an overview of ACM activities and responsibilities and to consider potential areas
of collaboration. The SAB expressed interest in severd projectsrelaing to science at TPD/BGTD.
In reviewing the membership of ACM, they commented on the lack of adequate representation from
the Canadian Public and smilar lack of industry representation from Quebec.

Cost Recovery Palicy (A. Butterfield)

Cost Recovery provides gpproximately 50% of funding for Thergpeutic Products Directorate,
Biologics and Genetic Therapies Directorate, and Health Products and Food Branch Inspectorate.
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10.

10.1

Key issuesraised and discussed include:

- Government of Canada switched to accrua accounting from cash accounting on April 1,
2001

- cogting and revenue alocation models

- focus of current effortsisrevision to exiging fee regulaionsi.e. fee sructure, new fees,
addressing loopholes/ inequities

- fee mitigation and cumulaive impact
- potential impact of Treasury Board Review of Cost Recovery Policy

An externd consultation is planned for February or March 2002 to discuss proposed direction and
issues where stakeholder input is needed, including:

- smplifying the Drug Establishment License Fees

- combining Drug Establishment License Fees and Authority to Sdll Fees

- addressing cumulative impact

- timing of when evauation fees payable

Quarterly Performance Report (M. Schwartz)

A review of the Bureau of Pharmaceutica Assessment (Therapeutic Products Directorate), and the
former Bureau of Biologics and Radiopharmaceuticas (Biologics and Genetic Therapies
Directorate) average gpprova time for generic drug submissions, new active substances, and priority
new drug submissions were presented. [t was noted that the figures are draft and will be confirmed
inthefind report.

Continuous Improvement (J. Blackburn)

Mesting Evauation

Successes:

- it is productive to have specific questions and issues raised to the committee for advice;

- both ad hoc and formaized agendaitems are mutudly beneficid;

- there is adequate time to discussissues raised.
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Opportunities for Improvement:
- timely digtribution of mesting notes,

- use PDF format for documents as not al members have the software to open somefileseg.
Vido;

- distribute materias to Committee members earlier than aweek in advance.
Forward Agenda Items:

- Dréft Policy of Precautionary Principle;

- Statigics from Bl and MOF (physician) Recruitment;

- Update of time lines for the Electronic Submission, Specid Access Release, Medica
Devices, and Website projects;

- Comprehengve presentation of the Risk Communication Workshop of November 29-30,
2001.

11. 2002 Mesting Schedule (J. Blackburn)
The proposed meeting schedule for ACM 2002 was approved as follows:
- May 8-9 (Rooms reserved at the Novotel in Ottawa)
- August 21-22

- December 4-5

12. ACM Discusson (in camera) and Closing (J. Blackburn)

Meeting adjourned at 2:00 p.m.

Jm Blackburn
ACM Chairperson
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