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Bruno Rodrigue, Executive Director February 2, 2024

Office of Legislative and Regulatory Modernization

Policy, Planning and International Affairs Directorate

Health Products and Food Branch, Health Canada

Holland Cross, Suite P2108

11 Holland Avenue

Ottawa, Ontario K1A 0K9 Address Locator: 3000A

BY email to: Irm.consultations-mlr@hc-sc.gc.ca

AND by upload at: https://www.gazette.gc.ca/rp-pr/p1/2023/2023-11-04/html/reg2-eng.html

Re: Comment on Regulations Amending Certain Regulations Concerning Food Additives and
Compositional Standards, Microbiological Criteria and Methods of Analysis for Food

Please consider the following comments submitted on behalf of the Centre for Health Science
and Law. '

General Comments
1. Incorporation-by-reference is acceptable if Treasury Board policies are followed.

The Centre for Health Science and Law does not object to the use of incorporation-by-reference
provided the standard-setting agencies apply sufficient conflict-of-interest, consultation, and
transparency codes-of-conduct in their deliberations. Some standard-setting bodies hold their
standards behind paywalls and consult regulated industries mainly or exclusively. While such
safeguards appear to be required Treasury Board policy,? Health often leads Governor-in-Council
regulation-making consultations in ways that appear to favour the involvement and interests of
regulated companies. For instance, Health Canada’s pre-Gazette proposal to “modernize”
Divisions 24 & 25 of the Food and Drug Regulations, (largely concerned with infant formula)
describes meetings with unnamed industry associations in 2018 and a 2017 meeting of the
University of Toronto Program in Food Safety, Nutrition and Regulatory Affairs which is funded
by two of the world’s largest formula manufacturers Nestlé and Danone as well as the Dairy
Farmers of Canada and the Canadian Sugar Institute, among other food companies with interests
in weak food advertising regulations. These practices seem more conducive to supressing public
opinion to ensure uneventful adoption of regulatory proposals.

A statement on page 3376 of the proposal describes a standard intended to be incorporated-by-
reference as follows:

“Lists of Permitted Food Additives, are administratively maintained by the
Department following an established process and are published on the Canada.ca
website.”
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This illustrates that moving standards from the Food and Drug Regulations to administrative tables
could result in them being published and located anywhere on the government of Canada website,
not just the websites of Health Canada, Justice Canada, or the Canadian Food Inspection Agency.
If current text and the amendment history were appended to the Food and Drug Regulations
available at the reliable permanent Justice Canada location for current consolidations—i.e.,
https://laws-lois.justice.gc.ca/eng/regulations/C.R.C.,_c. 870/—it ~ would contribute  to
transparency and access to justice. This would also incentivize Health Canada regulators to ensure
that they, at least, monitor changes to administrative standards, especially if they can be amended
by an outside party, such as the Rome-based United Nations Codex Alimentarius Commission by
an updated text at the same link location. Taking these steps would also more effectively give
effect to the Canadian Food Inspection Agency’s Incorporation By Reference Policy.

The repeated use of the “modernization” justification for amending regulations is vague, and often
misleading. A search of Canada Gazette Part Il indicates the Food and Drug Regulations have
been amended 28 times in the past decade and the on-line office consolidation of the Food and
Drug Regulations has been has been updated 115 times since 2006, both indicating that the
regulations have been amended, on average, three times per year. This appears to indicate that
delays in “modernizing” were not considered priorities and were not avoided for lack of
opportunities.

Issues

2. Administrative lists do not guarantee optimum, current regulatory oversight and the
commitment to risk-reduction is not reflected in food safety monitoring and target-
setting.

The proposed “Microbiological Reference Methods for Food Table”? has been published online
in draft form refers to only four pathogens, not including Cronobacter which caused an outbreak
of illnesses and deaths of infants in the United States in 2022-2023, which is the source of nearly
all Canadian infant formula. The outbreak led to the closure of a large US infant formula
manufacturing plant that threatened Canada’s supply where breastfeeding rates are very low, partly
as a result of weak federal marketing controls, far short of the recommendations of the World
Health Organization.* Former United States Food and Drug Administration Deputy Commissioner
Yiannas indicated that Cromnobacter is distributed heterogeneously in powdered formula and
testing samples are so small,

"the probability of them finding contamination is virtually zero..."”
Indeed, the Gazette proposal states:

Over the last few decades, there have been significant changes in approaches to food
safety management arising from increased knowledge of existing and emerging
foodborne pathogens such as Escherichia coli (E. coli), Salmonella, and Cronobacter.
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However, Cronobacter is conspicuously absent from that list of priority pathogens in the draft
Table. The Regulations are to take effect immediately upon publication in Canada Gazette, Part
11. If the enthusiasm is so great to itemize new reference methods that have already been permitted
by administrative decisions, it seems puzzling that the list is in such a rudimentary format and that
the absence of a pathogen that caused so much upheaval and worry in the infant food market for
months recently was not explained.

Likewise, the draft Table of Microbiological Criteria for Food does not (yet) address infant food
or Cronobacter.®

It is important not to overstate the currency of the administrative references that the Gazette
proposal seeks to formally rely upon now. For instance, of the 79 methods described in Volume
One of the Official Methods for the Microbiological Analysis of Foods, only 16 have been updated
in the past decade, and 13 haven’t been updated since the 1980s.

Likewise, “Volume 2: HPB Methods for the Microbiological Analysis of Foods” which is
described in the Gazette proposal as the:

“gold standard against which all other microbiological methods set out in the
Compendium of Analytical Methods are validated”

lists 35 analytical methods only nine of which have been published in the past decade, and only
three in the past five years.

This also raises questions about the priority-setting at Health Canada. Was it more important to
publish 107 pages of regulatory text and explanation than counting and publishing the number of
deaths due to food-borne pathogens and designing a strategy to and targets to shrink that number
or identifying a reliable method to test for Cronobacter in infant formula at Health Canada to better
protect the most vulnerable and dependent consumers? As the Gazette proposal notes at page 3373,

“...microbiological criteria are established with the same objective in mind: to help
protect health and improve the safety and general cleanliness of foods by restricting
or limiting the presence of certain problematic microorganisms.”

And page 3377:

“Enabling administrative updates to microbiological criteria and associated methods
of analysis to  help ensure that regulatory rules intended to help protect the health
and safety of Canadians can be updated to reflect the latest science;”

3. Reducing the price of protein analysis serves industry and seems to have attracted more
attention from the Governor-in-Council than measures to protect consumers from vastly
higher and stubbornly high retail food prices.

Supplementing the “Protein-Efficiency-Ratio” technique with the “Protein Digestibility Corrected
Amino Acid Score (PDCAAS),” is justified by Health Canada due to its lower cost, however the

3|Page


https://www.canada.ca/en/health-canada/programs/consultation-proposed-regulations-amending-certain-regulations-concerning-food-additives-compositional-standards-microbiological-criteria-methods-analysis-food/draft-table-microbiological-reference-methods-food.html
https://www.canada.ca/en/health-canada/programs/consultation-proposed-regulations-amending-certain-regulations-concerning-food-additives-compositional-standards-microbiological-criteria-methods-analysis-food/draft-table-microbiological-reference-methods-food.html
https://www.canada.ca/en/health-canada/programs/consultation-proposed-regulations-amending-certain-regulations-concerning-food-additives-compositional-standards-microbiological-criteria-methods-analysis-food/draft-table-microbiological-criteria-food.html
https://www.canada.ca/en/health-canada/services/food-nutrition/research-programs-analytical-methods/analytical-methods/compendium-methods/official-methods-microbiological-analysis-foods-compendium-analytical-methods.html
https://www.canada.ca/en/health-canada/services/food-nutrition/research-programs-analytical-methods/analytical-methods/compendium-methods/official-methods-microbiological-analysis-foods-compendium-analytical-methods.html
https://www.canada.ca/en/health-canada/services/food-nutrition/research-programs-analytical-methods/analytical-methods/compendium-methods/methods-microbiological-analysis-foods-compendium-analytical-methods.html

cost difference is not quantified and almost certainly is not inflationary for retail food prices. The
unprecedently high and steeply rising cost of retail food prices warrant the attention of the
Governor-in-Council; the unweighted average of 109 largely unprocessed single-ingredient foods
tracked by Statistics Canada rose 28% between September 2020 and November 2023.7 The cost
of calculating protein content is certainly a tiny fraction of one-tenth of 1 percentage point of that
rise and reducing that cost will not affect retail food prices or, by extension, make nutritious food
more affordable for Canadians.

Moreover, only about 3% of Canadians do not consume enough protein.® It is a slightly bigger
problem with elderly people, but often dietary shortcomings of all sorts are common in sick and
elderly people. Canadians get so much protein, unlike countries where many people live on
subsistence diets.

If it is true that Health Canada wishes to protect the health and safety of Canadians not, as some
indications in the proposal (noted above) suggest, then a key first step seems to require to regularly
measuring and reporting the number of deaths and illnesses caused by food poisoning (and
nutrition-related chronic/non-communicable diseases), setting targets for reducing them,
implementing strategies to do so, and monitoring the success of such strategies. However, Public
Health Agency of Canada conducted the first modern estimate of the number of deaths due to food
-borne pathogens in 2015, finding an average of 238 deaths per year over a 10-year period.” That
study does not appear to have been repeated so there is no clear evidence of whether those risks
are rising of or falling or whether these regulatory measures are designed to improve the situation.

Regulatory Text
4. Definition of infant food

The November 4, 2024 Gazette proposal on page 3390 to repeal the definition of infant and infant
formula in Division 25 of the Food and Drugs Regulations seems inconsistent with the proposal
in section 4.1.1 of the November 28, 2024 Health Canada’s pre-Gazette proposal to “modernize”
Divisions 24 & 25 of the Food and Drug Regulations—i.e., published the same month—to amend
the definition of “infant formula” in Division 25.

Regulatory Analysis

5. Consultation efforts seemed cursory, outdated, dominated by industry and dismissive
of impacts on the public for reforms that make major reforms.

The failure to conduct a cost-benefits analysis is indicative that the benefits to Canadian consumers
may be nil or unquantified.

The page-3400 description of a consultation session held on October 20, 2023 provided very little

insight into the contributions of 300 participants in a 30-minute Q&A session during which Health
Canada screened questions. The Gazette proposal characterized that event by stating:
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“Overall, participants responded positively, and no concerns were raised that would
impact the proposal.”

No list of participants was ever provided. No “What We Heard Report” was published nor
compendium of written answers to questions posed during or by email after the webinar. These
are significant omissions for a proposal that the Gazette notice describes at page 3378 as follows:

“[This proposal will] significantly amend Divisions 1 through 22...while also making
additional targeted amendments to...Divisions 24 and 25 [of the 29-division food
regulations and] Divisions 1, 2 and 3 of Part D (Vitamins, Minerals and Amino
Acids).”

Likewise, there is no indication of what consumer groups consumer groups purported to support
the proposal (and what experience they have with food regulation) and no consideration of the low
value of such support reportedly given a decade ago (2013-2017, noted at page 3401).

Respectfully submitted,

Bill Jeffery, BA, LLB, Executive Director and General Legal Counsel
Centre for Health Science and Law (CHSL)

Ottawa, Canada

BillJeffery(@HealthScienceAndLaw.ca

Endnotes

! The Centre for Health Science and Law CHSL and its predecessor (the Canadian operations of the Center for Science
in the Public Interest) have advocated nutrition labelling reforms, advertising restrictions, sodium reduction measures,
a ban on trans fat, and a national, publicly funded school food program. We have commented on and promoted several
amendments to the Food and Drug Regulations since 2000. CHSL is a founding member of the Geneva Global Health
Hub (G2H2) and a member of the International Association of Consumer Food Organizations. CHSL is one of the
few health-focused Canadian NGOs accredited by the UN Economic and Social Council (ECOSOC). I have been
personally active in international standard-setting advocacy and expert deliberations at the Codex Alimentarius
Commissions (since 1998), World Health Organization (since 2005), UN General Assembly (since 2011), and several
UN Human Rights Council committees and working groups (since 2018). CHSL provided technical assistance through
UNICEF to 10 national governments and intergovernmental organization in Africa to help nationally implement the
WHO International Code on the Marketing of Breast-milk Substitutes and other nutrition-related regulations in 2018-
2022 and is currently reviewing a pre-Gazette proposal to reform Divisions 24 and 25 of the Food and Drug
Regulations. In Canada, CHSL and its predecessor (the Canadian operations of the Center for Science in the Public
Interest) have advocated nutrition labelling reforms, advertising restrictions, sodium reduction measures, a ban on
trans fat, and a national, publicly funded school food program.

2 Treasury Board’s “Policy on Regulatory Development states, in part:
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This policy is grounded in the following four principles, set out in the directive, to guide departments in
developing, managing and reviewing regulations:

1. Regulations protect and advance the public interest and support good government: Regulations are
Jjustified by a clear rationale in terms of protecting the health, safety, security, social and economic
well-being of Canadians, and the environment.

2. The regulatory process is modern, open and transparent: Regulations, and their related activities, are
accessible and understandable, and are created, maintained, and reviewed in an open, transparent,
and inclusive way that meaningfully engages the public and stakeholders, including Indigenous
peoples, early on.

3. Regulatory decision-making is evidence-based: Proposals and decisions are based on evidence, robust
analysis of costs and benefits, and the assessment of risk, while being open to public scrutiny.
[emphasis added]

Available at: https://www.canada.ca/en/government/system/laws/developing-improving-federal-

regulations/requirements-developing-managing-reviewing-regulations/guidelines-tools/policy-regulatory-
development.html

3 Health Canada: Health Draft - Table of microbiological reference methods for food. Available at:

See: https://www.canada.ca/en/health-canada/programs/consultation-proposed-regulations-amending-certain-
regulations-concerning-food-additives-compositional-standards-microbiological-criteria-methods-analysis-
food/draft-table-microbiological-reference-methods-food.html, 2024 Last accessed, February 2, 2024.

4 See forthcoming comments of the Centre for Health Science and Law concerning : In response to Health Canada’s
proposal to “modernize” Divisions 24 & 25 of the Food and Drug Regulations, please take careful steps to fully
implement the World Health Organization’s (WHO) International Code of Marketing of Breast-milk Substitutes into
Canadian law to:

1) protect the health of Canadian babies, infants and their mothers,

2) prohibit inherently exploitative marketing practices, and

3) honour international human rights commitments.
To be posted at www.HealthScienceAndLaw.ca in February 2024.

5 United States Congressional House Committee on Oversight and Accountability. FDA Oversight Part I: The Infant
Formula Shortage, March 28, 2023 at time 40-44, 56-58 and 1:23-1:1:24. Available at:
https://oversight.house.gov/hearing/fda-oversight-part-i-the-infant-formula-shortage/ and  in  writing  at:
https://oversight.house.gov/wp-content/uploads/2023/03/Yiannas-Testimony -House-Subcomm_March-27-
2023.pdf

6 Available at: https://www.canada.ca/en/health-canada/programs/consultation-proposed-regulations-amending-

certain-regulations-concerning-food-additives-compositional-standards-microbiological-criteria-methods-analysis-
food/draft-table-microbiological-criteria-food.html

7 Available at: Statistics Canada. Table 18-10-0245-02 Monthly average retail prices for selected food products
DOI: https://doi.datacite.org/dois/10.25318%2F1810024501-eng

8 See the infographic in this journal article written by McGill University nutrition scientists: Auclair O, Burgos SA.
Protein consumption in Canadian habitual diets: usual intake, inadequacy, and the contribution of animal- and plant-
based foods to nutrient intakes. Applied Physiology, Nutrition, and Metabolism. 2021 May;46(5):501-510. doi:
10.1139/apnm-2020-0760. Epub 2020 Nov 20. PMID: 33216633. Available
at: https://cdnsciencepub.com/doi/full/10.1139/apnm-2020-0760?rfr _dat=cr_pub++Opubmed&url ver=739.88-
2003 &rfr_id=ori%3Arid%3Acrossref.org

® M. Kate Thomas, Regan Murray, Logan Flockhart, Katarina Pintar, Aamir Fazil, Andrea Nesbitt,] Barbara
Marshall,1 Joanne Tataryn, and Frank Pollari, Estimates of Foodborne Illness—Related Hospitalizations and Deaths in
Canada for 30 Specified Pathogens and Unspecified Agents. Foodborne Pathogens and Disease. Volume 12, Number
10, 2015 DOI: 10.1089/fpd.2015.1966; Supplementary Table S1: Estimation and Uncertainty Model Inputs for 30
Major Know Pathogens and Unspecified Agents Transmitted Through Food. Available at:
https://www.liebertpub.com/doi/10.1089/fpd.2015.1966 at page 824.
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