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Minister’s Message

Helping Canadians to maintain and improve their health
remains a top priority of the Government of Canada. As this
2010-11 Report on Plans and Priorities demonstrates,
Assisted Human Reproduction Canada (AHRC) is actively
advancing this agenda by protecting and promoting the
health, safety and dignity of Canadians who use, or are born
of, assisted human reproduction (AHR) technologies.

As the federal regulatory agency responsible for overseeing
assisted reproduction and related research, AHRC is charged
with building strong networks with key stakeholders working
in this area. It works with professional organizations,
governments, academics and non-governmental organizations
across Canada and around the world. Working together, they
establish needs and priorities and, in some cases, identify common concerns and solutions in
this ever-evolving field.

I am proud of AHRC’s progress in this regard. While regulations to the Assisted Human
Reproduction Act continue to be developed by Health Canada, the Agency is expanding our
knowledge of assisted reproduction. Equally valuable, it is ensuring relevant information is
made widely available to Canadians through its public outreach and education efforts. It also
continues to put in place the systems and processes necessary to safeguard the health and
safety of Canadians, and is constantly monitoring the latest trends in this area in order to
provide advice to the Government of Canada on these often challenging matters.

The forward-looking activities outlined in this report reinforce AHRC’s commitment to
ongoing progress. In the coming year, it will take action on a number of fronts to continue to
meet the needs and expectations of Canadians who look to assisted human reproduction
technologies to build their families.

The Honourable Leona Aglukkaq
Minister of Health



President’s Message

With each passing year more and more Canadians are turning to the Agency as a trusted

centre of expertise on assisted reproduction. This is due in large part, to the dedication and

excellence of the team here at Assisted Human Reproduction Canada, and the generosity and

collaboration of our Science Advisory Panel and other professionals who generously
volunteer their time.

This year, our focus will be given to establishing the infrastructure
required to implement the Assisted Human Reproduction Act
regulations as they come into force, including collaborative
agreements with key stakeholders and government partners as well
as systems development and data collection.

Given the rights and dignity involved of those Canadians who use
AHR to build their families, the Agency remains diligent and
responds to possible violations of the Act brought to our attention.
AHRC can, and will, take appropriate compliance action when
necessary.

We continue to support important research in priority areas for discovery — from the
epidemiology of infertility to psycho-social research. I am proud of the Agency’s leadership
in examining global challenges such as health and safety concerns surrounding multiple
births and cross-border AHR treatment and care. Much of this excellent work is carried out
collaboratively with our domestic and international partners. For example, in partnership
with key stakeholders, AHRC hosted a Multiple Births Roundtable to bring health
professionals together to discuss shared concerns. As a result of the roundtable, a national
framework for the prevention of multiple births due to fertility treatments was developed.
Professional organisations are exploring ways to implement priority activities and strategies
identified at the workshop.

We will carry on delivering the Agency’s mandate to protect and promote the health, safety,
dignity and rights of Canadians in relation to assisted human reproduction. AHRC will
continue to work with Statistics Canada and the Canadian Institutes of Health Research to
develop the evidence-base required to support policy and regulatory decision-making. A
further objective for the coming year is the development of a strategy to inform Canadians
about the risk factors for infertility.

Enhanced information offerings on the broad range of AHR issues of interest to all Canadians
remains a key priority for the Agency. In addition to preparing relevant information on
numerous topics, AHRC is continually improving its web presence to keep Canadians better
informed about our activities and AHR generally.

As momentum builds and measurable progress is made, I remain confident that a positive
course has been set for our Agency’s ongoing success in the future.

Dr. Elinor Wilson, President
Assisted Human Reproduction Canada
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Health Portfolio Overview

The Minister of Health is responsible for maintaining and improving the health of Canadians.
These efforts are supported by the Health Portfolio, which includes Health Canada, the Public
Health Agency of Canada, the Canadian Institutes of Health Research, the Hazardous Materials

Information Review Commission, the Patented Medicine Prices Review Board and Assisted

Human Reproduction Canada. Each member of the Portfolio prepares its own Report on Plans

and Priorities.
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Section I: Agency Overview

1.1 Summary Information

Raison d’étre

The Assisted Human Reproduction Agency of Canada (AHRC) was established under the
authority of the Assisted Human Reproduction Act (AHR Act). The Act seeks to protect and
promote the health, safety, dignity and rights of those who use assisted human reproduction
(AHR) technologies; prohibits unacceptable activities such as human cloning, sex-selection or
commercialization of human reproductive capabilities, and places controls over AHR-related
research. The Agency is responsible for issuing and reviewing licences, developing and managing
a health reporting information registry, establishing a health surveillance system, and carrying out
inspections and compliance and enforcement activities related to activities controlled under the
Act. The Agency is also a centre of expertise and a focal point of AHR information for policy
makers, health professionals and all Canadians.

Responsibilities

Assisted Human Reproduction Canada (AHRC) is the federal regulatory agency responsible for
protecting and promoting the health, safety, dignity and rights of Canadians who use, or are born
of, assisted human reproduction technologies.

AHRC is also responsible for fostering an environment in which ethical principles are applied in
all matters relating to assisted human reproduction, while allowing scientific advances that benefit
Canadians.

AHRC’s mandate and responsibilities are set out in the Assisted Human Reproduction Act. The
Agency’s key responsibilities include:

e implementing and administering the licencing framework for controlled activities,
including AHR procedures and related research;

e developing an inspection strategy to ensure compliance with the AHR Act and its
regulations;

e developing and maintaining a national Personal Health Information Registry (PHIR) on
AHR that can become a key component of a more comprehensive AHR health
surveillance strategy;

e becoming a centre of expertise on AHR by collecting and disseminating public
information;

e communicating with and engaging stakeholders on AHR issues; and

e advising the Minister of Health on AHR issues.



Strategic Outcome(s) and Program Activity
Architecture (PAA)

Strategic Outcome

In order to effectively pursue its mandate, the Agency aims to achieve the following strategic

outcome:

Protection and promotion of human health, safety, dignity and rights in relation to

assisted human reproduction and related research within a sound ethical framework.

Program Activity Architecture

The chart below illustrates Assisted Human Reproduction Canada’s complete framework of
program activities, which roll up and contribute to progress toward the Agency’s strategic
outcome.

Strategic Protection and promotion of human health, safety, dignity and rights in relation to

Outcome assisted human reproduction and related research within a sound ethical framework.

Licencing and Enforcement of Health Information and Internal Services
a Regulatory Framework for Knowledge Management for

Assisted Human Reproduction Assisted Human Reproduction

PAA Crosswalk

The Strategic Outcome has been revised to reflect the importance of ethical considerations in the
Agency’s work, and Program Activities have been broadened by removing the word
"technologies" from Assisted Human Reproduction within the PA titles. The word
"technologies" may be viewed as limiting activities of the Agency to those that are
procedural/technical, as opposed to the whole area of Assisted Human Reproduction. Non-
technological activities, such as administering medication, or the provision of information related
to infertility risk factors (which is specifically mentioned in the Act), are more generally related
to AHR.



1.2 Planning Summary

Financial Resources ($ millions)

2010-11 2011-12 2012-13

10.5 10.5 10.5

The table above summarizes AHRC’s total planned spending for the next three fiscal
years. Note that the Agency received no funding under Canada’s Economic Action Plan.

Human Resources (Full-time Equivalent — FTE)

2010-11 201112 201213

44 44 44

The table above summarizes AHRC’s total planned human resources for the next three
fiscal years.



Summary Table

Strategic Outcome 1: Protection and promotion of human health, safety, dignity and rights in
relation to assisted human reproduction and related research within a sound ethical framework.

Performance Indicators

Targets

As the regulations come into force, develop

operational guidelines to administer the force:

Assisted Human Reproduction Act and its

associated regulations.

dissemination plan

In advance of the regulations coming into

- Develop the groundwork to implement a
licencing framework for controlled activities and

Personal Health Information Registry

- Develop an inspection strategy to ensure

compliance with the AHR Act and regulations

- Develop and progressively implement a

stakeholder outreach strategy and information

Forecast .
. Planned Spending
Spending
“B Program ($ millions) “B Alignment to
o e orIQ 11T
Activity ($ millions) Government of
Canada Outcomes
2009-10 2010-11 2011-12 2012-13
Licencing and Healthy Canadians
Enforcement of
a Regulato
shaony 42 42 42 42
Framework for
Assisted Human
Reproduction
Health
Information and
Knowledge Healthy Canadians
2.6 2.6 2.6 2.6
Management for
Assisted Human
Reproduction
Internal
. 3.7 3.7 3.7 3.7
Services
Total 10.5 10.5 10.5 10.5




Contribution of Priorities to Strategic Outcome

Operational Priorities

Type

Links to
Strategic
Outcome

Description

To contribute to the
development of AHR
regulations by Health
Canada

Previously
committed to

SO 1

Health Canada is in the process of developing
regulations under the AHR Act that AHRC will
administer. The Agency is working to actively
contribute to Health Canada’s regulatory
development process, which will establish the
regulatory framework for the delivery of the AHRC
mandate.

To develop the capacity in
AHRC to implement the
regulations (once
developed)

Previously
committed to

SO 1

The Agency is putting in place the systems and
processes required to implement the regulations
currently under development by Health Canada,
particularly those related to licencing, inspections,
and the Personal Health Information Registry.

National and International
Collaboration

New

SO 1

Develop strategic relationships among national and
international organizations to: facilitate information
exchange; and identify and address issues of mutual
concern.

Management Priorities

Type

Links to
Strategic
Outcome

Description

Internal Management

Previously
committed to

SO 1

The Agency has developed its planning and
reporting instruments, including Board of
Directors strategic planning, integrated Agency-
level business, and human resources planning and
reporting and will continue to implement it as it
evolves. Planning and reporting will be aligned
with the Program Activity Architecture, with
increased emphasis on performance measurement
and data collection and a Performance
Management and Evaluation Plan (PMEP).

Human Resources

Previously
committed to

SO 1

AHRC is establishing its capacity in the specific
areas needed to administer the regulations, as well
as the processes and systems to support that role.
As the Agency evolves, it will need to attract
additional qualified resources in specialized areas
to augment its core capacities, in view of the
scheduled re-location of the temporary
headquarters from Ottawa to Vancouver.

Financial management

New

SO 1

The Agency continues to build an Internal
Financial Control framework to encompass
financial management, risk management, financial
delegation and training as well as contracting.
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Risk Analysis

AHRC has an interim corporate risk management framework in place until the full regulatory
framework is implemented. As part of that framework, the Agency continues to review, monitor
and manage its risks annually and updates plans to manage those risks, and to integrate a risk
monitoring and reporting process into its planning cycle.

Assisted human reproduction continues to change at a rapid pace. This change carries health,
ethical and social implications for Canadians. The Agency’s Science Advisory Panel, a
committee of the Board of Directors, provides AHRC with advice from recognised experts in the
field of Assisted Human Reproduction, and keeps the Agency abreast of new developments and
related implications. The Agency continues to expand its collaborations and partnerships with key
stakeholders in the scientific community, and with federal health portfolio partners to identify
issues and gaps and to lay the groundwork for an effective regulatory system.

While the regulations are being developed by Health Canada, AHRC is working to develop the
infrastructure (i.e., policies, procedures and systems) to effectively and efficiently manage its
operations, including the specialized systems that will be required to implement the regulatory
process once the regulations come into force. The important systems required to administer the
regulations and Personal Health Information Registry are being developed in a manner consistent
with the phased approach of the development of the regulations by Health Canada. Efforts are
being undertaken to ensure the appropriate analysis and safeguarding of the personal health
information the Agency will eventually need to collect. The Agency will continue to consult the
Office of The Privacy Commissioner.

AHRC recognizes the importance of our various stakeholder groups to successful regulation of
AHR. The Agency’s stakeholder outreach strategy continues to build on its successful efforts to

identify and ensure engagement of all appropriate stakeholders.
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Expenditure Profile

For the 201011 fiscal years, Assisted Human Reproduction Canada plans to spend $10.5 million
to meet the expected results of its program activities and contribute to its strategic outcome. The
figure below illustrates Assisted Human Reproduction Canada’s spending trend from 2006—07 to
2012-13.

AHRC Spending Trend ($Smillions)

For the 200607 to 2009-10 periods, the total spending includes all Parliamentary appropriations
(Main Estimates, Supplementary Estimates and Treasury Board Vote 15) as well as carry-
forward adjustments. For the 2010-11 to 2012—13 periods, the total spending corresponds to the
planned spending. Supplementary funding and carry forward adjustments are not reflected.

From 2007-08 to 2009—10, AHRC’s spending has increased since the establishment of the
Agency, additional staff were hired and the infrastructure necessary to fulfill its mandate has been
put in place. Until the regulations are complete, the Agency in 2010-11 will focus its activities on
those related to the preparation of systems required to support the regulations. The Agency will
continue to monitor and enforce compliance with the AHR legislative and regulatory framework
and build its capacity to protect and promote the health and safety of donors, patients and
offspring born of assisted human reproduction technologies. Assisted Human Reproduction
Canada will continue to fullfil its outreach mandate through public and professional educational
activities. The focus will shift to operations in delivering its regulatory mandate once the
regulations are in place.
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The figure below displays the allocation of AHRC’s funding by program activity for 2010-11.

2010-11 Allocation of Funding by Program Activity

AHRC Program Activities

M Program Activity 1
Licensing and Enforcement
PA3 PA1 of a Regulatory Framework
35% 40% for Assisted Human
Reproduction

W Program Activity 2
Health Information and
Knowledge Management for
Assisted Human
Reproduction

M Program Activity 3
Internal Services

PA2
25%

Voted and Statutory Items

This table illustrates the way in which Parliament approved AHRC resources, and shows the
changes in resources derived from supplementary estimates and other authorities, as well as how
funds were spent.

(Millions)
Vote # or | Truncated Vote or Statutory 2009-10 2010-11
Statutory | Wording “% Main “% Main
Item (S) Estimates Estimates
15 Operating expenditures 9.9 9.9
(S) Contributions to employee .6 .6
benefit plans
TOTAL 10.5 10.5
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Section II: Analysis of Program Activities by
Strategic Outcome

2.1 Strategic Outcome

Protection and promotion of human health, safety, dignity and rights in
relation to assisted human reproduction and related research within a
sound ethical framework.

The following section describes Assisted Human Reproduction Canada (AHRC)’s program
activities and identifies the expected result, performance indicators and targets for each. It also
explains how AHRC plans to achieve the expected results, and identifies the financial and non-

financial resources that will be dedicated to each program activity:

e Licencing and Enforcement of a Regulatory Framework for Assisted Human
Reproduction;

e Health Information and Knowledge Management for Assisted Human Reproduction; and

e Internal Services

2.1.1 Program Activity: Licencing and Enforcement of a
Regulatory Framework for Assisted Human
Reproduction

Strategic Protection and promotion of human health, safety, dignity and rights in relation to

Outcome assisted human reproduction and related research within a sound ethical framework.

Health Information and Internal Services

Knowledge Management for

Assisted Human Reproduction

14



Program Activity 1: Licensing and Enforcement of a Regulatory Framework for
Assisted Human Reproduction

Human Resources (FTEs) and Planned Spending ($ millions)

2010-11 2011-12 2012-13
Planned Planned
FTEs Planned FTEs , FTEs ,
Spending Spending Spending
14 4.2 14 4.2 14 4.2

The program activity consists of issuing licences for controlled activities and for facilities used by
qualified persons or organizations; assessing applications against licence requirements, including
scientific and ethical considerations; conducting periodic inspections of AHR clinics, service
providers or research to ensure compliance; and enlisting the participation or support of other
recognized organizations in the development of other supporting policy instruments—for

example, standards, guidelines and accreditation models.

Benefits for Canadians
Through this program activity, AHRC will help to ensure the health and safety of donors, patients

and offspring born of AHR technologies.

Program Activity
Expected Results

Performance Indicators

Targets

An effective and
efficient licencing and

inspection framework.

As the regulations come into force,
develop a documented licencing and
inspection framework which is
communicated to clinics and
stakeholders and which sees
inspections carried out on the basis
consistent with the framework.

In advance of the regulations coming
into force, and in collaboration with
stakeholders, AHRC will focus on:

-developing guidelines, processes and
systems to support a licencing system

- developing an inspection strategy
that will ensure compliance with the
AHR Act and regulations

A well-informed and
engaged stakeholder
community.

Prior to the regulations coming into
force, communicating the framework
to the stakeholders by various means
including direct contact, presentations
at professional forums, literature and
electronic means such as a web site.

- addressing complaints and possible
contraventions to the AHR Act and
regulations

In advance of the regulations coming
into force, AHRC is concentrating on:

- communicating the vision for the
framework to key stakeholders
through the website, newsletter,
conferences and other outreach
initiatives.

15




- conducting baseline assessments,
horizon scanning and established
practice updates, to produce reliable
evidence that will inform decision —
making by the Board of Directors.

- working with international
stakeholders to facilitate information
exchange and identify and address
issues of mutual concern.

Planning Highlights

In order to achieve the expected result, the Agency is putting in place the systems and processes
required to implement the regulations currently under development by Health Canada. This

includes:

e Planning for the development of a licencing system to effectively manage the
applications expected for licencing of controlled activities and premises in the AHR
industry, based on best practices. A model system will be in place when regulations are
completed.

e Continuing to respond to and refine the methodology for handling concerns brought to
the attention of the Agency.

e Developing an inspection strategy to ensure compliance with the AHR Act and
regulations.

e Working with national stakeholder organizations to support the development of the
planned regulatory framework, and the necessary instruments, including guidelines for
AHR.

e Working with national and international partners to identify and formulate strategies to
address issues of common concern, such as the health and safety of individuals who
choose to leave Canada for treatment.

e Developing plans for the implementation of the regulations, including appropriate
stakeholder consultations.

e  Working with national partners on a framework to prevent multiple births related to AHR

16



2.1.2 Program Activity: Health Information and
Knowledge Management for Assisted Human
Reproduction

Protection and promotion of human health, safety, dignity and rights in relation to

Strategic
assisted human reproduction and related research within a sound ethical framework.

Outcome

Licencing and Enforcement of Internal Services

a Regulatory Framework for

Assisted Human Reproduction

Program Activity 2: Health Information and Knowledge Management for Assisted
Human Reproduction

Human Resources (FTEs) and Planned Spending ($ millions)

2010-11 2011-12 201213
Pl Planned Planned
FTEs anned FTEs FTEs
Spending Spending Spending
11 2.6 11 2.6 11 2.6

The program activity includes: the establishment and maintenance of a Personal Health
Information Registry to consolidate health reporting information concerning donors, patients and
offspring born of assisted human reproduction procedures to allow for a look-back and trace-back
mechanism; providing ongoing reports of assisted human reproduction controlled activities,
including success rates, that can be used by individuals to make informed choices about care, and
by professionals to improve practices; and providing public information on assisted human
reproduction matters or issues via a public web site and other information products.

Benefits for Canadians

The establishment of a Personal Health Information Registry (PHIR) will be useful in monitoring
and improving the safety and effectiveness of AHR procedures. The registry will also provide a
valuable resource to children born of reproductive technologies to enable them to find out about
their medical and genetic information. The PHIR will eventually become a key component of a
larger AHR health surveillance system capable of providing information needed to determine

health outcomes relating to persons undergoing certain AHR procedures and children born as a

17



result of those procedures. The provision of updated and objective information will assist

Canadians to make informed decisions on matters related to AHR.

Information Registry that
complements an AHR

Personal Health Information
Registry that is integrated into an

Program Activity Performance Indicators Targets
Expected Results
A Personal Health The successful development of a In advance of the regulations coming

into force, AHRC is concentrating on:
initiating a pilot project using

surveillance network.

Policy makers, health
professionals, patients,
children born of AHR
procedures, researchers
and the Canadian public
have access to information
regarding AHR.

overall surveillance network, once
the regulations come into force.

Total number of information items
produced

Total number information requests
responded to by type.

Volume and Pattern of Website Use

Website enhancements completed

Results of periodic surveys to gauge
utility of products

voluntary information to build the
foundation for a Personal Health
Information Registry

6 information items produced per year

100 percent of information requests
are responded to within 48 working
hours of receipt

10 percent increase in website visits
per year

Report of enhancements prepared
annually

Planning Highlights

In order to achieve the expected results, AHRC plans to undertake the following activities:

e A pilot project in 2010-11, using voluntary information to build the foundation for a
Personal Health Information Registry. The Agency will also work on establishing
partnerships for the collection and dissemination of the information, as the basis for an
eventual health surveillance network.

e Continued enhancement of the web site to include more information on AHR, and
developing complementary links to stakeholder sites to provide more comprehensive
access to AHR information.

e Continued information dissemination on a regular basis through various print or

electronic products (e.g., newsletter, annual report, patient brochures, etc.) to increase

access by Canadians to AHR information, and promote greater awareness of the Agency,

its mandate and its initiatives.
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2.1.3 Program Activity: Internal Services

Strategic Protection and promotion of human health, safety, dignity and rights in relation to

Outcome assisted human reproduction and related research within a sound ethical framework.

Licencing and Enforcement of Health Information and
a Regulatory Framework for Knowledge Management for
Assisted Human Reproduction Assisted Human Reproduction

Program Activity 3: Internal Services

Human Resources (FTEs) and Planned Spending ($ millions)

2010-11 2011-12 2012-13
Planned Planned Planned
FTEs ) FTEs FTEs
Spending Spending Spending
19 3.7 19 3.7 19 3.7

Internal Services are groups of related activities and resources that are administered to support the
needs of programs and other corporate obligations of an organization. These groups are:
Management and Oversight Services; Communications Services; Legal Services; Human
Resources Management Services; Financial Management Services; Information Management
Services; Information Technology Services; Real Property Services; Material Services;
Acquisition Services; and Travel and Other Administrative Services. Internal Services include
only those activities and resources that apply across an organization and not to those provided
specifically to a program.

AHRC, as a small Agency, receives its Internal Services through a combination of Agency-
supplied corporate services and services provided through a Memorandum of Understanding
(MOU) with Health Canada.

19



Planning Highlights

AHRC responds to the challenge of providing sustainable Internal Services through its
establishment of policies, processes and service delivery in the areas of finance, procurement,
human resources, information management (including Access to Information and Privacy), and
information technology. Wherever practical, this includes consideration and use of best practice
models including alternative service provision methods. The Agency continues to review its
Internal Services performance to ensure delivery of service in a transparent, cost effective, and

timely manner.

In the area of human resources, AHRC has integrated its business planning and human resource
planning and will continue to integrate its resourcing strategy in accordance with Public Service
Commission and other relevant Central Agency policies, as the Agency evolves. As regulations
come into force, resourcing plans will be implemented to ensure that AHRC has the appropriate

resources required to fulfil its mandate.

In order to achieve Internal Services objectives, planning highlights include:

e Implementing an integrated management system that covers such areas as human
resources, risk management, performance management, and financial management.

e Renegotiating MOU’s with service providers to offer a wider range of services to staff.

e Acting on feedback from employees related to their satisfaction with the Agency work
environment to sustain a workplace of choice.

e Continued creation of an Internal Financial Control Framework to encompass financial
management, risk management, financial delegation and contracting.

The highlights of the Internal Services program activity can be linked to AHRC’s management
priorities, which include Internal Management, Human Resources, and Risk Management.
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