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Executive Summary

This evaluation covered the Food Safety and Nutrition Quality Program (FSNQP) for the period
from 1999 to 2012. The evaluation was undertaken in fulfillment of the requirements of the
Treasury Board of Canada’s Policy on Evaluation (2009).

Evaluation Purpose and Scope

The purpose of the evaluation was to assess the relevance and performance of the FSNQP. The
evaluation was also designed to highlight accomplishments and lessons learned as well as
challenges experienced by the Program.

The evaluation covers all of the activities of Health Canada’s Food Directorate (FD), the Bureau
of Food Safety Assessment, and regional offices and laboratories as well as the incrementally
funded activities of the First Nations and Inuit Health Branch, the Pest Management Regulatory
Agency (PMRA) and the Public Health Agency of Canada, namely nutrition and food security
related activities, surveillance and risk analysis pertaining to the chemical safety of traditional
foods, and health promotion activities focussed on the prevention of enteric disease outbreaks in
First Nations communities; the re-evaluation of technical active ingredients as well as active
ingredients in end-use products registered prior to December 31%, 1994; and, enteric disease
surveillance, targeted investigations, laboratory services, information management of food safety
issues, and foodborne illness outbreak investigation and response. The evaluation does not cover
activities associated with the Biotechnology, Bovine Spongiform Encephalopathy and Healthy
Living initiatives, the activities of Health Canada’s Office of Nutrition Policy and Promotion and
the Veterinary Drugs Directorate, and enforcement and compliance activities carried out by the
Canadian Food Inspection Agency (CFIA).

Program Description

The Program’s mandate derives from the Food and Drugs Act (F&DA), the Food and Drug
Regulations, the Department of Health Act, the Pest Control Products Act, the Public Health
Agency of Canada Act, and the Canadian Food Inspection Agency Act. The Program carries out
activities aimed at preserving and promoting the health of Canadians, which include conducting
assessments of food industry submissions; developing, updating and disseminating policies,
guidelines, regulations, standards, strategies, and consumer information; conducting health risk
and benefit assessments to manage food safety incidents and assessing the effectives of CFIA
activities related to food safety;' conducting surveillance and monitoring; conducting applied
scientific research and method development to support food and nutrition policy decision-
making; and, coordinating priorities and risk management approaches within Canada’s food
safety system.

As of October 2013, CFIA has joined the Health Portfolio. A recent Order in Council has designated the
Minister of Health as the appropriate Minister with respect to CFIA for the purposes of the Financial
Administration Act.
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CONCLUSIONS - RELEVANCE
Continued need
The Program continues to address a demonstrable need.

Program activities are designed to address known and emerging FSNQ issues. On-going
scientific developments, market changes, and evolving consumer preferences, will continue to
present challenges, which the Program is in the best position to address. Its legislative
framework has been under pressure over the last decade to become a more integrated and
flexible tool that can allow the Program to better operate internally and more quickly react to
evolving scientific and market needs.

Alignment with Government Priorities
The Program is aligned with government priorities.

Speeches from the Throne over the years have recognized the importance of FSNQ and
identified federal priorities aimed at strengthening Canada’s food safety system and ensuring
nutrition quality. The Program seeks to address these federal priorities through an inclusive
approach reflected in relevant Program planning documents. Program objectives are aligned
with relevant strategic outcomes from Health Canada and the Public Health Agency of Canada.

Alignment with Federal Roles and Responsibilities

The Program is aligned with federal roles and responsibilities.

The Program operates within a legislative framework designed to address priorities through
policy development and standard setting, health promotion activities, risk and disease prevention,
disease investigation, research and monitoring as well as national and international cooperation.
Relevant Acts identify roles and responsibilities that enable key Program participants to operate
within the established federal parameters. The Program acts as the umbrella under which federal
activities related to the FSNQ are managed.

CONCLUSIONS - PERFORMANCE

Achievement of Expected Outcomes (Effectiveness)

Immediate Outcomes

While Canadian food safety performance is high, issues of timeliness, in particular with

respect to pre-market submission reviews, may be delaying the entry of foods into the
market.
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Overall, pre-market submission assessments are not meeting the regulated time standards (61%
increase between FY 2007-2008 and 2012-2013) while some volumes (novel food and food
additive) declined between FY 2011-2012 and the third quarter of 2012-2013. During this last
period, submissions without regulated time standards saw an increase in some volumes (food
packaging and food processing aids) and a decrease in others (incidental additive). FD uses a
collaborative approach to submission assessment; however, the evaluation identified several
issues contributing to the submission review backlog. Among these, outstanding petitioner
information as well as timeliness and communications with respect to the submissions review
process are of particular concern to industry stakeholders and contribute to delays.

Trend analysis data points to an increase in CFIA requests for technical advice, which combined
with existing FD challenges related to Health Risk Assessment (HRA) preparation may put
pressure on future performance.

Changes in awareness and understanding were difficult to assess since the Program does
not measure uptake of the information it produces. There are areas where further
information or education is needed to improve consumer understanding. Some
information delivery mechanisms may not be as effective in relaying information to the
intended targets/populations.

The impact of the Program’s products and activities on public awareness and understanding
cannot be determined since the Program does not measure or track uptake by audience and time
period (with the exception of the Listeria social marketing strategy). A key challenge to
understanding impact is a lack of alignment between delivery mechanism and target population
preferences. This limited “information tailoring” may negatively impact awareness and
understanding by reducing communication effectiveness and contributing to uneven public
awareness and understanding. Areas requiring further information/education include food safety,
nutrition and healthy eating, nutrition labelling, trans fats, and genetically modified foods.

The Program actively engages in international standard development. Its scientific and
regulatory research has made important contributions to the international community.

The Program is active in international collaboration. The Program’s contributions to the
development of international standards are widely recognized. Most international work is
conducted through Codex Alimentarius. The Program is also involved in activities with other
international organizations (e.g., the World Health Organization) and has played a leading role in
the creation of the International Food Chemical Safety and Microbial Food Safety Liaison
Groups.

There are some examples of knowledge development by the Program such as research for
the enhancement of methods of analysis and testing as well as the development of
guidelines and standards. The Program uses this improved knowledge to support
regulatory and policy development as well as collaborative work.
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Knowledge development by the Program is exemplified through method development and
validation. There are guidelines, standards, frameworks and policies in high priority areas that
have been impacted or developed due to advancement in scientific and regulatory research.
There are concerns related to the need for increased laboratory capacity to satisfy current and
emerging demands, to remain abreast of scientific advances, and to increase internal expertise in
a number of fields (e.g., biostatistics, epidemiology, electro-microscopy, bioinformatics, etc.).

The Program coordinates priorities and risk management approaches within Canada’s
FSNQ system and contributes to improved collaboration with partners and stakeholders.
There are some issues to be addressed with respect to communications and procedures
related to Food Safety Assessments (FSAs) and HRAs.

The Program engages in coordination and collaboration through committees and initiatives that
include key Program participants, partners and stakeholders. While Health Canada has enhanced
the efficiency and reliability of its HRA process to respond to CFIA requests, there are some
opportunities to enhance communications and information exchange between Health Canada and
CFIA. In the case of FSAs, Health Canada/CFIA collaboration has experienced a number of
procedural, planning and operational challenges. A number of events, including the change in
the reporting relationship of CFIA to the Minister of Health and the discontinuation of the FSAP
Advisory Committee, are also likely to have an impact on the conduct of FSAs

Intermediate Outcomes

While it is not known if consumers have made healthier food choices as a result of Program
efforts, evidence points to issues of concern related to the dietary intake of the general
population and of First Nations and Inuit communities.

Consumer choices suggest high calorie intake from fat and snacks, vegetable and fruit
consumption below the recommended daily minimum, a tendency towards fast food and
commercially prepared food consumption, and sodium intakes in excess of the Upper Limit. In
the case of First Nations on-reserve and Inuit communities, sodium intakes exceed recommended
limits and the consumption of certain food groups is below recommended levels; some food
decisions may be affected by food insecurity and its influencing factors, including environmental
changes, poverty and high food costs. Data on the success of food labels is inconsistent.

The number of cases of reported enteric diseases appears to have declined over the past
decade, while compliance rates for chemical residue testing have remained overall high.
While the change in exposure to nutritional risks could not be ascertained, some Program
initiatives appear to be contributing to risk reduction in certain areas.

The number of cases of reported enteric diseases appears to have declined over the past decade
(by 48% according to C-EnterNet data and by 42% according to Notifiable Diseases Online),
while compliance rates for chemical residue testing have remained overall high (at or above
95%). Program initiatives, such as awareness campaigns, efforts on trans fat reduction and food
fortification, have, in theory, effected changes in the exposure to certain nutritional benefits.
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While it was not possible to identify a change in the level of adoption, there is evidence of
adherence by Canada to international standards. Other countries’ membership in
international standard setting organizations denotes an interest in harmonization.

There is evidence of Canadian adherence to international standards. Some delays in adhering to
these standards have been linked to lengthy regulatory approval processes (e.g., approval of
asparaginase as a food additive) or to concerns with international approaches that may not reflect
the Program’s position.

The Program seeks a more integrated approach to Federal/Provincial/Territorial (F/P/T)
food safety and nutrition priorities and activities by collaborating with F/P/T partners and
stakeholders.

The Program actively collaborates with key Program participants, partners, and stakeholders by
exchanging information, fostering dialogue, consulting, and coordinating priorities and risk
management approaches. More structured stakeholder communications and improved
transparency regarding Program activities are needed (e.g., to clarify roles and responsibilities
between the Program and its P/T partners).

Long-Term Outcomes

According to available evidence, the nutritional status of Canadians does not appear to
have improved over the period of the evaluation.

Among the general population, there are a number of concerns related to high energy intake,
high fat intake, nutrient insufficiency, sodium intakes associated with an increased risk of
adverse health effects, and rising Body Mass Index. While information on First Nations on-
reserve and Inuit communities has been limited, evidence points to low intake of some important
vitamins and minerals, high sodium intakes and obesity prevalence.

Food-related illnesses appear to have decreased over the past decade. Nutrition-related
illnesses among the general Canadian population appear to have increased during the same
period. The rates of diabetes among First Nations on-reserve are higher than those of the
overall Canadian population but seem not to have increased for the last several years (high
blood pressure rates have also remained relatively stable). Rates of diabetes and high
blood pressure among Inuit populations approach those of the overall Canadian
population.

The number of cases of reported enteric diseases appears to have declined over the past decade,
while compliance rates for chemical residue testing have remained overall high. The rates of
hypertension, diabetes and heart disease among the general population, three chronic conditions
related to nutrition, have increased over the last decade. For First Nations on-reserve, the rates
of diabetes are high compared to the overall Canadian population, although these do not appear
to have increased for the last several years (similar to high blood pressure rates). Rates of
diabetes and high blood pressure among Inuit populations approach those of the overall
Canadian population.
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The Program contributes to safer food products in international trade. Adoption of
international standards by other countries is expected to contribute to international food
safety.

The Program is engaged with international regulatory partners and participates in international
fora as part of efforts to standardize, harmonize and increase food safety. Adoption of
international standards by other countries is expected to contribute to maintaining and improving
food safety.

Through the activities/contribution of the Program, Canada is viewed as a responsible
participant and scientific expert in an international context.

The Program’s expertise and contribution to the international community are recognized through
its involvement in standard development, as a host of international collaborating centres and
laboratories, and as a partner in international capacity development.

The Program seeks to maintain an integrated system for FSNQ in Canada through
consultation and collaboration with partners and stakeholders. There are challenges to the
responsiveness of the regulatory framework, which recent legislative amendments and
Program strategic plans are expected to address.

The Program’s approach to consultation and collaboration seeks to engage all partners and
stakeholders and is expected to continue to enhance system integration. Government
Directives are in place to guarantee a consultative, coordinated and cooperative approach to
regulatory development. The level of responsiveness of the regulatory framework, while
challenged, may be improved by recent amendments to the F&DA (e.g., Incorporation by
Reference).

Demonstration of Economy and Efficiency

Program performance and financial information was insufficient to properly demonstrate
efficiency and economy.

Financial data available for the evaluation was insufficient to support an analysis of efficiency
and economy. As a result, the evaluation could not assess the extent to which Program resources
were used as planned, whether Program outputs were produced efficiently, or whether expected
outcomes were produced economically. The collection of performance data does not appear to
be consistent or follow a Program approach to its analysis; there are a variety of measures and
formats used and efforts tend to focus on tracking mainly Program outputs. There are a number
of Program areas where process performance may be affecting efficiency (e.g., the pre-market
submission assessment process, the HRA process and its infrastructure, stakeholder
communication effectiveness, laboratory research capacity, the FSA process, and regulatory
modernization). The Program makes limited use of public-private partnerships and outsourcing
while it lacks a cost recovery framework to better manage the costs of its pre-market processes.
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RECOMMENDATIONS

Recommendation 1. FD should examine options to enhance the efficiency and
transparency of its food pre-market submission activities.

Overall, pre-market submission assessments are not meeting the regulated time standards (61%
increase between FY 2007-2008 and 2012-2013) while some volumes (novel food and food
additive) declined between FY 2011-2012 and the third quarter of 2012-2013. During this last
period, submissions without regulated time standards saw an increase in some volumes (food
packaging and food processing aids) and a decrease in others (incidental additive). FD uses a
collaborative approach to submission assessment; however, the evaluation identified several
issues contributing to the submission review backlog. Among these, outstanding petitioner
information as well as timeliness and communications with respect to the submissions review
process are of particular concern to industry stakeholders and contribute to delays.

Recommendation 2. FD should examine and improve its HRA tracking processes.

Trend analysis data points to an increase in CFIA requests for technical advice, which combined
with existing FD challenges related to HRA preparation may put pressure on future performance.

Recommendation 3. Health Canada should conduct impact assessments of its public
outreach initiatives to determine uptake.

The impact of the Program’s products and activities on public awareness and understanding
cannot be determined as uptake by audience and time period is not measured. A key challenge to
understanding impact is a lack of alignment between delivery mechanism and target population
preferences.

Recommendation 4. Health Canada should develop a coordinated Program approach to
performance measurement with a Health Portfolio perspective.

The collection of performance data does not appear to be consistent or follow a Program
approach to its analysis; there are a variety of measures and formats used and efforts tend to
focus on tracking mainly Program outputs.
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Recommendations

Health

Management Response and Action Plan
Evaluation of the Food Safety and Nutrition Quality Program 1999-2000 to 2011-2012

Response

Action Plan

Deliverables

Expected

Accountability

1. FD should
examine options
to enhance the
efficiency and
transparency of
its food pre-
market
submission
activities.

Agree

The FD conducts mandatory pre-market submission reviews for infant
formula, food additives and novel foods, as well as pre-market
evaluations for other products (e.g. functional food, processing aids,
packaging materials, etc.) as part of its proactive guidance to industry
i.e. on a non- mandatory basis.

As part of the effort to reduce the backlog of submissions that were
past the performance standard for review, the following actions were
taken:

o Established targets to reduce the backlog by 75% by September
2014

o Clearly and transparently informed industry of a new policy for
mandatory pre-market submissions with outstanding deficiencies
that have been awaiting response from petitioners for over 6 months
to manage the predictability of the pre-market submission process.

o Clearly stating criteria for which petitioners could keep their file
active as well as criteria by which the FD would close the file. The
30 day Deficiency Response Initiative for Food Additive, Infant
Formula and Novel Food Submissions has been implemented.

o A real-time workflow monitoring of pre-market reviews would
facilitate transparency to petitioners by providing instantaneous
information about the status of a review and consequently add
predictability to the process, by identifying the time remaining for
completing the review within the performance standards. The FD
completed a business requirement document for a submission
management database proposal and received support through the
Department’s Investment Plan process (IP 106). It is expected that
this system would evolve towards a web enabled database providing
petitioners with real time updates on their submission processing.

HC supported legislative amendments of the Food and Drugs Act and
subsequent regulatory amendments to enable a faster process for

Submission management
database implemented (IP
106A)

Completion Date

September 2014

FD

Updated guidance to industry
on preparation of food
additives as a result of
modernized additives
framework.

September 2014

FD

Publication of an enhanced
transparency regulatory
framework that covers food
premarket decisions, in
alignment withz the HC
transparency framework.

December 2014

FD

75% of the food pre-market
submission backlog
eliminated.

October 2014

FD

Serkvice Standards for
scientific assessment of
mandatory food premarket
reviews established.

December 2014

FD

Eva