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Abbreviations (and detail as applicable)

ASEAN Association of Southeast Asian Nations.

Member States: Brunei Darussalam, Cambodia, Indonesia, Lao PDR, Malaysia, Myanmar, Philippines, Singapore, Thailand, and Vietnam.

COMESA | Common Market for Eastern and Southern Africa.

Member States: The Republic of Burundi, Union of the Comoros, Democratic Republic of the Congo, Republic of Djibouti, Arab Republic of Egypt, Kingdom
of Eswatini, State of Eritrea, Federal Democratic Republic of Ethiopia, Republic of Kenya, Republic of Seychelles, Federal Republic of Somalia, Republic of The
Sudan, Republic of Tunisia, Republic of Uganda, Republic of Zambia, and the Republic of Zimbabwe.

DRIs Daily Reference Intakes

EAC East African Community.

Partner States: Republic of Kenya, Democratic Republic of the Congo, Republic of Burundi, Republic of Rwanda, Republic of South Sudan, Republic of
Uganda and United Republic of Tanzania.

EAS East African Standard

ECOWAS | Economic Community of West African States.

Member States: Benin, Burkina Faso, Cabo Verde, Céte D'Ivoire, The Gambia, Ghana, Guinea, Guinea Bissau, Liberia, Mali, Niger, Nigeria, Senegal, Sierra

Leone and Togo.
EU The European Union
FAO Food and Agricultural Organization of the United Nations
FOP Front-of-pack

FOPNL Front-of-pack nutrition label/labelling

GDA Guideline Daily Amount

LSFF Large-scale food fortification

NCD(s) Non-communicable disease(s)

NRVs Nutrient Reference Values

RDA Recommended Dietary Allowance
SNI Supplementary Nutrition Information
USA United States of America

WHO World Health Organization

Survey and interviewee respondents

Country Survey Semi-structured Interview

Ethiopia 1 regulator, 1industry 2 regulator, 1 government

Kenya Lindustry/technical advisor 2 regulators, 1industry/technical advisor
The Philippines 2 requlator, 1 research & advocacy 2 government, 1 research & advocacy
South Africa Lindustry 2industry

Vietnam 2 government 1 regulator

*Government refers to departments such as a Department of Health or national nutrition institutes, that may provide evidence for policy
development but do not directly regulate it.
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Executive Summary

Malnutrition in all its forms — including nutritional deficiencies — is a leading cause of death and disability globally.!

Food fortification is a proven and cost-effective intervention for addressing nutritional deficiencies.? Large-scale food
fortification (LSFF) is the practice of adding minerals or vitamins to commonly consumed foods i.e., staple foods such as
salt, flours, oil, and rice during industrial processing to increase their nutritional value and deliver potential health benefits
to populations.®

Nutrition labelling has the potential to help achieve public health goals by improving the transparency around food
product contents, including the contents of fortified foods. This information can be used by consumers to better
understand their food's nutritional quality, by manufacturers as an incentive to improve products’ nutritional attributes,
and by governments and researchers to monitor the contents of the food supply. Requirements to provide standardised
nutrition information on food packaging can also help to establish a level playing field for manufacturers. As a
development intervention, consumers can be considered the primary beneficiaries of LSFF.

Scope:
The George Institute for Global Health was commissioned by the Bill and Melinda Gates Foundation to:
» develop a conceptual framework that outlines best-practice nutrition labelling regulation to support effective LSFF;

* examine how nutrition labelling requirements act as a barrier or an enabler to LSFF programmes in 11 geographies
worldwide (nine study geographies and two comparator geographies). The term ‘geography’ in this context refers to
both a country and a region such as the European Union;

* recommend how regulations in the nine study geographies could be reformed to accelerate LSFF with maximum
public health impact, and with broader potential applicability to geographies with similar geographical, legal, and
political contexts; and

» develop country-specific fact sheets aimed at assisting industry compliance with existing regulations.

This report details whether fortification with specific micronutrients is mandatory (e.g., of staple foods like rice and
wheat) or voluntary (e.g., of non-staple foods like fruit juices) in a country. It doesn't detail further requirements set out
in fortification regulations or general food labelling regulations that were out-of-scope for this work. These include
requirements for ingredient lists, manufacturer details, use by dates, for imported fortified foods, for foods sold in
open markets, or requirements for analysis of fortified foods and their micronutrient content. See further Structure and
navigation of the report.

This report and accompanying country-specific fact sheets are intended to support LSFF implementation partners
(public and private sectors, multilaterals, and civil society) to develop, implement, monitor and enforce nutrition labelling
regulations to promote the effectiveness of LSFF.

Methods:

To identify key characteristics of best-practice nutrition labelling regulation, we adapted Reeve and Magnusson'’s existing
framework for analysing and improving the performance of public health law, which they previously used to examine food
advertising to children.* This framework allows the examination of specific ‘domains’ relevant to regulatory effectiveness.
Our adapted framework consolidates these ‘"domains’ into two: Regulatory Form and Substance, which includes the
regulations’ form and substantive terms and conditions; and Regulatory Governance, which includes the processes by
which regulation is developed, administered, monitored, evaluated and enforced.

We examined current international, regional, and national regulatory instruments via a desk review across 11 geographies,
using the framework to extract relevant data. Nine study jurisdictions (*Ethiopia, *Kenya, Indonesia, Nigeria, Pakistan, *the
Philippines, *South Africa, Thailand and *Vietnam) were selected because of their potential to accelerate LSFF activity and
impact — accounting for factors such as malnutrition rates, existing LSFF programmes, and industry capacity for LSFF. The
other two jurisdictions (the United States (US) and the European Union (EU)) were selected as international comparators.
This mix of jurisdictions includes different geographical, legal, and political contexts and was chosen to generate findings
with potential applicability to a wide range of other national settings. We searched a range of academic databases for
peer-reviewed literature (e.g., PubMed, Embase, SCOPUS, and Web of Science), policy and/or normative guidance
databases and websites (e.g., Global database on the Implementation of Nutrition Action (GINA), FAOLEX database, Food

and Agricultural Import Regulations and Standards database of the Foreign Agricultural Service of the United States
Department of Agriculture, and World Cancer Research Fund International (WCRF) Nourishing database), and conducted
Google Advanced searches of government websites, alongside snowball searching from these sources and discussions
with some country experts.



https://asean.org/member-states/
https://www.comesa.int/comesa-members-states/
https://www.eac.int/eac-partner-states
https://ecowas.int/member-states/
https://extranet.who.int/nutrition/gina/en
https://www.fao.org/faolex/en/
https://gain.fas.usda.gov/#/home
https://gain.fas.usda.gov/#/home
https://gain.fas.usda.gov/#/home
https://policydatabase.wcrf.org/level_one?page=nourishing-level-one
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Following the desk review, nine qualitative surveys and 12 semi-structured interviews were undertaken in addition to a
regulatory review in the geographies marked with an asterisk (*) above and in the headings in Section 3 of this report (see
detail on survey and interview respondents in Report Details). These surveys and interviews allowed us to gain further
insights into how different geographies’ regulations were developed and/or are applied in practice.

Results from the desk review and qualitative follow-ups were synthesised to generate recommendations on overall best
practices and highlight opportunities for stepwise reform in each geography, recognising relevant resource constraints.

Best practice:
Best practice nutrition labelling to support LSFF includes:

» Nutrient declarations — should be mandatory on all pre-packaged foods, including fortified foods, and list a minimum
set of nutrients and added micronutrients where recommended intakes are established and/or are of nutritional
importance in a country.

 Nutrition and health claims — should be voluntary but are useful to signpost mandatorily fortified foods and their
potential nutrition and health benefits. Prioritising standardised claims may increase the efficiency of regulatory
governance and support consumer understanding and use. This can apply to voluntarily fortified foods in some cases.

e Supplementary nutrition information — it should be voluntary or mandatory to use a standard fortification logo(s) to
visually signal mandatorily fortified foods at a glance. This can apply to voluntarily fortified foods in some cases.

» Regulatory governance — from drafting regulatory rules to enforcement is also critical. Governance should also
ensure that processes are aligned and coordinated with other activities in the food regulatory system (e.g., food
safety audits and enforcement activities), with clear roles and responsibilities across government bodies involved in all
elements of food regulation in a geography.

Findings and recommendations:

In the nine study geographies, we found that:

» Just over half of the study geographies and one province of Pakistan mandate the use of nutrient declarations across
nearly all pre-packaged foods and require the inclusion of vitamins and minerals, provided they meet minimum levels.

Recommendation: Rectifying this regulatory gap is the highest priority where gaps exist.

» All geographies permit voluntary nutrition and health claims, including nutrient claims for vitamins and minerals
where the vitamin or mineral in a food meets specified levels. Some geographies also have more specific claims for
fortified foods, others have very little regulation of claims.

Recommendation: Prioritising standardised claims for mandatorily fortified foods (e.g., ‘iodised for better health’ based
on food containing a required level of a micronutrient) may increase the efficiency of regulatory governance and
support consumer understanding and use of fortified foods. This can be considered for voluntarily fortified foods in
certain circumstances (see further The interaction of nutrition labelling and LSFF).

« Fortification logos were identified in four countries and recent fortification legislation in three provinces of Pakistan
mandates the use of fortification logos to be established by relevant provincial food authorities. A fortification logo
may also be included in Ethiopia’s new fortification standards.

Recommendation: Alongside or instead of standardised claims for fortified foods, the voluntary or mandatory
application of a standard fortification logo or logos to visually signal that specific products are fortified may be useful
to consider in geographies that do not currently have such logos. Priority should be given to logos for mandatorily
fortified foods, and logos can be considered for voluntarily fortified foods in certain circumstances (see further The
interaction of nutrition labelling and LSFF).

» Regulatory governance:

- Most countries operate pre- and post-market surveillance systems for food products, including labelling. Pre-
market approval or licensing can act as pre-emptive enforcement — this essentially requires manufacturers to obtain
a licence from a regulator prior to placing a product on the market — with the regulator only approving that licence
after examining the product and its labelling. Post-market approval can include auditing and sampling products in
the market, and/or renewal of a licence.

- Where the regulatory authority for food labelling sits within the government will determine the structure of nutrition
labelling regulations.
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- Some countries’ nutrition labelling regulations also closely interact with regional standards, but others do not.

- In a number of the geographies in which we conducted surveys and interviews, we learned that what happens in
practice may not be what is written in relevant laws and regulations.

Recommendation: In looking to strengthen labelling regulations, stakeholders must consider their local context (e.g.,
the nutrition, health and political context, and the available human and financial resources) to prioritise investment.
Assuming there are limited resources and budget for nutrition labelling regulation — we recommend a risk-based
approach that considers country priorities and available resources to maximise effectiveness.

Conclusions and future work:

Accurate and informative nutrition labelling, that can be easily understood and interpreted by consumers, and not mislead
them, is clearly important across the entire food system, including for fortified foods. Nutrition labelling of fortified foods
benefits industry by helping to communicate and market nutrient qualities of foods, with standardised labelling also
helping to create a level playing field and demonstrate fortification in line with government regulations. For governments,
such labelling helps it to communicate the benefits and quality of fortified foods to the population and aids monitoring
and enforcement of food quality and safety standards.

This report shows that there is opportunity across most all study jurisdictions to strengthen nutrition labelling to support
LSFF to bring it more into line with best practice. But these opportunities for strengthening must be considered in light

of a geography’s context and broader LSFF and food quality and safety regimes, which were not examined in detail in
this report. Future work could thus examine these nexuses, and the extent to which nutrition labelling (beyond nutrient
declarations) should be prioritised for fortified foods, particularly when mandatory fortification in a geography is highly
effective and covers the field across an entire food category, as well as how these parts of the food regulatory system are
most efficiently and effectively regulated in practice.

Future work could also explore broader global trends in nutrition labelling and LSFF and examples of best practice
through examining additional geographies. This could result in a global repository of permitted and ‘best practice’
standardized nutrition and health claims and logos, and consider the utility of comparative claims and the importance
of consumer education, advocacy and social marketing to support LSFF. Deeper geography-specific analysis could also
examine a population’s knowledge, understanding and use of nutrition labelling to support LSFF.

#:\.r...-:" -
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Structure and navigation of the report

In section one, the report introduces the three key types of nutrition labelling: nutrition declarations; nutrition and health
claims; and supplementary nutrition information (SNI), including fortification logos (see page 9, Figure 1 for reference).
This section discusses the overall aims of nutrition labelling and how it is used by different stakeholders. It also covers

the distinction between mandatory fortification and voluntary fortification, to set the scene for how nutrition labelling
regulations are relevant to both types of policies. Finally, section one introduces a theory of change that sets out our
hypothesis for how nutrition labelling regulations can act as a barrier and/or enabler to LSFF programmes.

In section two, the report introduces a conceptual framework for analysing and improving the performance of nutrition
labelling regulations to support LSFF programmes. This framework is used to present overall findings on best practice
nutrition labelling across two ‘domains’, based on our analysis of nutrition labelling regulatory regimes at the global level
and in the two comparator geographies. The domain of Regulatory Form and Substance covers issues such as whether

a regulation is mandatory or voluntary, what its reqgulatory objectives are, and its operative or key terms and conditions.
The domain of Regulatory Governance covers information on regulatory processes, namely how a regulation can best be
designed or drafted, and how it should be administered, monitored, evaluated and enforced to promote maximum public
health impact. Section two also provides traffic light reporting of the study geographies’ current fortification regimes,
nutrition labelling regulations, regulatory governance archetype (i.e., does pre- and/or post-market surveillance exist and
what does this involve?), and recommendations to strengthen nutrition labelling to support LSFF.

Section three of the report uses the conceptual framework to provide global and geographic (and relevant regional) level
details on current nutrition labelling regulations.

Each geography is covered in a specific chapter that outlines:

» Food fortification context — summarising a geography’s mandatory and/or voluntary food fortification environment
and relevant details found in the nutrition planning and strategy documents that we reviewed.

» Responsibilities and regulatory governance for nutrition labelling — summarising which organisation has oversight and
responsibility for food labelling regulations, and findings on the processes of regulatory design and drafting of nutrition
labelling, administration, monitoring, evaluation, and enforcement.

« Structure of nutrition labelling laws — setting out the key regulations relevant to a country’s nutrition labelling
regulatory regime, alongside any key regional documents.

» Policy context and objectives — detailing any broader contextual factors relevant to nutrition labelling that we identified
in our review and to what extent nutrition labelling regulations are aligned with other nutrition and health policies in the
geography, including policies to address both under and over-nutrition.

e Nutrition labels — summarising the regulation of nutrient declarations, nutrition, and health claims and SNI.
 Information limitations — acknowledging any gaps in the available literature.

* Recommendations to reform nutrition labelling regulations to accelerate LSFF — based on our understanding of the
best practices to emerge through this work.

For each geography, we also include a detailed table that analyses the three types of nutrition labelling regulations using
our conceptual framework. In addition, a standalone fact sheet for each study geography can be separately accessed on
The George Institute’s website landing page for this project.

Finally, Annexure 1 provides the framework for analysing and improving the performance of nutrition labelling regulations
which can be used by stakeholders to analyse additional geographies’ nutrition labelling regulations. Annexure 2 provides
an example fact sheet outlining Nutrition labelling for fortified foods in Nigeria to assist industry to comply with existing
nutrition labelling regulations relevant to fortified foods. Annexure 3 provides a template fact sheet that can be used to
detail nutrition labelling requirements for fortified foods in a geography using Annexure 2 as a guide.

Country-level stakeholders can use the geography-specific analysis in section three and the summary of best practices
in section two to help guide national conversations about areas where regulation could be reformed or strengthened.
This is in addition to the quick-reference fact sheets for each study geography, which are aimed at aiding country-level
understanding of and compliance with nutrition labelling regulations for fortified foods — in particular the fortification
industry, for example, fortified flour millers.

Other stakeholders seeking an overall understanding may be interested in section two of the report and the overview of
food fortification and labelling regulations at the beginning of each jurisdiction chapter.

The George Institute for Global Health

SECTION 1: Labelling, fortification, and a theory of change
Introducing the types of nutrition labelling

Nutrition labelling has the potential to contribute to achieving public health objectives by providing nutritional information
to consumers on a food package to help them to make informed, healthy and nutritious food choices. Nutrition labelling
can also be used as a marketing tool by industry (e.g., food manufacturers) to highlight the favourable qualities of their
products. Third, nutrition labelling is essential for governments to monitor the contents of the food supply. Governments
can also use nutrition labelling as a public health tool to influence consumer choices and encourage the food industry to
improve the quality of its products.

For this project, we have defined 'nutrition labelling regulations’ as encompassing regulatory and policy action in three key
areas: nutrient declarations, nutrition and health claims, and SNI, particularly in the form of food fortification logos.

Nutrient
declarations
support
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Figure 1: Nutrient declarations, supplementary nutrition information and nutrition and health claims
Additional examples of fortification logos (or SNI):
Kenya's fortification mark of quality, Nigeria's fortification logo, and South Africa’s fortification logo.
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Nutrient declarations

Nutrient declarations provide a standardised statement or listing of the nutrient content of food, typically provided on the back or side of a pack.

At least 80% of countries in the World Health Organization's (WHO) regions of the Americas, Europe and Western Pacific had implemented nutrient declarations, but less
than 50% of countries in Africa and Southeast Asia had done so by 2017. (Source: WHO Global Nutrition Review)

Ata global level, the Codex Alimentarius Commission (Codex) provides guidelines on how nutrient declarations should be implemented, but there remain differences in
national practice. Declarations are mainly mandatory in the Americas and Europe but are more likely to be voluntary in Africa and Southeast Asia. (Source: WHO Global
Nutrition Review) There are differences in the nutrients that are required to be listed, the required manner of presentation, and the processes for calculating quantities of
nutrients between geographies.

Nutrition and health claims

Nutrition and health claims come in a range of forms, each with specific regulatory requirements.

A nutrition claim is any representation that states, suggests or implies that a food has particular nutritional properties, e.g., ‘Good source of Vitamin K'.
A nutrient comparative claim compares the nutrient levels and/or energy value of two or more foods, e.g., ‘Reduced fat compared to regular milk'.

Ahealth claim is any representation that states, suggests, or implies that a relationship exists between a food (or a constituent of that food) and health. It is important that
nutrition and health claims are consistent with national nutrition and health policy, and that health claims are supported by sufficient scientific evidence.

Many countries have measures to regulate or guide nutrition and health claims. Eligibility to display claims may be based on predefined lists of foods and beverages or use
nutrient-based criteria.

Ata global level, Codex sets out conditions for making nutrition and health claims.
Many countries also specify instances where claims are not allowed, such as on products for infants and young children, or alcoholic beverages.

Supplementary nutrition information (SNI)

SNIaims to increase a consumer’s understanding of the nutritional value of their food and to assist in interpreting the nutrient declaration. Use of interpretive elements
such as pictures, words, colours and/or symbols can support use of SN, especially in populations with a high rate of illiteracy or little nutrition knowledge.

One form of SNl is front-of-pack nutrition labelling (FOPNL). FOPNL uses graphics or logos to summarise the healthiness (or un-healthiness) of the food overall. By 2022,
at least 44 countries had adopted some form of FOPNL to address diet-related non-communicable diseases associated with unhealthy diets. (Source: WHO Nutrition
Labelling Policy Brief 2022)

In the context of this project’s focus on LSFF, we will build on existing literature on best practice FOPNL regulation but will focus on visual logos or cues to specifically
identify fortified foods.

The interdependence of nutrition labelling requirements

Importantly, the three types of nutrition labels are sometimes interdependent, and will ideally be implemented as part
of a comprehensive approach to reinforce and support one another as illustrated in Figure 1. Specifically, a nutrient
declaration could sit alone on a food packet. However, if a nutrition or health claim and/or SNI like a fortification logo
is on a food packet, a nutrient declaration should always be included. This is because the nutrient declaration supports
implementation and enforcement of food fortification logos and claims. In addition, food fortification logos, other
SNI'and nutrition and health claims assist consumers’ interpretation and understanding of the nutrition declaration, by
highlighting key nutrients in a product and in the case of health claims, the health benefit. Sometimes, as in the case of
South Africa, a claim can also be incorporated into a logo (e.g., ‘Fortified for better health’).

The George Institute for Global Health

The interaction of nutrition labelling and LSFF

Before we consider how nutrition labelling regulations interact with LSFF programmes and our recommendations

for labelling fortified foods, it is useful to consider the aims and key differentiators between mandatory and voluntary
fortification. Both types of fortification can form part of a single geography’s fortification regime simultaneously, and
the decision as to which to implement in a given circumstance involves consideration of a range of factors such as the
population affected by the deficiency, the degree of centralisation of an industry producing a fortified food and other
fortification or nutrition programming in a country.®

Mandatory fortification is when governments legally require food producers to fortify specific food or categories of
food with specific micronutrients (vitamins and minerals) or fortificants. At a global level, regulations requiring mandatory
fortification of food most commonly require staple foods (e.g., wheat flour and salt) to be fortified with micronutrients
such as iodine, iron, vitamin A and folic acid. This is because evidence of the deficiencies is more widely available and thus
more likely to address a public health problem.®

Voluntary fortification is when a food manufacturer voluntarily decides to fortify a particular food(s) with micronutrients
in response to permission granted by governments in food law (including standards), or under special circumstances, is
encouraged by a government to do so, to increase their brand value. Government oversight of any voluntary fortification
regime remains important.®

Further detail on the differences between mandatory and voluntary fortification can be found on the WHO's website
here.

The following theory of change (Figure 2) sets out our (the authors’) findings and recommendations for how nutrition
labelling regulations can act as a barrier and/or enabler to LSFF programmes based on our review of legislation and in
focus geographies our qualitative interviews with experts. We note that this review did not involve testing consumer
responses to labelling types.

Figure 2 recommends that nutrient declarations should be mandatory across all foods, including fortified foods,
regardless of whether those foods have been subject to mandatory or voluntary fortification. However, we distinguish
between our recommendations for nutrition and health claims and fortification logos where voluntary fortification

does not meet specified criteria and is essentially not as beneficial for public health. The relevant criteria include that
voluntary fortification is government driven, applies only to ‘healthy’ foods aligned to public health regulations and
policies (i.e., avoids acting as a health 'halo’ on otherwise unhealthy foods), and is supported by adequate regulatory
oversight by government to not detract from any mandatory fortification in a geography. An example of this difference in
recommendations can be seen in our recommendations for Vietnam outlined briefly in Figure 7 and in detail in Section 3,
due to voluntary fortification of foods where deficiencies are not deemed a public health problem.


https://www.who.int/health-topics/food-fortification#tab=tab_1

https://www.who.int/health-topics/food-fortification#tab=tab_1
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SECTION 2: Conceptual framework for best-practice nutrition labelling and overall analysis
A conceptual framework for best practice nutrition labelling

To develop a conceptual framework for best-practice nutrition labelling regulations in the context of LSFF, we adapted
and applied Reeve and Magnusson’s framework for analysing and improving the performance of public health law.*

our findings on best practices for each nutrition labelling type (see page 9, Figure 1 for reference), and for regulatory

The full conceptual framework is provided in the Annexure and can be used as a tool for examining nutrition labelling
regulations in additional geographies. For this report, we used the conceptual framework to extract data on key
components of nutrition labelling regulations at global and geographic levels. In the tables below, we summarise

governance processes. Best practices are based on our analysis of nutrition labelling regulatory regimes at the global level

and in the two comparator geographies.
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Policy and regulatory determinants of nutrition labelling to support large-scale food fortification
18 An examination of 11 geographies

Nutrition labelling: current practice and overall recommendations to support LSFF across nine study geographies

Here we detail trends in current nutrition labelling requlatory practice across the nine study geographies, noting how
this practice may act as a barrier or enabler to LSFF. We highlight opportunities for different stakeholders to strengthen
nutrition labelling regulations to support LSFF as recommendations, drawing upon Figure 2: Theory of Change. This
analysis is presented at a glance in Figure 7: Traffic light reporting and is detailed for each country in section three of
the report. Some geographies we reviewed — Ethiopia, Indonesia, some provinces of Pakistan, and South Africa — are

at various stages in the regulatory reform cycle, having for example, issued draft laws or just promulgated laws but have
not yet specified lower-level requlatory documents that provide detail on what is required by nutrition labelling. We have
summarised this in the analysis below, and more detail sits in each country chapter.

Trends in current nutrition labelling practice of relevance to LSFF

» Just over half of the study geographies and one province of Pakistan mandate the use of nutrient declarations across
nearly all pre-packaged foods and require the inclusion of vitamins and minerals in this declaration, provided they
meet minimum levels, in line with best practice. Ethiopia’s new fortification standards may mandate them on fortified
foods. In Pakistan, nutrient declarations are voluntary in all provinces except Punjab. Thailand's regulations look to
cover the field, but there are possible gaps depending on how its laws are interpreted. In Vietnam, declarations are
voluntary, but a draft circular making them mandatory may become law soon.

Recommendation: Filling this regulatory gap should be the highest priority where gaps exist, as nutrient declarations
promote transparency in the food supply for the purposes of monitoring compliance. Nutrient declarations are also a
necessary precursor to the use of nutrition and health claims and SNI on foods.

« Similarly, all geographies permit voluntary nutrition and health claims, including nutrient claims for vitamins and
minerals where the vitamin or mineral in a food meets specified levels, in line with best practice. Some geographies
also have claims of fortified, enriched, or supplemented which in some cases must follow a generic statement. For
example, in Punjab in Pakistan, a claim must be written as “This food is (state which enriched, fortified, vitaminised,
supplemented, or strengthened) with (state the vitamins or minerals or both and their amount in units per the
regulation)”. Only two geographies (South Africa and Nigeria) have standard fortification claims that link to health
benefits. For example, in Nigeria, food labels that contain sufficient calcium or phosphorous must state that it
“Contains calcium and/or phosphorous that is a factor in the normal development and maintenance of bones and
teeth especially in children”. In South Africa, broader claims such as such as “fortified for better health” exist. Other

geographies such as various provinces in Pakistan and Ethiopia have very little requlation of claims.

Recommendation: Prioritising standardised claims for mandatorily fortified foods (e.g., ‘iodised for better health’ based
on food containing a required level of a micronutrient) may increase the efficiency of regulatory governance and
support consumer understanding and use of fortified foods. This can also be considered for voluntarily fortified foods
in certain circumstances.

« Fortification logos were identified in four geographies (Kenya, Nigeria, the Philippines and South Africa) and recent
fortification legislation in three provinces of Pakistan mandates fortification logos to be established by relevant
provincial food authorities. A fortification logo may also be included in Ethiopia’s new fortification standards. Several
geographies had FOPNL for foods high in salt, sugar, fats and sodium to address over-nutrition. No regulation of SNI
was identified in Vietnam and some provinces of Pakistan. Some geographies also have a national standard mark that
demonstrates general compliance with relevant food standards, including labelling standards.

Recommendation: Alongside or instead of standardised claims for fortified foods, voluntary or mandatory application
of a standard fortification logo or logos to visually signal that specific products are fortified may be useful to consider
in geographies that do not currently have such logos. Priority should be given to logos for mandatorily fortified foods
as this signals government endorsement of a healthier food choice in line with public health objectives, although they
may apply to voluntarily fortified foods in some circumstances. If logos are considered for voluntarily fortified foods,
governments could consider differentiating such logos from those for mandatorily fortified foods (e.g., the Philippines
uses a Diamond Sangkap Pinoy Seal for mandatorily fortified foods and a rectangular Sangkap Pinoy Seal for other
foods fortified with iron, vitamin A and iodine).

19 The George Institute for Global Health

* We examined trends across how regulations are governed, or regulatory governance archetypes, (i.e., the surveillance
system used by a regulator to administer, monitor and enforce nutrition labelling requirements, and the timing of such
approvals and surveillance). Most (seven) geographies operate pre- and post-market surveillance systems for food
products, including labelling. This occurs via both business and product licensing, and sometimes the pre-approval of
food product advertisements. Surveillance is generally undertaken by the national standards body (e.g., Kenya Bureau
of Standards or KEBS) and/or the national food and drug regulatory agency (e.g., the equivalent of the Food and
Drug Regulatory Authority in the US). Vietnam operates a self-declaration pre-market surveillance system with post-
market surveillance conducted by the relevant regulatory authorities. In Pakistan, this surveillance system is managed
predominantly by provincial food authorities and except for fortified foods only operates at the food business level,
not at a product level, in Sindh, Balochistan and Khyber Pakhtunkhwa. Based on available information, South Africa
appears to operate a post-market surveillance system only.

» Where a regulatory authority for food labelling sits — with a food and drug regulatory agency (as is often the
case), a standards body, or with the Minister/Ministry of Health — can determine the structure of nutrition labelling
regulations. For example, if requlatory authority largely sits with a standards body such as KEBS, most labelling
regulations are found in Kenyan Standards that sit under the law establishing KEBS and its powers and functions.

* Some geographies’ nutrition labelling regulations also closely interact with regional standards. This can be seen
most clearly in Kenya, which must adopt East African Standards into national law without deviation within six months
of a standard being declared by the East African Standards Committee. Many of Kenya's standards are East African
Standards that have been adopted directly as Kenyan standards. The Economic Community of West African States
(ECOWAS) has standards for labelling and fortification, but it is not mandatory for member states to adopt them.

In contrast, while the Association for Southeast Asian Nations (ASEAN) member states must evaluate regulation to
ensure it is compatible with ASEAN nutrition and food security policy, we found little by way of specific regional
labelling regulation that influences ASEAN member states’ national food labelling regulations. The same can be said
for countries that are part of the Common Market for Eastern and Southern Africa (COMESA).

* We garnered far more detail on the regulatory governance for the geographies in which we conducted surveys
and interviews. In these focus geographies, we learned that what happens in practice may not be what is written in
relevant laws and regulations. In several geographies, respondents told us that additional funding, human resources,
laboratory capacity and/or training may be needed for a nutrition labelling regulatory regime to be operating
optimally. We also heard that regular and ongoing education is required to ensure that the public understands and
uses nutrition labelling and that industry players, regardless of their size, understand and can comply with regulatory
requirements.

Recommendation: This finding is consistent with our previous work in both low- and high-resource settings globally, for
example, our work for the WHO South-East Asia Region on Monitoring and Enforcing Food Regulations in that region.®
In looking to strengthen labelling regulations, it is critical that stakeholders consider their local context (e.g., nutrition,
health, and political context, and the available human and financial resources) to prioritise investment. There may be
trade-offs, for example, between improving the regulatory governance of existing regulations, and/or amending or
developing new regulations to align with best practice. Assuming there are limited resources and budget for nutrition
labelling regulation, we recommend a risk-based approach that considers country priorities and the available resources
to maximise effectiveness.
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The George Institute for Global Health

fight vitamin and mineral deficiency, including iodine deficiency disorders, anaemia and iron deficiency, among others.
» Universal salt iodisation

The WHO recommends large-scale food fortification as a powerful evidence-informed and cost-effective intervention to
Recommendations in all settings include:

SECTION 3: Global and country (and relevant regional) nutrition labelling regulatory regimes

Global nutrition labelling regulatory regime

Food fortification

o Fortification of maize flour, corn meal, wheat flour and rice with vitamins and minerals.

that where there is a demonstrated public health need, national and/or regional authorities should regulate the mandatory

Globally, mandatory regulations are most often applied to the fortification of food with micronutrients such as iodine,
iron, vitamin A and folic acid. Of these, salt iodisation is the most widely implemented form of LSFF globally.

The Codex Alimentarius General Principles for the Addition of Essential Nutrients to Foods CAC/GL 9-19877 states that
authorities should determine whether fortification should be mandatory or voluntary based on public health needs; and
fortification of staple foods in sufficient amounts to meet that need, with consideration of cost-effectiveness. Further,

provisions may be made in policy to identify the food(s), nutrients, and the minimum and maximum amount of nutrients

that should be present in foods, and to monitor the population’s intake of nutrients to assess impact.

Nations (FAO) and the WHO Food Standards Programme. Codex’s work has dual and potentially competing objectives of

related texts produced by Codex, a joint intergovernmental body of the Food and Agricultural Organization of the United
protecting consumer health and facilitating fair food trade.

Global guidance on the regulation of nutrition labelling comes primarily from international standards, guidelines and

Compliance with nutrition labelling requirements is part of the quality assurance process for fortified foods.

Responsibilities and regulatory governance for nutrition labelling

degree of influence on national nutrition labelling policies, with countries often adopting Codex guidance directly into
national law. Codex is also recognised by the World Trade Organisation (WTO) as a standard-setting body for food. Codex
recommendations are used as a reference point for interpreting WTO agreements and informing the arbitration of trade

disputes related to food. For example, national policy measures or regulations that are ‘based on’ international standards

such as those set by Codex are presumed not to create unnecessary obstacles to trade in a WTO context, which
promotes harmonisation. WTO members wishing to apply stricter standards than those set by Codex may be required to

scientifically justify those measures.
governance processes for nutrition labelling comes from authoritative documents issued by the WHO, the FAO, and

supplementary work from non-governmental organisations such as the World Cancer Research Fund (WCRF). These
documents emphasise the importance of government leadership in developing evidence-informed regulations, and

Although Codex guidelines and standards are technically voluntary for member states, Codex guidance has a high
While Codex provides the terms of international standards on nutrition labelling, guidance on best practice regulatory

policy cycle so that information is provided to the public, and that opportunities for consultation are provided during the

the importance of adhering to principles of good governance, such as transparency and accountability, throughout the
development, operation and reform of regulations.

in appropriately funding and authorising implementation, monitoring and enforcement activities. They also emphasise

International standards on nutrition labelling

requirements for the nutrient declaration and supplementary nutrition information, including specific guidelines on

o Codex Alimentarius Guidelines on Nutrition Labelling CXG 2-1985°8 (adopted 1985, last amended 2021) provides
front-of-pack nutrition labelling in Annex 2, updated 2021.

amended 2018) general requirements that food labels not be false, misleading or deceptive, and sets out several

requirements around labelling and branding foods that are not specific to nutrition labelling.
e Codex Alimentarius General Guidelines on Claims CAC/GL 1-1979%° (adopted 1979, last amended 2009) sets

o Codex Alimentarius General Standard for the Labelling of Prepackaged Foods CXS 1-1985° (adopted 1985, last

out general requirements for all food claims (i.e., cannot be false, misleading or deceptive) and should be read in

conjunction with the Codex Guidelines for the use of Nutrition and Health Claims (below).
o Codex Alimentarius Guidelines for use of Nutrition and Health Claims CAC/GL 23-1997* (adopted 1985, last
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amended 2013) provides definitions of, and conditions for, making nutrition and health claims.



Policy and regulatory determinants of nutrition labelling to support large-scale food fortification
24 An examination of 11 geographies

o Codex Alimentarius General Principles for the Addition of Essential Nutrients to Foods CAC/GL 9-19877 (adopted 1987,
last amended 2015) provides guidance for national or regional authorities developing regulations on the rational and
safe addition of essential nutrients of foods. For labelling, the Codex principles require that the labelling of fortified foods
must not mislead or deceive the consumer about the nutritional merit of the food.

Policy context and objectives

The WHO recommends that policies and implementation programmes for fortification consider an alignment with policies
for the reduction of diet-related non-communicable diseases. Such is the case for salt iodisation, which builds on sodium
consumption and as a result, needs to consider strategies to reduce the intake of sodium.®

The most recent guidance from the WHO on best practice policies for the reduction of diet-related non-communicable
diseases is contained in the updated Appendix 3 of the WHO Global NCD Action Plan 2013-2020. In the area of nutrition
labelling, it includes a recommendation that countries implement FOPNL as part of comprehensive nutrition labelling
policies for facilitating consumers’ understanding and choice of food for healthy diets. It also includes reformulation policies
for healthier food and beverages e.g., the setting of targets to reduce saturated fats, free sugars, and sodium.*?

In the context of LSFF, these principles suggest that the labelling of fortified products should be consistent with other
national policies, i.e., that nutrition, health claims or fortification logos do not act as a marketing technique for products

whose consumption would otherwise be discouraged by FOPNL or other policies to promote healthier diets.

Nutrition labels (global guidance)

Nutrient declarations should be mandatory on all pre-packaged food, with certain foods exempted (e.g., small packages,
and foods that don't make a significant contribution to nutrition such as tea and spices). The requirement for nutrient
declarations on all pre-packaged foods updates an earlier version of the Codex standard which required nutrient
declarations only on the subset of pre-packaged foods that used nutrition or health claims. Nutrient declarations should
quantify a standard panel of nutrients (energy value, carbohydrate (i.e., total /dietary carbohydrate excluding dietary fibre),
total sugars, fat, saturated fat, and sodium), any other nutrient for which a nutrition or health claim is made, and any other
nutrient considered relevant for nutrition in a country as set out in national legislation. This last category of ‘any other
nutrient’ is demonstrated in some countries that require specific vitamins and minerals to be declared and may be relevant
to fortified products. Nutrient declarations should be made in a standard form (usually a table), with nutrients appearing in
a standardised order, using a standardised amount (usually per 100g/100mL), and with minimum font sizes and contrast to
background colours to support legibility.

Nutrition and health claims are voluntary and only given in addition (not in place of) to a nutrient declaration. The Codex
guidelines provide a list of certain claims that should be prohibited, such as claims that a certain food will prevent, treat or
cure disease, and prohibit the use of nutrition and health claims on some categories of foods (e.g., foods for infants and
young children).

(@) Nutrition claims (e.g., 'source of iron’) should only be permitted if they relate to energy, protein, carbohydrate, fat
(and components thereof), fibre, sodium, and vitamins and minerals for which Nutrient Reference Values (NRVs) have
been established. They should also be consistent with and support national nutrition policies. In countries that have a
national policy focus on LSFF, national authorities should ensure that an NRV has been set for any fortificants so that
nutrition claims can be made that draw consumers’ attention to the qualities of a fortified product. Codex provides a
table of conditions for making nutrient content claims. Most relevant to LSFF are the criteria for claiming that a product
is a 'source of' or ‘high in’ vitamins and minerals, e.g., Codex requires that a product contains 15% of the NRV in 100g
of product to be a 'source of that vitamin.

(b) Health claims require stricter regulation than nutrition claims as they suggest a relationship exists between a food or
a constituent of a food and health. As such, they need to be supported by a sound and sufficient body of scientific
evidence to substantiate their claim, provide truthful and non-misleading information to help consumers choose
healthy diets, and be supported by consumer education. They should also be consistent with and support national
health policies, including national nutrition policies. Foods that make health claims must also provide additional
information on the label, e.g., about how to use the food to obtain the claimed health benefit.

Supplementary nutrition information aims to increase a consumer’s understanding of the nutritional value of their food

and help them interpret the nutrient declaration. The content of SNI will vary from country to country according to national
policies and population needs. Several ways of presenting SNI may be suitable on food labels, e.g., forms of SNI include
FOPNL and food fortification logos. The use of SNI should generally be optional and in addition (not in place of) to a nutrient
declaration. SNI should be accompanied by consumer education programmes to increase consumer understanding and use
of the information. There is an emerging body of work (from Codex and other normative bodies) to support government
policymakers in developing FOPNL systems as a form of SNI, but there is far less specific guidance on food fortification
logos. In this report we extract relevant information on FOPNL, noting that many similar principles would likely apply to
government policymakers interested in developing, implementing, monitoring, and enforcing food fortification logos.

Table 1 — GLOBAL — Summary of nutrition labelling regulations
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Nutrient declaration
Regulatory form and substance

Regulatory
framework

SNl can be mandatory or voluntary, in line with national regulation and

should generally only be given in addition to (not in place of) a nutrient

declaration.®

+ Increase consumer understanding of the nutritional value of food and assist

ininterpreting the nutrition declaration.®
« Allow appropriate comparison between similar food products and inform

consumer choice.”

FOPNL:

+ Provide easy-to-understand additional information to help consumers

make healthier choices, and to encourage healthier product re/

formulation.®

« Facilitates a consumer’s understanding of the nutritional value of a food and

their choice of food, consistent with the national dietary guidance or health

and nutrition policy of the country or region of implementation. &

« Nutrition and health claims should be voluntary and only given in addition

to (notin place of) a nutrient declaration.®*, *

« Certain claims are prohibited (e.g., claims that a food will provide an
adequate source of all essential nutrients except where standards/

regulations permit, claims about the suitability of a food for use in the

prevention, alleviation, treatment, or cure of a disease/disorder, or claims

that cannot be substantiated), and nutrition and health claims should
generally be prohibited on foods for infants and young children. 11
« Health claims should aid consumers in choosing healthful diets.!*

« Nutrient declarations should be mandatory on all pre-packaged food,

except where national circumstances would not support declarations.?
« Any food for which a nutrition or health claim is made should be labelled

with a nutrient declaration.®

« Certain foods may be exempted, e.g., on the basis of small packages,

nutritional insignificance, or national circumstances.® 3
» Provide consumers with a suitable profile and quantity of nutrients

contained in the food and considered to be of nutritional importance. The
information should convey an understanding of the quantity of nutrients

contained in the product.>8

Regulatory

objective(s)
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https://www.who.int/health-topics/food-fortification#tab=tab_1

Policy and regulatory determinants of nutrition labelling to support large-scale food fortification
28 An examination of 11 geographies

Comparator jurisdiction: the European Union (EU)
Food fortification

EU Member States may fortify food under Regulation 1925/2006 on the addition of vitamins and minerals and of certain
other substances to foods.? This regulation specifies the form and amount of vitamins and minerals that can be added to
foods and prohibits their addition to certain foods, such as unprocessed foods and alcoholic beverages (the list of foods
with additions prohibited can change with advances in scientific evidence and foods’ nutritional value).

In practice, each EU Member State takes a national approach to fortification. For example, there is mandatory fortification
of wheat flour in several EU Member States including Uzbekistan and Kazakhstan,?? and voluntary salt fortification in
several Member States including Greece, Germany and France.?

A European Community Register on the addition of vitamins and minerals and of certain other substances to foods is
maintained by the European Commission (the Commission).

Responsibilities and regulatory governance for nutrition labelling

The Commission has overall oversight of and largely regulates food law in the EU, except for some elements that are

left to Member States such as regulation of their national competent authorities, and FOPNL as outlined further below.
Nutrition labelling laws are harmonised across the EU, except for FOPNL, with harmonisation currently being pursued. The
European Food Safety Authority (EFSA) provides independent scientific advice and scientific and technical support to the
Commission regarding the EU’s legislation and policies in all fields that impact food safety. The EFSA also communicates
on food safety risks. Member States monitor and enforce food law through their national competent authorities (e.g.,
Ministries of Health in Austria, Cyprus and Croatia, the Norwegian Food Safety Authority, and the Danish Veterinary and
Food Administration).?* Pre-market surveillance occurs in some Member States that require their competent authority to
be notified of a food to which vitamins and minerals have been added before it is placed on the market.?> Member States’
competent authorities are also responsible for conducting post-market surveillance regularly, on a risk basis and with
appropriate frequency, considering factors such as suspected non-compliance or where information indicates consumers
might be misled.?®

Regulatory governance — or the process of developing, implementing and evaluating nutrition labelling laws — is clear
and transparent. For example, the development of food law (defined broadly) requires open and transparent public
consultation and consideration of international standards. Member States must also engage with the Commission

and other Member States if they deem it necessary to adopt new food information legislation. Clear processes and
responsibilities are defined to monitor and enforce nutrition labelling laws. For example, Member States must set penalties
that are effective, proportionate and dissuasive. The evaluation of existing regulations or new regulatory proposals is
common and is often required by regulations.

Structure of nutrition labelling laws

The EU’s nutrition labelling regulatory regime is structured as follows:

e Regulation No 178/2002 laying down general principles and requirements of food law and procedures for food
safety,? including prohibiting labelling, advertising and presentation of foods misleading consumers. It also establishes
the EFSA, its governance and functions.

Regulation No 2017/625 on official controls and activities to ensure food law application?® sets out, among other
things, responsibilities for the implementation of food law by Member States’ national competent authorities and
related requirements.

Regulation No 1169/2011 on the provision of food information to consumers?® mandates nutrition declarations,
requirements for FOPNL and other requirements for food labelling e.g., mandatory particulars such as ingredient lists,
and that requirements for such particulars must be in the required font size (>1.2 mm, smaller for smaller packages)
and in a language easily understood by consumers of Member State/s where a food is marketed. The regulation also
prohibits misleading labelling.

Regulation No 1925/2006 on the addition of vitamins and minerals and of certain other substances to foods*
sets out requirements for nutrient declarations and nutrition claims in fortified foods and prohibits businesses from
misleading or deceiving consumers as to foods’ nutritional merits and from stating or implying that a balanced and
varied diet cannot provide appropriate quantities of nutrients.

Regulation No 1924/2006 on nutrition and health claims made on foods?® sets out requirements for such claims
and nutrient declarations where a claim is made on a food. Additional regulations to assist in the regulation’s
implementation (e.g., regarding applications for claims) are linked to this:
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- Implementing Decision of 24 January 2013 adopting guidelines for the implementation of specific conditions for
health claims laid down in Article 10 of Regulation (EC) No 1924/2006%°

- Regulation No 353/2008 establishing implementing rules for applications for authorisation of health claims as
provided for in Article 15 of Regulation (EC) No 1924/2006%

» Regulation No 907/2013 setting the rules for applications concerning the use of generic descriptors
(denominations)*? that are traditionally used to indicate a class of food that could imply an effect on human health
(i.e., a health claim).

Under EU law, regulations and decisions are automatically binding across the EU on their date of application — creating
harmonisation across the EU. Sometimes, changes are required to national legislation, and as outlined above, such
regulations and decisions can require implementation by national agencies or regulators.*

Policy context and objectives

The EU's regulatory framework sets out clear and intersecting regulatory objectives offering a high level of protection

to consumers and their health by facilitating informed choice, the free movement of food, and the promotion of high-
quality products, among other elements. There are also clear links to promoting healthier diets, such as mandatory
nutrition information to assist public health policies’ nutrition actions, which could involve scientific recommendations

for nutrition education for the public,?® and the need for nutrient profiles and conditions for nutrition and health claims to
accord with the role and importance of food (or food categories) in the general population’s or certain risk groups’ diets.2°

Nutrition labels

Nutrient declarations are mandatory for most pre-packaged foods. The declaration must provide the energy value and
the amounts of fat, saturates, carbohydrates, sugars, protein, and salt, and be presented in a legible tabular format. The
content of the mandatory nutrient declaration may be supplemented voluntarily with an indication of the amounts of
additional components, including vitamins and minerals. All information must be expressed per 100g or 100mL and may
also be expressed per portion or serve.

Nutrition and/or health claims are voluntary, but they must meet conditions. For example, generally accepted scientific
evidence must have established that a nutrient on which a claim is based has a beneficial effect, the nutrient must be in
the correct quantity to produce the effect, and the average consumer must be able to understand the claimed benefit.
Some claims are prohibited. Further, the label on which any health claim appears must also include a statement indicating
the importance of a varied and balanced diet and a healthy lifestyle. The EU has an online Register of Nutrition and
Health Claims, including rejected claims and the rationale for rejection, and lists permitted health claims here.

Supplementary nutrition information: No standalone fortification logo was identified, but foods with added vitamins and
minerals can bear a statement indicating their addition, provided they meet the conditions for a nutrition and/or health
claim. FOPNL is voluntary. As of October 2021, Denmark, Sweden, France, Belgium, Spain, The Netherlands, Luxembourg,
and Germany had adopted additional FOPNL schemes. The EU committed to propose harmonised mandatory FOPNL

by Q4 2022, as specified in the Farm to Fork Strategy For a fair, healthy and environmentally-friendly food system3* to

enable consumers to make health-conscious food choices, although is yet to eventuate.®


https://food.ec.europa.eu/system/files/2021-01/labelling_nutrition-vitamins_minerals-comm_reg_en.pdf

https://ec.europa.eu/food/food-feed-portal/screen/health-claims/eu-register
https://ec.europa.eu/food/food-feed-portal/screen/health-claims/eu-register
https://food.ec.europa.eu/safety/labelling-and-nutrition/nutrition-and-health-claims/nutrition-claims_en
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Comparator jurisdiction: the United States (US)
Food fortification

In the US, fortification is mandatory for some foods as set out in standards of identity, to ensure the characteristics,
ingredients and production processes of these foods are consistent with consumers’ expectations. For example,
margarine must be fortified with vitamin A and can optionally be fortified with vitamin D. Some other specific foods have
a standard of identity for the enriched form of the product (e.g., enriched flour must contain specified levels of vitamins
B1, B2, B3, iron, and folic acid) and a standard of identity for the unenriched or unfortified form of the product (e.g.,
flour).®

Responsibilities and regulatory governance for nutrition labelling

The US regulatory framework for food labelling provides clarity and transparency on regulatory governance. For example,
the Food and Drug Administration (FDA) has primary responsibility for food labelling regulation including evaluating and
reviewing regulations. Requirements are also in place to manage conflicts of interest, and regulatory development is
informed by public consultation and considers the international Codex Alimentarius standards.

While there is little by way of detail on administrative processes in legislation, the Secretary of Health and Human Services
is required to carry out consumer education for nutrition labelling. The FDA produces a Regulatory Procedures Manual
that outlines procedures used in labelling regulatory monitoring and enforcement, which is based on a post-market
surveillance system, following the FDA Modernization Act of 1997 which eliminated the requirement for pre-market
approval for most packaging. The FDA's Center for Food Safety and Applied Nutrition monitors the US food supply and
diet and conducts research on food labelling in the US, including data on how consumers use and interpret nutrition
labels.*®

US state and local food authorities are authorised and responsible for enforcing nutrition labelling regulations in their
jurisdiction and tiered penalty regimes are in place.

Structure of nutrition labelling laws

In the US, statutes (laws/acts) are continually ‘codified’ in the online United States Code (USC) by the Office of Law
Revision Counsel. Regulations made by federal authorities (including the FDA) under the Code are compiled in the Code
of Federal Regulations (CFR). In the summary below we refer to relevant statutes by their popular name and include the
citation to their relevant location in the USC and/or CFR.

e Federal Food, Drug and Cosmetic Act (FD&C Act) 21 U.S.C §§ 301-392 (1983)4° authorises the FDA to regulate and
oversee the production, sale and distribution of foods, including by issuing and enforcing quality standards for foods
and for food labelling and claims, inspecting food manufacturing and packaging facilities and recalling and seizing
foods, and sets out offences for misbranded food, including food that bears false and misleading labelling. It also
provides for national uniform nutrition labelling, preventing the states from establishing their own nutrition labelling
regulations. In 1990, amendments to the Code passed under the ‘Nutrition Labelling and Education Act’ introduced
requirements for nutrition labelling, including mandatory nutrient declarations (known as nutrition facts), and nutrition
and health claims, as well as format and display specifications.** In 1997, amendments passed under the "The FDA
Modernization Act’ added further requirements for nutrition and health claims, including processes for notification
and approval to use. It also eliminated the requirement for pre-market approval for most product packaging.*?

e Under the FD&C Act, the FDA has issued the following regulations on nutrition labelling:

- 21 CFR Ch. | Subch. B, Pt 101General provisions on food labelling* set out detailed requirements for general food
labelling (requiring a product name, ingredients list, and marketing authorisation number), nutrient declarations
(termed nutrition facts), nutrition and health claims, and it prohibits false and misleading labelling. These regulations
also incorporate amendments from the update of the nutrition facts panel in 2016, including offences for inaccurate
declarations and requirements for manufacturers to retain records relating to their declarations.

e Fair Packaging and Labeling Act 15 U.S.C. § 1451 (1966)** sets out general labelling requirements such as formatting
and easily legible labelling, for a range of consumer products, and aims to protect consumers. With respect to food,
the FDA is responsible for issuing and enforcing regulations under this law (the Federal Trade Commission administers
consumer commodities outside the FDA's jurisdiction).
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Policy context and objectives

The US regulation on nutrient declarations aims to assist consumers in healthy dietary practices. Beyond this, coherence
with broader objectives may be implied from the FDA's Center for Food Safety and Applied Nutrition’s monitoring of the
US food supply and diet, and research on food labelling in the US (including how consumers use and interpret nutrition
labels), and the requirement for the FDA to use science-based and data-driven decision making.

Nutrition labels

Nutrient facts (nutrient declarations) are mandatory for all packaged foods and must include specific vitamins and
minerals as a % of the RDI, and other vitamins and minerals added as a nutrient supplement, or when a claim is made
about them.

Nutrition and health claims are voluntary but must be from a pre-approved list and meet relevant conditions or be based
on an authoritative statement from a relevant federal authority. The claims must accurately reflect that statement (and
refer to the nutrient level in the statement) and the FDA’'s Center for Food Safety and Applied Nutrition must be notified
about the claim. Qualified health claims can also be used on successful application to the FDA.

Supplementary nutrition information: No government regulation of SNI was found, but the FDA is currently conducting
consumer research to develop a potential FOPNL scheme. Third-party FOPNL (FOPNL developed by NGOs or industry
e.g., Smart Choices) are deemed to constitute a nutrient content claim, and they must comply with the relevant
regulations for such claims.


https://www.fda.gov/food/food-labeling-nutrition/standards-identity-food
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Ethiopia
Food fortification

Under the Food, Medicine and Health Care Administration and Control Council of Ministers Regulation No.299/2013,%
the Ethiopian Food and Drug Authority (EFDA, formerly the Ethiopian Food, Medicine and Health Care Administration and
Control) can order any food manufacturer to fortify food with specific vitamins and minerals and adopt standards for the
fortification of foods with which all food establishments (manufacturers, importers, and sellers in Ethiopia) must comply.

In addition, the Institute for Ethiopian Standards (IES) can establish food standards®® and has recently published standards
for the mandatory fortification of wheat flour® (with zinc and vitamins B1, B2, B3, B6, B9 (folate), and B12) [only part of
the Standard was available], and edible oils (that we understand mandates fortification of edible oils with vitamins A and
D) (CES 310: 2022 Fortified Edible Oils - with Vitamin A and D — Specification) [unable to be accessed)]. Ethiopia also
mandates the fortification of salt with iodine.?* Further, although it is dated, Ethiopia’s National Nutrition Strategy, 2008>°
recommended the expansion of food fortification, including that all salt be iodised and that there is adequate legal
enforcement of food standards to ensure compliance.

Responsibilities and regulatory governance for nutrition labelling

The Federal Ministry of Health (MoH) leads the development of national and operational nutrition guidelines, monitoring,
and evaluation.

The EFDA is responsible for establishing nutrition labelling regulations and must submit proposals to the MoH for
government approval. It is ultimately responsible to the Ministry of Health. The EFDA is also responsible for pre- and
post-market surveillance of nutrition labels, as well as appointing officers to enter and inspect premises to monitor,
evaluate, and enforce labelling requirements (including the mandatory Ethiopian Standards issued by the IES). It does this
by requiring all foods to be registered with the EFDA and all food businesses (e.g., manufacturers) to hold a certificate of
competency. A dedicated e-service portal allows online applications for certificates of competence and related services.

The IES is responsible for developing Ethiopian Standards and/or recognising regional or international standards as
Ethiopian Standards, including those for nutrition labelling and food fortification. It is also responsible for publicising,
implementing, and monitoring such standards.

The Ministry of Industry and Trade is responsible for monitoring and enforcing labelling requirements on imported food.

Other various stakeholders are involved in the design and drafting of labelling regulations, including the Ethiopian Public
Health Institute which conducts research such as national food and nutrition surveys, to inform standard and regulation
setting, alongside academia and manufacturers. The benchmarking of similar countries’ experiences and international
standards are also considered. Other organisations are involved in the administration of nutrition labelling, including
food and beverage institutes, the Private Business Association and Network (to promote and provide awareness training
to its members’ industries and lobby the government on policy issues), government, and private conformity assessment
enterprises and companies (e.g., third party laboratories).

As a Member State of the Common Market for Eastern and Southern Africa (COMESA), Ethiopia also falls under the
COMESA Authority's jurisdiction. Member States are required to apply uniform rules and procedures to formulate national
standards and adopt African Regional Standards when available, or suitable international standards. °¢ Specifically, Member
States are required to create national legal frameworks for standardised pre-packing and labelling of goods traded in the
COMESA *¢ No specific regulations were identified as flowing from COMESA requirements.

Structure of nutrition labelling laws

Ethiopia’'s nutrition labelling regulatory regime is structured as follows, noting that the Council of Ministers is the cabinet
and executive body of the Government of Ethiopia.

¢ Definition of Organization, Powers and Duties of the Ethiopian Food and Drug Authority Council of Ministers
Regulation No. 531/2023% sets out the objectives, powers and duties of the EFDA, including the power to issue and
enforce regulated products and enforce Ethiopian mandatory standards [Ethiopian Standards that are mandatory®®].
Specifically, it can regulate health warnings, labelling, and the advertisement of foods, and can organise laboratories
necessary to execute its functions.

e Ethiopian Standards Agency Establishment Council of Ministers’ Regulation No.193/2010> establishes the Ethiopian
Standards Agency (which became the Institute of Ethiopian Standards (IES) in 2021), sets out its powers and functions
and establishes the National Standard Mark.

39 The George Institute for Global Health

e General Standard for Prepackaged Foods — Labelling (Compulsory Ethiopian Standard 73), 2013°° sets out general
labelling requirements for pre-packaged foods (some of which are duplicative of those in the proclamation above).
It also requires any label that places special emphasis on the presence of or low contents of an ingredient to declare
that ingredient’s percentage in the product on the label.

» Food and Medicine Administration Proclamation No.1112/2019%° sets out general labelling requirements for pre-
packaged foods, including that labels must not be false, misleading or deceptive and that all foods must be registered
with the EFDA or a regional health regulatory before being traded. It also includes a requirement for fortified foods
to be fortified in line with applicable Ethiopian standards, labelled as ‘fortified’ (it is unclear if this is required in the
ingredient list or as a declaration) and that they include a description of the type of fortificant.

- Food, Medicine and Health Care Administration and Control Council of Ministers Regulation No.299/20135?
requires labels on fortified food to include a phrase stipulating the vitamins or minerals with which the food has
been fortified (in addition to the points on fortification above).

As a Member State of the COMESA, the following treaty and regional plans are also applicable to Ethiopia’s labelling laws
and/or fortification as indicated:

e The Treaty Establishing the COMESA adopted in 19932? requires that Member States adopt a harmonised system and
create national legal frameworks for the standardised labelling of goods traded in the Common Market and free trade
area, although no such standardised COMESA-level labelling regulations were identified.

e The COMESA Medium Term Strategic Plan 2021-2025% has broad applicability to nutrition labelling and fortification
as it mandates that Member States develop common agriculture policies and it promotes the strengthening of food
safety and technical standards and the coordination of nutrition promotion to access regional markets.

e The Regional Agricultural investment plan 2018-2022% refers to supporting Member States to raise food literacy and
implement nutrition interventions. It also details COMESA's intention to develop guidelines and products on high-
impact nutrition interventions and references biofortification.

Policy context and objectives

No specific objectives were identified in regulations, but national food and nutrition surveys and international and
similar geographies’ regulations inform regulatory design and drafting in Ethiopia. This indicates that Ethiopia’s labelling
regulations seek to achieve good population-level nutrition. Nutrition labelling is also integrated into broader food safety
and quality control regulation by both the EFDA and IES, but we found no evidence indicating how Ethiopia is seeking to
ensure coherent nutrition labelling regulations to address both over- and under-nutrition.

Nutrition labels

Nutrient declarations are voluntary, but regulations do not include detail on what should be included in the declaration,
aside from specifying that fortified foods must state the fortificant on the label (it is unclear if this should be in the
ingredient list or nutrient declaration). It is also understood from one respondent that nutrient declarations will become
mandatory for mandatorily fortified foods under new fortification regulations once the grace period for implementation
ends.

Nutrition and health claims are voluntary (although there is little regulation of them aside from references to placing
“emphasis” on an ingredient), however, claims cannot mislead or imply that a food can prevent or treat disease. Where a
claim is made, the nutrient must be stated on the label (it is unclear if this must be included in a nutrient declaration or an
ingredient list). Fortified foods must be labelled as ‘fortified".

Supplementary nutrition information: No specific SNI were found. However, any information or pictorial device may be
displayed provided it does not conflict with mandatory labelling requirements in the General Standard for Prepackaged
Foods — Labelling or mislead or deceive consumers. Further, there is a National Standard Mark which indicates that a
product complies with relevant Ethiopian standards — including for labelling. The Mark is issued during the pre-market
approval of a food and it can be mandated for certain products by the National Standardization Council.>


http://www.efda.gov.et/e-service/
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An examination of 11 geographies

Policy and regulatory determinants of nutrition labelling to support large-scale food fortification

40

Standard Mark

¢ Nutrient declarations should be made mandatory for all processed foods, including for fortified foods (this may be
achieved via the new fortification standards). Similarly, and aligned with best practice, the declaration should mandate
the inclusion of fortificants where food is fortified in line with required standards (e.g., that a food contains more than
5% of the reference intake set by the government or Codex per 100g/ml). Currently, the fortificant only needs to be
included on the label via a ‘statement’ and it is unclear if this is required in the ingredient list or a declaration.

¢ To help consumers more easily identify fortified foods beyond a label including the word “fortified’, voluntary
but standardised fortification claims and/or voluntary or mandatory fortification logos could be considered for
mandatorily fortified foods. We do not extend this recommendation to voluntarily fortified foods given the additional
regulatory burden this would impose and the limited public health significance of voluntarily fortified products.

¢ The regulation of broader claims could also consider setting requirements for nutrition and health claims in line with
best practice, e.g., for specific nutrients (or vitamins and minerals) and based on levels of nutrient reference intakes.

e Regulatory governance appears to be strong — the EFDA and IES appear to have adequate powers, authority, and
budget to administer regulations. Respondents also told us that to increase compliance further human resources and
laboratory capacity, along with greater education for medium- and small-scale manufacturers in villages should be

Recommendations to reform nutrition labelling regulations to enable LSFF

considered. In addition, the potential for conflicts of interest was raised by one respondent and should be adequately
managed when developing regulations (in part, this would be via the ‘one seat, one vote’ process to agree standards).
We also heard that the EFDA monitors and evaluates nutrition labelling in collaboration with Ethiopian county or

Specification) may impact the review and recommendations.
Such information may sit outside of the regulatory documents reviewed or may have only been available in information

city administrations via product registration, market surveys of all foods and post-market surveillance, in addition to
published in a non-English language such as Amharic.

submitting annual reports to parliament. The IES regularly reviews standards and must undertake research on the

development, application and impacts of standards and related issues — however, we heard that no policy analysis
of regulations has occurred. For any nutrition labelling reforms, building in required evaluation by independent

organisations (including academia) should be considered.
inability to source the full versions of new fortification standards (CES 309 2022 Fortified Wheat Flour — specification and

We undertook qualitative surveys and interviews in addition to a desktop regulatory review in Ethiopia. However, our

CES 310: 2022 Fortified Edible Oils- with Vitamin A and D —

Information sources and limitations
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https://fortificationdata.org/list-of-countries-for-the-food-fortification-dashboard/
https://fortificationdata.org/list-of-countries-for-the-food-fortification-dashboard/
https://www.ethiostandards.org/about-standard
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Indonesia
Food fortification

Indonesia has mandatory fortification of wheat flour with iron, zinc, folic acid, and vitamins B1 and B2; salt with iodine;
palm oil with vitamin A or provitamin A. Rice can be voluntarily biofortified.* Some ASEAN guidelines also refer to
fortification, as detailed under the Structure of nutrition labelling laws below.

Responsibilities and regulatory governance for nutrition labelling

The Indonesian National Agency of Drug and Food Control (Badan Pengawas Obat dan Makanan, or BPOM) regulates
the safety and suitability of food and drugs for consumption by end-consumers. Its role is primarily to oversee, check,
test, approve, register, and monitor consumer products, including food and beverages imported to, distributed and sold
in the Indonesian market to ensure they meet minimum standards and requirements under Indonesian law. BPOM must
approve all processed foods for trade (inclusive of labelling) via a pre- and post-market surveillance system that requires
five-yearly re-registration and supervises information about sugar, salt, and fat contents in food and the health messages
on such foods.

Responsibilities for other areas of labelling are spread among the Minister for Health (who supervises the implementation
of labelling provisions and appoints officials to inspect these), Provincial Health Offices and Regency or Municipal Health
Offices which supervise required labelling of fast foods based on their respective tasks and functions.

The government organises the monitoring, evaluation and control of the food control programme periodically; and
relevant government institutions’ inspectors conduct inspections, including of food packaging, and conduct investigations
if inspections indicate a criminal offence has occurred. The government and local governments are also responsible

for establishing a publicly available information system for food control monitoring and evaluation, although this isn't
required to cover labelling.

Penalties are in place across the main labelling regulations and range from administrative sanctions to fines and
imprisonment.

Structure of nutrition labelling laws
Indonesia’s nutrition labelling regulatory regime is structured as follows:

e Law No 18 of 2012 on Food ®* sets out the requirements for general food labelling (e.g., product name, ingredients
list) and for labelling processed food for trade. It prohibits trading food with non-compliant labelling and false and/or
misleading labelling, along with establishing “a Government institution ...to handle the food sector that is under and
responsible to the President” which administers government affairs in the food sector.

- Regulations of the President of the Republic of Indonesia No. 80 of 2017 About Body that Supervises Drug and
Food*®* [translated on Google Translate] replaces earlier legislation on the same, and establishes BPOM which is
responsible to the President through the Minister for Health. BPOM is tasked with supervising food and drugs in
accordance with regulations. The regulations also specify BPOM's functions and powers.

o Government Regulation No 69 of 1999 Food labels and Advertisements®® mandates nutrient declarations
("information on content of nutrition of food") on labels that include statements that the food contains vitamins,
minerals and/or other added nutritional substances or if food is required to be fortified by legislation. It also allows
health and nutrition claims, including fortification and enrichment statements, and sets out requirements for general
food labelling, such as prohibiting false and/or misleading labelling and mandating the inclusion of ingredients and
expiry dates. The labelling and advertisement provisions in this regulation do not apply to foods whose package is too
small, foods that are sold in bulk or are directly sold and packaged before buyers in small numbers.

e Regulation of Head of Drug and Food Control Agency of the Republic of Indonesia No 09955 of 2011 Concerning
Processed Food Registration (as amended by Regulation No. 42/2013 dated June 28, 2013)%” sets out requirements to
register processed foods (including labelling) and minimum requirements, such as nutrient content and an ingredients
list.

e Ministry of Health Regulation No. 30 of 2013 on the inclusion of sugar, salt, and fat contents as well as health
message on processed foods and fast foods.?® The FAIRS Country report notes this Regulation was amended by
BPOM Reg No 63/2015, but the regulation could not be located.®®

¢ Regulation of the Drug and Food Control Agency No 22 of 2019 About Nutritional Value Information on Processed
Food Labels™ [translated on Google Translate] expands mandatory nutrient declarations to almost all processed foods
and introduces the ‘Healthier Choice’ logo.
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e Several Ministry of Industry Regulations also govern Indonesian National Standards (SNI) for fortified wheat flour
for foodstuff, salt for consumption and palm cooking oil that require use of an SNI mark to demonstrate conformity
with the SNI.%° Several other foods also require use of the SNI mark such as bottled water, chocolate powder, instant
coffee, biscuits, and several types of canned fish. Approval, product certification and issuing of a specific numbered
SNI Mark, monitoring, and enforcement of these products is completed by an accredited institution approved by the
Minister of Industry.”* These regulations are not detailed in our analysis below aside from identifying the SNI mark,
given this label is not a fortification logo.

As an ASEAN Member State, a set of non-binding regional guidelines, principles and standards are also applicable to
Indonesia’s food labelling laws and/or fortification as indicated, although we found little by way of specific regional
labelling regulation that influences ASEAN Member States’ national labelling regulations:

o ASEAN Guidelines on Promoting Responsible Investment in Food, Agriculture and Forestry 201872 propose
considerations, including supporting food fortification, to improve nutrition security and promote the harmonisation
of standards and regulations, while allowing national flexibility.

o ASEAN Regional Guidelines on Food Security and Nutrition 20177 serve as a reference guide to develop best practice
policy that promotes nutrition and food security (including food fortification policies to address malnutrition and
micronutrient deficiencies). Ultimately, the guidelines aim to build stronger cooperation and integration on food
security and nutrition across the ASEAN region but they include few specifics on fortification.

o ASEAN Principles and Guidelines for National Food Control Systems 20147 is aligned with Codex principles and
guidelines for National Food Control Systems CAC/GL 82-2013 and guide the development of food legislation that
promotes food safety, including that national competent authority/ies should establish, implement, evaluate, and
enforce evidence- and risk-based regulatory requirements.

o ASEAN General Standards for the Labelling of Prepackaged Food 20167 that adopt the Codex General Standard for
the Labelling of Prepackaged Food (CODEX STAN 1-1985).

Policy context and objectives

The Law on Food states that food planning must “observe” food and nutrition consumption needs, population growth
and distribution, and national and regional development plans, among other things. That law also requires that the central
government and local governments establish a Food and Nutrition action plan every five years.®* More broadly, regulatory
objectives across Indonesia’s labelling regulations aim to create fair and responsible food trade, increase knowledge and
awareness of food nutrition, and facilitate consumer choice based on nutritional needs. As an ASEAN Member State,
Indonesia must also evaluate new or existing regulation to ensure it is compatible with the ASEAN nutrition and food
security policy.”

Nutrition labelling is also integrated into BPOM's overall food safety and quality control regulation. Further, there is
evidence that Indonesia’s nutrition labelling regulations seek to ensure coherence in addressing both over- and under-
nutrition, e.g., both with statements around fortification and the Healthier Choice logo for products that meet nutrient
profiling criteria, in addition to requirements for labelling fast food and some highly processed foods.

Nutrition labels

Nutrient declarations are now mandatory for processed foods and where the Healthier Choice ('Pilihan Lebih Sehat’) logo
is used, with few exceptions (e.g., tea and spices). Prior to updated regulations that broadly apply nutrient declarations,
they were required in more limited circumstances (e.g., where nutrition claims were made, and in fortified foods which
are required to be supplemented with vitamins and minerals). Vitamins and minerals can be listed only if present in an
amount of at least 2% of the Recommended Dietary Allowance (RDA) and it also appears that they must be listed if a label
includes statements that the food contains vitamins, minerals, or is required by legislation to be fortified.

Voluntary nutrition and health claims are permitted provided they meet conditions (with some claims prohibited).
Statements that a food has been fortified, enriched, or supplemented are also permitted, but cannot mislead (i.e., where
the statement confers a commercial but not a consumer benefit). Processed food and fast foods containing sugar, salt
and/or fat must include a health message on the label that can be easily read by consumers: “Consuming more than 50
grams of sugar, 2,000 milligrams of sodium, or 67 grams of fat per person per day increases the risk of hypertension,
stroke, diabetes, and heart attack”. For fast foods, this message must also be promoted through leaflets, brochures, menu
books, or other media.
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Supplementary nutrition information: A FOPNL in the form of a voluntary Healthier Choice logo can be used if the food
meets nutrient profiling criteria and has a nutrient declaration. No standalone fortification logo was identified, however

a conformity mark otherwise termed an ‘SNI” mark must be added to several food products to demonstrate conformity
of that food with Indonesian National Standards. This includes wheat flour for foodstuff, salt for consumption and palm

cooking oil %
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Indonesia’s Healthier Choice logo 7 Indonesian National Standard conformity mark or ‘SNI’ logo 7

Recommendations to reform nutrition labelling regulations to enable LSFF

« To help consumers more easily identify fortified foods beyond a label stating that food is enriched, fortified or
supplemented with vitamins or minerals, voluntary standard fortification claims and/or a voluntary or mandatory
fortification logo could be considered for mandatorily fortified food, in line with best practice. Broader claims
regulation appears to contain some key elements of best practice regulation — noting that additional elements may
sit in lower-level regulatory documents that were not identified in our review. For this reason, we do not make any
specific recommendations for improving broader claims regulation based on our review.

e Based on our review and external analysis as below, Indonesia should consider improving the clarity of requlations
and increasing capacity to improve regulatory enforcement. However, we note that current regulations provide
a wide degree of flexibility in relation to who is responsible for what across government that may be common
in Indonesia to prevent the invalidity of regulations if machinery of government changes take place. The United
States Department of Agriculture’s country report states that many Indonesian food regulations “are unclear and
confusing, not enforced, or are enforced on a cursory basis in a haphazard manner.”® |t notes that there may also
be significant differences between the legislation as it appears on paper and what occurs in practice (globally, this
is not uncommon). In addition, while pieces of legislation may use the term “in accordance with respective tasks
or functions” it is often unclear what responsibilities are undertaken by which body for which regulatory processes
(Regulatory Governance).

e To assist in monitoring and evaluation, the central government and local governments could ensure that the food
information system they are required to establish for monitoring and evaluation also extends to labelling.

Information sources and limitations

We only undertook a desktop regulatory review in Indonesia. Specific BPOM regulations that according to some reports®
"7apply to food labelling could not be located, i.e.: 13/2016 concerning processed food claims and advertisements;
31/2018 and 20/2021 concerning labelling of processed food; and 63/2015 (amending 30/2013) concerning health
messages and content information on processed food.

Little detail was identified on regulatory drafting and design and evaluation, aside from establishing a food information
system for evaluation and specifying responsibilities for evaluating processed food labelling. Such information may sit
outside of the regulatory documents reviewed or may have only been available in information published in Indonesian.

Table 5 — INDONESIA — Summary of nutrition labelling regulations

Excludes draft regulations unless specified.

(%]
=
(]
—_
(%]
=
=
[
7]
=
©
<
c
<
(=]
=
‘=
=
=]
=

Nutrient declaration

Regulatory form and substance

Regulatory
framework

+ Voluntary Healthier Choice logo.”

+ Per nutrient declaration: To provide information to the public to be able to

choose processed food in accordance with the nutritional needs need to be
included in the information nutritional value on processed food labels.”

« Voluntary nutrition and health claims are permitted provided they meet

names, logos or identities of institutes conducting analyses of relevant food

conditions (e.g., health claims must be supported by scientific evidence). ¢
products®®” - are prohibited.

6.
supplemented are permitted (they are “not prohibited").%-

7

» Comparative claims® ¢ - claims that a food functions as a medicine, or

« Voluntary statements that a food has been fortified, enriched, or

o See "Requlatory objective” under Nutrient declaration.®-6¢

« Nutrient declarations are mandatory:

fortified by legislation (“supplementation with vitamins, minerals or other

kinds of nutrition”). %

and/or other added nutritional substances or if food is required to be
- If the Healthier Choice logo is used.”

tea bags, mineral bottled water, herbs, spices, seasoning, alcoholic
beverages, and condiments. They cannot be listed on alcoholic

beverage labels.
- Ifalabelincludes statements that the food contains vitamins, minerals

- Onall processed food, 7 ¢ except for powdered tea and coffee,

« The creation of fair and responsible food trade; to provide society with

true and illuminating information about the food they consume® and to
increase knowledge and awareness re food safety, quality and nutrition.®*

« Toreduce NCD risks (e.g., for hypertension, stroke, diabetes and heart

attack) by improving consumer knowledge about sugar, salt and/or fat

intake on processed foods and fast foods % 78

« To provide information to the public to be able to choose processed food

according to nutritional needs.””

Regulatory

objective(s)
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+ Under the Law on Food,® sanctions for non-compliance with labelling laws include administrative sanctions, fines and imprisonment for up to two years %

« Violations of Regulation re Food labels and Advertisements® are subject to administrative sanctions (e.g., written warnings issued before other sanctions are imposed, and prohibitions on distributing food products for a period)

through to fines and/or revoking production or business licences. Sanctions can be imposed by technical ministers in accordance with their areas of authority.

« Violations of Regulation Concerning Processed Food Registration®” are subject to administrative sanctions (e.g., written warnings, a temporary ban on circulation, suspended registration of processed foods, temporary suspension

of activities or having registration approval revoked in specific circumstances).

« Violations of Regulation on inclusion of sugar, salt, and fat contents and a health message on processed and fast foods®® are subject to administrative sanctions that can be imposed by the Head of the Drug and Food Supervisory

Board (and Heads of Regency/Municipal Offices with slightly different sanctions).

« Under ASEAN Regional Guidelines on Food Security and Nutrition and Principles and Guidelines for National Food Control Systems Member States' independent statutory bodies should retain enforcement authority,” be

appropriately resourced and employ qualified personnel” State authorities should establish, implement and enforce science- and risk-based regulatory requirements that encourage and promote positive food safety outcomes
and establish and maintain arrangements with relevant organisations, such as officially recognised inspection, audit, certification and accreditation bodies.”* Compliance and enforcement programmes should be designed to

enable a competent authority to take corrective remedial action from education to sanctions, alongside maintaining public transparency.”

Enforcement

70. Regulation Number 22 of 2019 concerning Nutritional Value Information on Processed Food Labels (2019).
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Kenya

Food fortification

Mandatory fortification was introduced in Kenya first through salt iodisation in the early 1970's.”° We learned through
interview and survey responses that fortification regulations were subsequently expanded following a nationwide nutrition
survey in 2000 showed that vitamin A and iron deficiencies were a major issue which prompted a Ministry of Health-led
consultative process with industry and regulators and resulted in the updated regulations.

The Ministry of Public Health and Sanitation mandates food fortification in line with Kenyan standards and specifications
(or where there are no Kenyan specifications, the specifications of the Codex Alimentarius Commission) in the Food,
Drugs and Chemical Substances (Food Labelling, Additives and Standards) Regulations, 1978. Kenya mandates that wheat
flour and dry-milled maize products are fortified with vitamins A, B1, B2, B3, B6, B12, folic acid, iron and zinc; salt with
iodine; and edible fats and oils with vitamin A 808t

Further, the Kenya National Food Fortification Strategic Plan 2018-2022 %seeks to improve LSFF in Kenya to address
nutrient deficiencies, with a specific objective to increase the general population’s awareness of fortified foods. The Kenya
Nutrition Action Plan (KNAP) 2018 — 2022 Optimal Nutrition For All® also notes that the fortification of wheat flour, maize
flour, and edible oil and fats with essential micronutrients is important to address population deficiencies and references
trends showing that the number of industries taking part in mandatory fortification has increased consistently during the
last decade, but challenges remain in LSFF (such as the slow adoption of fortification by small and medium scale millers,
poor standards compliance, inadequate human capital and infrastructure, and limited enforcement of the regulatory
framework). The KNAP outlines a range of strategies and actions to improve LSFF, including strengthening regulatory
monitoring and the evaluation of fortified foods to increase compliance with fortification standards, strengthening
governance and coordination mechanisms for micronutrient programmes, and developing guidelines, training packages,
and communication strategies.

As a member of the East African Community (EAC), the Sixth EAC Development Strategy (2021/22 — 2025/26)%* applies to
Kenya, along with other EAC references below. This Strategy outlines broad strategic development objectives and priority

areas for the EAC over a five-year period, including promoting the production of diversified foods and bio-fortification to

improve food security and sustainability.

Kenya is also a Member State of the East, Central and Southern Africa Health Community which fosters regional
cooperation for health. The Community’s Strategy for Adolescent Nutrition Advocacy includes the fortification of staples
as one intervention area and offers technical support to industry on food labelling as another.®> No further links to the
interaction of the Community with regulations in Kenya were identified.

Responsibilities and regulatory governance for nutrition labelling

Kenya's food labelling regulatory framework is largely set out in Kenyan Standards, is adopted by Kenya's National
Standards Council, and is administered by the Kenya Bureau of Standards (KEBS), which is responsible for ensuring that
levels of standards and regulations do not conflict. These standards are either developed in Kenya or through the EAC.
Standards development in Kenya is a six-stage process that takes between six months and 18 months and involves a
multisectoral Technical Committee that examines evidence, global shifts in standards and relevant national data (e.g.,
Demographic Health Surveys) and undertakes a thorough public consultation process before approval. A respondent
described these standards as simplified versions of labelling requirements in legislation, with some minor exceptions (e.g.,
on-date marking) that industry is made aware of. Alternatively, a Kenyan Standard may be developed by Kenya or another
EAC Partner State before moving through approval and declaration, before mandatory national-level adoption by all
Partner States without deviation within six months of the declaration under the East African Community Standardisation,
Quality Assurance, Metrology and Testing Act, 2006.8° Such standards borrow heavily from Codex guidelines, and in
Kenya, most of such standards are prepared in accordance with KEBS procedures by the Labelling of Pre-packaged
Foods Technical Committee. This committee includes representatives from KEBS, MOH, Kenya Industrial Research

and Development Institute and other government departments, industry, and academia. We heard that as a result of

the Constitution and other overarching laws mandating stakeholder engagement, regulatory development is “fairly
transparent...open” and engages all stakeholders, including industry, which is viewed as positive and results in low levels of
litigation. [KENOO2-1]

In addition, KEBS is instrumental and active in the national Food Fortification Programme via its Project Implementation
Unit and helps to develop the legal notice for mandatory food fortification that refers to Kenyan standards. [KENOQ2-1]

Administration, monitoring and enforcement of labelling is conducted predominantly by KEBS through pre- and
post-market surveillance via its Quality Assurance and Market Surveillance Units and inspectors at ports of entry. For
example, KEBS requires all manufacturers and businesses to register and obtain a Standardization Mark before they


https://fortificationdata.org/list-of-countries-for-the-food-fortification-dashboard/
https://fortificationdata.org/list-of-countries-for-the-food-fortification-dashboard/
https://www.harvestplus.org/harvestplus-partners-with-indonesia-govt-to-scale-up-zinc-biofortified-rice/
https://www.harvestplus.org/harvestplus-partners-with-indonesia-govt-to-scale-up-zinc-biofortified-rice/
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place any food product on the market. The Standardization Mark requires a food product to be fully compliant with
relevant specifications and labelling standards and must be renewed and audited for compliance every two years. The
Fortification Mark of Quality (or fortification logo) is also administered by KEBS under a Memorandum of Understanding
with the Ministry of Health. Like the Standardization Mark, to obtain the fortification logo, a business must apply to KEBS
(usually via a concurrent application for both marks) to obtain a two-year approval to use the logo, which is only granted
after KEBS samples the product and examines its labelling, and process and quality controls to ensure the product fully
complies with applicable standards.

In addition, KEBS works with Kenya's Competition Authority to conduct market surveillance and enforce standards and
with municipal councils that have enforcement powers under the Food, Drugs and Chemical Substances Act. While

we heard from interviews and surveys that resources for local-level enforcement of standards could be improved, we

also heard that KEBS is a well-resourced agency that tries to work with industry to ensure the correct interpretation of
standards. KEBS has clearly prescribed penalty regimes ranging from licence withdrawal to fines and taking manufacturers
to court (the latter is understood to be within the Competition Authority’s purview, but no evidence of this occurring was
identified in the review).

KEBS reviews its standards every four years to ensure they are up to date with new information and/or evidence. The East
African Standards Committee is similarly required by law to review standardisation at national and EAC levels.

Structure of nutrition labelling laws
Kenya's nutrition labelling regulatory regime is structured as follows:

e Food, Drugs and Chemical Substances Act (FDCSA) 1965% sets out offences for false and misleading labelling
and establishes the Minister for Health's powers to make regulations relating to food and other related powers and
functions.

- Food, Drugs and Chemical Substances (General) Regulations, 1978 8 set out general labelling requirements (e.g.,
they must be in English in addition to any other language), alongside other requirements for foods to be exported
out of Kenya.

- Food, Drugs and Chemical Substances (Food Labelling, Additives and Standards) Regulations 8° and amendments®*
80 set out requirements for general food labelling (e.g., brand/trade name, expiry date) and mandatory food
fortification, along with standards for various foods (e.g., cheese, milk).

- Food, Drugs and Chemical Substances (Food Hygiene) Regulations, 1978 °° sets out requirements to obtain a
licence to sell, prepare, package, store, or display food that will be sold.

o Standards Act, 1973°* establishes KEBS and the National Standards Council and mandates the KEBS Mark of Quiality.

- KS EAS 38: 2014 Labelling of pre-packaged foods — General requirements°?> adopts East African Standard (EAS)
38 as a Kenya Standard. It sets out general labelling requirements (e.g., labels must be clear, prominently displayed
and must include elements such as ingredients and net contents), offences for false and misleading labelling, and
establishes KEBS' certification marks (Standardization Mark, Diamond Mark of Quality and Import Standardization
Mark) that indicate products comply with Kenya's standards.

- KS EAS 803: 2014 Nutrition labelling — Requirements ®> adopts East African Standard 803 as a Kenya Standard and
sets out requirements for nutrient declarations and other SNI.

- KS EAS 804: 2014 Claims — General requirements °* adopts East African Standard 804 as a Kenya Standard and sets
out general requirements for nutrition and health claims.

- KS EAS 805: 2014 Use of nutrition and health claims — Requirements°®> adopts East African Standard 805 as a Kenya
Standard and sets out additional requirements for nutrition and health claims, including a pre-approved list of
claims.

- Draft Kenya Standard 2955:2022 Front of pack nutrition labelling — Requirements °® sets out voluntary FOPNL for
most pre-packaged foods with some exceptions such as foods for infants and young children.

In addition to the above East African Standards that have been adopted by Kenya, as an EAC Partner State, Kenya is bound
by the first-listed Act below. Various regional strategies to be implemented by Partner States and that are relevant to
Kenya's labelling laws and/or fortification are:
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o East African Community Standardisation, Quality Assurance, Metrology and Testing Act, 2006 % establishes the EAS
Committee and its representation from Partner States, including from national quality system institutions, and national
manufacturing, trading and consumer organisations. The Committee is tasked with harmonising national and EAC
standards with international standards to reduce costs, enhance compliance, develop trade opportunities, and protect
and improve the health and safety of consumers. Within six months of the declaration of an EAS, Partner States must
adopt the standard as a national standard without deviation.

e The East African Community Food and Nutrition Security Action Plan (2019-2023)*” while not specifically
addressing labelling, includes actions to harmonise the EAC standard for food fortification and complete an EAC
food fortification manual, which may impact labelling. The Action Plan provides guidance and a framework for
implementing nutrition policy in member states. Actions include developing and enforcing policies, regulations, and
laws on food safety and standards for the region, noting that Partner States have existing fortification legislation that
requires harmonising.

o Draft (for public review) East African Standard 803: 2022 Nutrition labelling — Requirements®® is a proposed update
to the current standard and is based on Codex Guidelines on Nutrition labelling (CAC/GL 2-1985 as amended in 2013).
It includes more detail on SNI, including that SNI on labels may include front-of-pack warning labelling information
represented by colour codes.

These East African Standards and related strategies also apply to other East African Community Partner States — the
Democratic Republic of the Congo, the Republic of Burundi, the Republic of Rwanda, the Republic of South Sudan, the
Republic of Uganda, and the United Republic of Tanzania.

We also heard from a respondent that African Regional Standards exist to facilitate trade in the African Economic
Community (including on labelling of pre-packaged foods), and while there is no mandatory obligation to adopt such
standards, it is encouraged and Kenya is moving towards adopting the standards. Given the status of these standards (i.e.,
their voluntary nature and that Kenya is yet to adopt them) they are out of scope for this review.

As a Member State of the Common Market for Eastern and Southern Africa (COMESA), the following treaty and regional
plans are also applicable to Kenya's labelling laws and/or fortification as indicated:

e Treaty Establishing the COMESA adopted 1993% requires that Member States adopt a harmonised system and create
national legal frameworks for the standardised labelling of goods that are traded in the Common Market and free
trade area, although no such standardised COMESA-level labelling regulations were identified in the review.

o COMESA Medium Term Strategic Plan 2021-2025% has broad applicability to nutrition labelling and fortification as it
mandates that Member States develop a common agriculture policy and promote the strengthening of food safety
and technical standards and the coordination of nutrition promotion to access regional markets.

* Regional Agricultural investment plan 2018-2022% refers to supporting Member States to improve food literacy and
implement nutrition interventions and details COMESA's intention to develop guidelines and products on high-impact
nutrition interventions with references to biofortification.

Policy context and objectives

There is policy coherence both in the development of standards and the integration with East African Standards (via
examining national data), the objectives of regulations (one objective is to provide consumers with information on
nutrition content to benefit public health) and specific standards (such as the Kenyan Standard for Nutrition and Health
Claims, which states that health claims should be consistent with and support national health and nutrition policy.?®

Kenya's Nutrition Action Plan (KNAP) 2018 — 2022 Optimal Nutrition For All®® and the Kenya National Food Fortification
Strategic Plan 2018-2022%2 include actions to increase the population’s level of awareness of fortified foods, improve
large-scale food fortification, and develop legislation on the labelling and marketing of foods. In the introduction to

the draft FOPNL standard, reference is made to Kenya experiencing a triple burden of malnutrition, with undernutrition,
overnutrition, and micronutrient deficiencies across the population. It is establishing the FOPNL standard to help
consumers make informed healthy choices on pre-packaged products. The consumption of unhealthy foods has
continued due to consumers’ “inadequate capacity” to interpret current nutrition labels, among other things. The FOPNL
standard would also prohibit other endorsements on the label beyond marks for safety and quality if the product exceeds
thresholds for fat, sugar, saturated fats, and/or sodium.®®

We also heard from a respondent that discussions across government occur about the intersection of food fortification
and policies to address over-nutrition, however improving consumer awareness of fortified foods is the current focus and
addressing the “healthiness” of fortification vehicles is a future challenge.

Nutrition labelling is also integrated into KEBS' broader food safety and quality control regulation through its
standardisation marks which take into consideration compliance with food labelling.


https://www.eac.int/eac-partner-states
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Nutrition labels

In general, we heard from respondents that few consumers read nutrition labels unless they want to learn about a new
product as they are unaware of their usefulness. Respondents recommended greater consumer education to help
consumers understand labelling. An effective consumer awareness campaign on the importance of fortification was
conducted when mandatory fortification was introduced by the Ministry of Health. The campaign has not been repeated,
so as with general labelling, consumers generally don't recognise the logo or understand its link with improved nutrient
content.®2 We also heard that industry competition drives the use of the fortification logo so that the producers are not at
a disadvantage.

Nutrient declarations are mandatory for all pre-packaged foods (aside from where national circumstances do not support
declarations such as for foods of nutritional insignificance like spices or small packaging) and foods on which a health or
nutrition claim is made. Vitamins and minerals can be included in a declaration if they are present in a minimum amount,
and they are of nutritional importance in Kenya.

Nutrition and health claims are voluntary, but must meet conditions, including that claims a food has an increased
nutritive value due to the addition of vitamins, can only be made if the addition is based on nutritional considerations
according to Codex General Principles for the Addition of Essential Nutrients to Foods and it conforms with the relevant
Kenyan Standard East African Standard (KS EAS). Some claims are prohibited, e.g., a claim that the food is suitable to use in
the prevention or treatment of disease.

Supplementary nutrition information: A fortification logo (Fortification Mark of Quality or 'Kuboresha Afya’) is voluntary
and may be used following an application to KEBS (although one respondent indicated that it is mandatory for flour and
edible oils). Three other Marks of Quality are administered by KEBS: a Standardization Mark, an Import Standardization
Mark of Quality and a Diamond Mark of Quality (their logos are below).?® Other SNI are also permitted but must meet
conditions if they are used, and a respondent stated that a draft regulation for a voluntary traffic-light FOPNL is under
review and is expected to become law, with consumer testing taking place. [KENOQ2-1]

Recommendations to reform nutrition labelling regulations to enable LSFF

¢ A voluntary standard fortification claim for mandatorily fortified foods could be considered to add to existing
fortification logos and increase consumer understanding of the benefits of fortified foods such as indicating why the
fortified food is beneficial for an individual's health.

« If claims regulations were updated, stipulations on health claims could be considered to improve regulations (e.g.,
including additional information on labels where appropriate, such as target group, how to use the food to obtain
the claimed benefit and other lifestyle factors or other dietary sources where appropriate, and the importance of
maintaining a healthy diet).

e Regulatory governance overall appears strong through KEBS' standards development process, its interaction with
EAS, its authority and budget, pre- and post-market surveillance, and cooperation with the MoH in administering the
Fortification Mark of Quality. Most labelling standards are based on EAC standards which are regularly reviewed by the
EAS Committee, although we found no guidelines for monitoring and evaluating at the EAC level in general. However,
there appears to be room for ongoing education and awareness-raising around standards for consumers, to increase
uptake of fortified foods, and industry, to increase compliance with standards, both of which we understand from
respondents are underway. This was highlighted as being particularly necessary for voluntarily fortified foods to
increase their demand.
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Information sources and limitations

We undertook qualitative surveys and interviews in addition to a desktop regulatory review in Kenya. Based on these,
information gaps only exist for guidelines for monitoring and evaluating and the transparency of evaluations. Such
information may sit outside of the regulatory documents reviewed.

Table 6 — KENYA — Summary of nutrition labelling regulations

Excludes draft regulations unless specified.
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Nutrient declaration

Regulatory form and substance

« The KEBS Standardization Mark is mandatory on all products

manufactured in Kenya.**

o The Import Mark of Quality is mandatory on allimported products.”*

« The Fortification Mark of Quality is voluntary. 1°

» Voluntary SNl are permitted but mandatory conditions apply if SNIis

used. SNI shall only be provided in addition to, and not in place of, the

nutrient declaration.”®

» Adraft voluntary traffic light FOPNL standard is being considered, under

which a product that is carrying a front-of-pack nutrition symbol and

exceeds the threshold of any of the total fat, sugar, saturated fats and/or

sodium shall not carry any other form of endorsement except statutory

marks/logos for safety and quality.®

« The draft FOPNL focuses on providing consumers with a simplified

version of the same information that is on a nutrition label. %

« The content of SNI will vary from one target population group to

another, according to the national health policy and guidelines, and

nutrition labelling should not deliberately imply that a food that carries
such labelling has any nutritional advantage over a food that is not so

labelled #

« Voluntary nutrition and health claims are permitted, with mandatory

conditions if either type of claim is made.*>**

« Certain claims are prohibited such as claims that a food will provide an

adequate source of all essential nutrients except where standards permit,

or competent authorities have accepted the product to be an adequate
source of all essential nutrients; and claims about the suitability of a food

for use in the prevention, alleviation, treatment or cure of a disease/

disorder.®*

« Health claims are only permitted in certain circumstances, e.g., based

on current relevant scientific substantiation. Claims cannot be false or

misleading.**
« Conditional claims, that a food has obtained an increased or special

nutritive value via the addition of nutrients, can only be made if the
addition is based on nutritional considerations according to Codex

General Principles for the Addition of Essential Nutrients to Foods**
o Ensure no nutritional claims are made without nutrition labelling® and

that no food is described in a false, misleading or deceptive manner or is

likely to create an erroneous impression regarding its character*

« Nutrient declarations are mandatory for all pre-packaged foods for which

nutrition and health claims are made; and all other pre-packaged foods except
where national circumstances would not support such declarations. Certain

foods can be exempted, e.g., based on nutritional or dietary insignificance or

small packaging.”

« Ensure effective nutrition labelling, that provides consumers with sufficient

information on the nutrition content of the food, encourages the use of sound
nutrition principles to benefit public health, and does not describe a product or
present information about it that is in any way false, misleading, deceptive or

insignificant in any manner.*

Regulatory
framework

Regulatory

objective(s)
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Nigeria
Food fortification

The Food Grade (Table or Cooking) Salt Regulations 2021'°2 mandate that all food-grade salt as an ingredient of food for
direct use by consumers, in manufacture or as a carrier of food additives must be fortified with iodine at a level specified
by the National Agency for Food and Drug Administration and Control (NAFDAC).

The Food Fortification Regulations 2021'°° mandate that sugar, wheat and maize flour, vegetable oil, and margarine and
butter are fortified with vitamin A (to varying levels per kg); wheat flour, composite flour, maize flour, wheat semolina, and
whole maize meal must be fortified with: vitamins A, B1, B2, B3, B6, B9, B12, iron and zinc. The Regulations also specify
other foods to which vitamins, minerals, nutrients or other amino acids “may” be added, however, it lists both mandatory
and voluntary fortification and applicable fortificants (e.g., enriched alimentary pasta must be fortified with thiamine,
riboflavin, niacin, folic acid and iron, and can be voluntarily fortified with pantothenic acid, vitamin B6 and magnesium).

Further, the 2016 National Plan of Action on Food and Nutrition'** contains fortification actions including to enforce
food fortification standards in regulated food products and promote research on local food fortification. The private
sector is also expected to collaborate with the government in supporting the food and nutrition programme including
via fortification of certain identified foods with mandatory micronutrients. In the Agricultural Sector Food Security

and Nutrition Strategy 2016 — 2025 the Government of Nigeria has identified biofortification as a priority initiative to
improve micronutrient deficiencies, mainstreaming nutrition into agriculture and specifying priority areas. The strategy
highlights expanding biofortified staples to iron in beans, zinc rice, and vitamin A in plantain and bananas, among other
staples, extending existing legislation on fortification to cover other important food staples, supporting multisectoral
efforts to strengthen the food fortification regulatory environment and compliance, and comprehensive nutrition
education on the benefits of consuming fortified foods as some priority areas.

Responsibilities and regulatory governance for nutrition labelling

NAFDAC, Advisory Council which comprises several government and industry representatives, is responsible for
requlating and controlling food processes and labelling and advising the federal government on national policies on
control and quality specifications of food. NAFDAC is also the Secretariat of Nigeria's National Food Safety Management
Committee (NFSMC) which addresses challenges within Nigeria's Food Safety System such as the overlap of functions,
poor co-ordination and communication among Nigeria's food regulators, and inadequate private sector and consumer
association participation.°®

Pre- and post-market surveillance occurs via the requirement to register all fortified foods, all processed foods (for sale,
import, distribution, manufacture) and any foods to be advertised (which includes labelling) in Nigeria with NAFDAC, and
registration must be renewed. NAFDAC has created an online portal for the registration of foods and other items (https://
registration.nafdac.gov.ng/). NAFDAC is also responsible for enforcing food regulations. NAFDAC officers can enter
premises and take samples and documentation, and there are tiered penalties for those who contravene the main Acts
and their regulations, including in relation to fortified foods.

As a Member State of the Economic Community of West African States (ECOWAS), Nigeria is required to harmonise
national policies with those of other ECOWAS Member States and is subject to a range of governance arrangements.
However, it is unclear to what extent harmonisation has taken place or has been driven by ECOWAS, as only high-level
actions, largely relating to fortification, were identified in ECOWAS regulatory and strategy documents as outlined further
below.

Structure of nutrition labelling laws
Nigeria's nutrition labelling regulatory regime is structured as follows:

e Food and Drugs Act of 2004'°" prohibits false or misleading labelling and labelling that indicates a food has medicinal
properties. The Act also sets out enforcement provisions and the Minister for Health's powers in relation to food and
other substances covered by the Act and requires certification for imported foods.

o National Agency for Food and Drug Administration and Control Act 2004 (NAFDAC Act)'°® establishes NAFDAC, its
functions and powers, including to regulate and administer food labelling.

- Food Products Advertisement Regulations 2021'**° require all food products that are manufactured, imported,
distributed or sold in Nigeria to be registered with NAFDAC before advertisement (which includes labelling) and
prohibits misleading or deceptive advertisements. The regulations also limit the nutrition and health claims that can
be made in food advertisements.

- Processed Food Registration Regulations 2005° require processed food products and labelling to be registered
with NAFDAC and set out registration requirements.
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e Food, Drug and Related Products (Registration) Act 2004** prohibits the manufacture, import, export, advertisement,
sale, or distribution of food (and other products) in Nigeria unless they have been registered with NAFDAC. The Act
also establishes the Food and Drug Registration Committee which advises NAFDAC on registration applications.

e Regulations made under both the Food, Drugs and Related Products (Registration) Act and the NAFDAC Act:

- Pre-Packaged Food (Labelling) Regulations, 2022 set out the labelling requirements for all pre-packaged foods
manufactured, imported, exported, sold or distributed in Nigeria, including general requirements (e.g., name of food
and ingredients). The Regulations also mandate nutrient declarations and prohibit false and misleading labelling,
non-compliant labelling, and medicinal claims. These regulations revoke the previous food labelling regulations and
bottled water labelling regulations and apply to products fortified under the two fortification regulations outlined
directly below.

- Food Fortification Regulations 2021'°* alongside fortification requirements, set out requirements for the inclusion
of vitamins and minerals in nutrient declarations and for nutrition and health claims and SNI for foods fortified with
vitamin A. The regulations also require all fortified foods that are manufactured, imported, exported, distributed,
advertised, sold or used in Nigeria to be registered with NAFDAC.

- Food Grade (Table or Cooking) Salt Regulations 2021'°? along with iodisation requirements, set out labelling
requirements for food grade salt, including an SNI and specific claims for iodised salt. The regulations also require
all iodised salt manufactured, imported, exported, distributed, advertised, sold or used in Nigeria to be registered
with NAFDAC.

As a Member State of the Economic Community of West African States (ECOWAS), Nigeria is bound by the Treaty and
Decision below, with other strategy documents indicating areas of action for ECOWAS and its Member States as indicated:

e The 1975 Treaty of the Economic Community of West African States* establishes a common market and requires the
harmonisation of national policies and standards and the promotion of regional integration.

o ECOWAS 2025 Strategic Policy Framework — Summary*** will be translated into five-year programmes and states that
agricultural policies should consider improving food quality and nutrition via food fortification. The Strategy also seeks
to promote inclusive food value chains and integrate the regional market, including packaging.

e Regional Agriculture Investment Plan and Food Security and Nutrition 2016-20'*> include actions to support Member
States to promote nutrition and agricultural programmes, including food fortification and bio-fortification, via a range
of mechanisms such as regulation and competitive funding. It also covers an action to streamline regional food and
nutrition security governance mechanisms.

* In Decision A/Dec. 11/01/05 West African Agricultural Policy of the Economic Community of West African States
(ECOWAP), 2005 Member States have committed to harmonising national agricultural policies with regional policy,
including food security. Through harmonisation, this may broadly include fortification, although fortification is nhot
specifically mentioned.

ECOWAS also has an ECOWAS Standards Harmonisation Model (ECOSHAM) that defines a system to harmonise standards
within ECOWAS. This system does not mandate harmonisation, rather after standards are approved, the standard text is
"available to each [National Standards Body] for adoption and implementation within its system of national standards,” '
although it is understood that Member States are expected to adopt and implement them domestically. ECOSHAM has

a standard for the general labelling of packaged foods (ECOSTAN 50: 2015 — Labeling of prepackaged foodstuffs — that
we were unable to locate) and is based on an ECOSTAND 47:2015 Standards for Enriched Soft Wheat Flour.*® It applies to
fortified wheat flour and thus may apply to other fortified foods in ECOWAS. Based on our review of Nigeria's regulatory
environment, it appears Nigeria has not implemented ECOWAS standards for fortification and nutrition labelling even
though such standards may align with Nigeria’s existing regulatory environment.

Policy context and objectives

The 2016 Nigeria National Plan of Action on Food and Nutrition*** provides a framework for coordinated action to
address malnutrition in all its forms in Nigeria. It includes action on both LSFF and nutrition labelling. Fortifying staple
foods during production and processing up to consumption level is listed within actions to ‘improve food preparation
and quality’ and establishing standards for nutrition labelling and advertisement of all foods is included under actions

to ‘protect the consumer through improved food quality and safety’. The Plan guides the identification, design and
implementation of intervention activities across different relevant sectors and provides a framework for monitoring and
evaluation. In addition, the National Multi-Sectoral Action Plan for the Prevention and Control of NCDs (2019 — 2025)**°
includes adopting standards for FOPNL as one of the actions identified to reduce the salt content of processed foods and
references the use of labelling policies to reduce trans-fats in the food supply to promote healthy diets.


https://registration.nafdac.gov.ng/
https://registration.nafdac.gov.ng/
https://www.nafdac.gov.ng/wp-content/uploads/Files/Resources/Regulations/NAFDAC_Acts/FOOD-DRUGS-AND-RELATED-PRODUCTS-REGISTRATION-ACT-Cap.F.33.pdf
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An examination of 11 geographies

Policy and regulatory determinants of nutrition labelling to support large-scale food fortification
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for

Beyond the above action plans, Nigeria's development of labelling requlations seeks to ensure a degree of coherence,

example, via prohibiting claims that describe food as 'healthy,” encourage or condone excessive food consumption, or

disparage good dietary practices. However, we also identified potential challenges to policy coherence between LSFF and
policies to address overnutrition. For example, mandatorily fortified foods include products such as sugar and margarine,
and several foods that can be voluntarily fortified are likely to be foods high in sugars, fats and/or sodium (e.g., breakfast

cereals, fruit nectars and fruit drinks, instant breakfasts, and condensed milk).
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Vitamin A fortification logo!?°
in 2021, the government would ideally review foods that can be voluntarily fortified and/or, at the least limit claims

that can be made on unhealthy voluntarily fortified foods to avoid health 'halo’ effects on these products.

e Increased attention should be paid to the interaction of fortification and food labelling to ensure that policies and
regulations coherently address over- and under-nutrition. Specifically, while relevant regulations were only adopted

wheat and maize flour, vegetable oil and margarine and butter) and an iodised salt logo is required on mandatorily iodised

salt. A regional ‘Enrichi’ logo is also available for use on wheat flour and cooking oil fortified with vitamin A as part of
between 2011 and 2017. Further, the 2019 Nigerian National Multi-Sectoral Action Plan for the Prevention and Control of

the ‘Fortify West Africa’ programme that ran throughout ECOWAS countries in conjunction with development partners
NCDs lists the adoption of standards for FOPNL as a priority action to promote healthy diets.

prohibited, such as those that represent food as a treatment for or the prevention of disease. Specific claims are outlined
Supplementary nutrition information: A fortification logo is required on foods mandatorily fortified with vitamin A (sugar,

substantiated before approval (although it is unclear how based on the regulations). Nutrition claims on fortified foods
for iodised salt, and some fortification claims for calcium, phosphorous and/or iron are mandatory.

(for mandatorily fortified products or voluntarily for other products) must contain a minimum of 5% of the NRV for that
are only allowed for vitamins and minerals (e.g., ‘a source of’) if they meet a percentage of an NRV. Some claims are

(e.g., single-ingredient foods, spices, and herbs). Mandatorily fortified foods must include the amount of vitamins and/
vitamin or mineral per serving, with this percentage stated alongside the quantity contained.

Nutrient declarations are mandatory on all pre-packaged foods unless NAFDAC makes exceptions for certain foods
or minerals added to the food in the nutrient declaration. Vitamins and minerals included in the nutrient declaration

Nutrition and health claims are largely voluntary but must meet certain conditions, including that they must be

Recommendations to reform nutrition labelling regulations to enable LSFF

Nutrition labels

o At this time, given existing fortification logos and claims and the government’s consideration of FOPNL, we do not

- If claims regulations were updated, stipulations on health claims could be considered to improve regulations such
as including additional information on labels where appropriate, including a target group, how to use the food to
obtain the claimed benefit and other lifestyle factors, other dietary sources where appropriate, and the importance
of maintaining a healthy diet).

processes of regulatory design and drafting, evaluation, and complaints handling to promote transparency. Further,

although NAFDAC is required to educate consumers and industry (by promoting the standards) and monitor and
enforce labelling, it remains important that these aspects of regulatory governance are adequately and sustainably

data from performance, promotion and pre- and post-market surveillance), but there was little public data on the
prioritised and funded.

these policies so that they enhance consumer understanding and mitigate potential confusion (e.g., this may be

recommend that additional fortification logos or claims be considered unless care is taken to align and coordinate
improved through a consolidated logo such as in South Africa).

e Regulatory governance under NAFDAC covers most key elements (authority, funding, requirements to publish

Information sources and limitations

evaluation and enforcement transparency, and complaints handling. Such information may sit outside of the regulatory

of regulatory governance, including processes for regulatory design and drafting, consumer education, guidelines for
documents reviewed.

We only undertook a desktop regulatory review in Nigeria. As part of this, we identified little detail on several aspects
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Pakistan
Food fortification

Pakistan’'s Standards and Quality Control Authority (PSQCA) has prescribed the mandatory fortification of edible oil with
vitamin A via its Pakistan Standard Specification for Banaspati.!?2 The PSQCA also has standards for lodized Food Grade
Salt (PS:1669-2008), Enriched Wheat Flour and Self-r[alising Wheat Flour (PS:4560-2000).13

The Punjab Pure Food Rules (2011)***include levels of vitamins and minerals that must be in foods to state that a food
is enriched, fortified, vitaminised, supplemented or strengthened. It also specifies which vitamins and minerals can

be added to foods via a set of standards, such as fortified ‘maida’ and ‘atta’ (specific to wheat products) with one or
more of iron, vitamin B1, B2, B3 and D3, and where nutrients are added to foods, the product must comply with the
Codex Guidelines for Vitamins and Mineral Food Supplements (CAC/GL 55-2005). The subsequent Punjab Pure Food
Regulations (2018)*?* clarify the required fortification in the province (that was confirmed by a local consultant to have
been promulgated).

Similar regulations were not located in other provinces, but Khyber Pakhtunkhwa'’s Food Safety Authority Act does

specify that the authority can regulate food fortification. Recent fortification regulations across Sindh (2021), Balochistan
(2021) and Khyber Pakhtunkhwa (2022) mandate the fortification of staple foods. News reporting in June 2023 states the

provinces are yet to implement the respective regulations.’?® The reporting also flags that federal legislation has stalled
and is yet to be tabled in the Assembly. No similar regulations were identified in Islamabad Capital Territory.*?

A table detailing what is mandatorily vs voluntarily fortified across provinces is outlined below.

Fortification Vegetable fats and oils Wheat flour/maida and atta Edible salt Other
Pakistan Mandatory - vitamin Aw Standard for Enriched Wheat | Standard for iodised food-
(References as above) Flour and Self-rfalising Wheat | grade salt
Flour
Punjab Mandatory (including Mandatory (including bread, | Voluntary - iodine Voluntary fortification of
Punjab Pure Food Rules (2011)2* margarines - vitamin Aand D | rolls and buns) - iron, zinc, arange of products, e.g.,
Punjab Pure Food Regulations (20182 vitamin B12 and folic acid ;/lta_n_urj Cinvegetable and
ruit juices

Sindh Mandatory (specifically Mandatory (and Suiji, Fine -
The Sindh Food Fortification Act, 202117 | Vanaspati Ghee or Edible Oil) | Atta) - iron, zinc, vitamin B12

- vitamins A and D3 and folic acid
Khyber Pakhtunkhwa Mandatory (specifically Mandatory (and Suiji, Fine -
The Khyber Pakhtunkhwa Food Vanaspati Ghee or Edible Oil) | Atta) - iron, zinc, vitamin B12
Fortification Act, 2022128 - vitamins A and D3 and folic acid
Balochistan Mandatory (specifically Mandatory (and Suiji, Fine Mandatory - iodine
The Balochistan Food Fortification Act, Vanaspati Ghee or Edible Oil) | Atta) - iron, zinc, vitamin B12
2021129 - vitamins A and D3 and folic acid

Islamabad Capital Territory - - -

Pakistan’s Multisectoral Nutrition Strategy 2018-2025 also includes an intervention to improve food safety and quality,
including through the public and private sectors working to improve foods' nutritional contents via improved regulation,
monitoring and enforcement, to enable the fortification of salt, oil, flour and other foods.**° The Strategy details key
milestones in nutrition policy in Pakistan, including the 2011 introduction of wheat flour fortification with iron and folic
acid at the federal level before devolution, and post-devolution, the provinces’ development of policy guidance notes
on nutrition and the adoption of multi/inter-sectoral nutrition strategies, alongside a 2017 launch of a Food Fortification
Strategy that we were unable to locate.

Responsibilities and regulatory governance for nutrition labelling

The Pakistan federal government regulates and enforces food safety standards for food imports, while the provinces
regulate food safety standards for domestic food products, even though provinces often adopt federal regulations.

Pakistan's labelling regulatory regime is largely governed at provincial levels and focuses on preventing false and

misleading labelling and administrating pre- and post-market surveillance systems via provincial food business licensing

systems. More specifically, across all provinces of Pakistan (Punjab, Islamabad Capital Territory, Khyber Pakhtunkhwa,

Balochistan, Islamabad and Sindh), provincial food authorities formulate standards, procedures, processes and guidelines
on food safety. All these food authorities operate food safety enforcement regimes, such as serving improvement notices

and cancelling or suspending food operator licences, through to fines and imprisonment. New food fortification Acts in
three provinces require food level (not food business level) pre- and post-market surveillance.

67 The George Institute for Global Health

Structure of nutrition labelling laws

Pakistan's nutrition labelling regulatory regime is structured as follows:

e The following acts establish provincial food authorities, their powers and functions, set out offences for false and
misleading food labelling, and require food businesses to be licensed with the relevant authority:

- Punjab Food Authority Act 20113

» Punjab Food Authority (Product Registration and Display of PFA logo) Regulations, 201732 (out of scope for more
in-depth review as not supplementary nutrition information) sets out the requirement for every manufacturer, trader,
importer, exporter or wholesaler who intends to store, import, transport, export, manufacture, or sell food in Punjab
to obtain a certificate of product registration to demonstrate compliance with food safety, quality, and labelling
requirements. Once granted, the Punjab Food Authorized Logo must be used on the food product label after fee
payment.

- Balochistan Food Authority Act (2014)*33

- Khyber Pakhtunkhwa Food Safety Authority Act (2014)'** in addition to the above, specifies that Khyber
Pakhtunkhwa's Food Safety Authority can regulate food fortification.

- Sindh Food Authority Act (2016)*°
- Islamabad Capital Territory Food Safety Act (2021)*3°

e The Punjab Pure Food Rules (2011)*** set out general labelling requirements (e.g., all labelling statements must be
legible and prominent, and the label must include the license number, batch or lot number, and date marking),
including specific labelling and conditions for some fortified foods, alongside the use of nutrition claims, and the
required food licensing with the Punjab Food Authority. Nutrient declarations are mandated only for infant formula.

- Punjab Pure Food Regulations (2018)*?° prohibit false and misleading labelling and set out requirements for general
labelling (e.g., statements must be clearly legible and prominent, in Urdu or English language), nutrient declarations,
nutrition and health claims and prohibit some claims, e.g., that state or imply that the food is recommended,
prescribed, or approved by medical practitioners. Fortification is also included as specified above. The use of a
Punjab Food Authorized Logo is also mandated for all foods that are for sale, trade, import, export, and storage
once a product is registered with the Punjab Food Authority after sampling and analysis.

o The Khyber Pakhtunkhwa Food Fortification Act, 2022* is almost identical to the Sindh Food Fortification Act (similar
to mirror legislation in federations), save for referring to the appropriate Authority. We also note that the Act suggests
businesses “may while advertising...provide true and accurate information”, but we imagine this may be an issue of
translation and that the regulations do not intend to make this an optional requirement.

e The Balochistan Food Fortification Act, 2021'%° is almost identical to the Sindh Food Fortification Act (similar to mirror
legislation in federations), save for referring to the appropriate Authority. Other differences include that the Health
Department ‘may’ conduct a provincial nutrition survey every five years and set timing for various reports to the
Assembly.

e The Sindh Food Fortification Act, 2021'*” mandates the fortification of staple foods as above and applies to all such
foods, including imports and exports and those used as ingredients in processed foods. It also specifies that all foods
must be registered with the Sindh Food Authority and must include mandatory minimum information and a food
fortification logo. The Food Authority can make further regulations about food labelling and advertising. The Act also
provides powers for Food Safety Officers to inspect and investigate relevant sites and details enforcement action
and a range of sanctions. It also covers the requirements for monitoring and evaluating fortification via nutrition
surveys, annual reports to the Provincial Assembly, and evaluation reports to examine the efficacy of the Act and the
Authority’s implementation.

Policy context and objectives

Pakistan's overarching food regulations generally aim to ensure food safety and standards. Pakistan’s Multi-sectoral
Nutrition Strategy 2018-2025'*° includes strategic objectives to regulate food labelling, inspection, and enforcement.
Beyond this, we did not identify any documents that specifically identified how nutrition labelling policies in Pakistan were
aligned with other health and nutrition policies.
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Nutrition labels

Nutrient declarations are voluntary across most of Pakistan with no specific regulations found except in Punjab, where
they are mandatory on all pre-packed food labels (with exceptions, such as meals served by caterers). Food Fortification
Acts in Sindh, Balochistan, and Khyber Pakhtunkhwa state that mandatorily fortified foods must be labelled with
minimum essential information about the food as specified by the Food Authority. This may include a nutrient declaration.

Nutrition and health claims: Little regulation of nutrition and health claims was found outside of Punjab. However,
imported products that claim to be a source of vitamins and minerals need to be registered across Pakistan, and as
provinces generally adopt federal regulations, this registration requirement is also likely to apply in the provinces. Punjab
only allows nutrition claims that a food is enriched or fortified where a statement of the contents is included and other
criteria around the amounts of micronutrients, for example, are met. It prohibits therapeutic or prophylactic claims

on foods. Pakistani authorities generally consider explicit or implied claims as largely promotional tools and have not
required them to be based on scientific evidence.

Supplementary nutrition information: Sindh, Balochistan, and Khyber Pakhtunkhwa all require mandatorily fortified foods
to contain fortification logos on the pack. Punjab also mandates its Punjab Food Authorized Logo on all foods, which
demonstrates a food meets labelling and other required food standards but does not provide any nutrition information to
consumers .1

Recommendations to reform nutrition labelling regulations to enable LSFF

¢ A programme of regulatory strengthening across provinces and nationally (to cover imported and domestically
produced foods) that is based on best practice and provides consistency with deviations where appropriate, should
include:

- Mandatory nutrient declarations (highest priority) for all processed foods, including fortified foods. Aligned with
best practice, the declaration should mandate the inclusion of fortificants where food is fortified in line with required
standards. Note that it is possible that the fortification Acts in Sindh, Balochistan, and Khyber Pakhtunkhwa will
mandate declarations on fortified foods.

- A voluntary standard fortification claim and/or a voluntary or mandatory fortification logo could be considered
for mandatorily fortified foods and should ideally be aligned nationwide, to help consumers more easily identify
fortified foods beyond a label stating that food is enriched, fortified or supplemented with vitamins or minerals.

A decision on whether to prioritise a logo or standard claims may depend, for example, on levels of consumer
literacy. A logo may be more easily understood but should be accompanied by consumer education to promote its
use. Note that Punjab’s regulations cover fortification claims, and the fortification acts in Sindh, Balochistan, and
Khyber Pakhtunkhwa mandate fortification logos on fortified foods.

- At least setting basic requirements for general claims e.g., for nutrition claims such as ‘source of” and prohibitions
on specific claims. Note that Punjab’s regulations generally cover these basic requirements for and prohibitions on
claims.

Ideally, regulations across Pakistan would be aligned so as not to create internal and/or external trade barriers that could
impede fortification efforts. The fortification acts in Sindh, Balochistan, and Khyber Pakhtunkhwa appear to seek to
achieve this.

¢ Any changes to labelling regulations, in particular with logos, should be accompanied by strong consumer education
to ensure that labelling regulations are effective. Changes would also require that regulatory oversight be expanded
to cover the product level, as they currently only cover the food business level. Further, any changes to labelling
regulations should carefully consider the requisite increase in resources and systems necessary to enable and ensure
compliance. A step-wise approach to implementation could prioritise the most critical labelling elements first.

¢ While some aspects of regulatory governance were outlined clearly in provincial food authority acts (such as the
authority to regulate and licence food businesses, funding, annual reports to government and enforcement regimes
and responsibilities), increasing publicly available information on some aspects of governance (see Information
Limitations above and detail in the table below) could contribute to this regulatory strengthening.

Information sources and limitations

We only undertook a desktop regulatory review in Pakistan. Little detail was found on the process of regulatory design
and drafting, and aspects of monitoring, evaluation (e.g., guidelines), and enforcement (e.g., transparency) aside from in
those provinces with recent food fortification regulations. Such information may sit outside of the regulatory documents
reviewed or may have only been available in information published in Urdu.

fortification logo on the pack of a mandatorily
fortified food as may be prescribed by the

require mandatorily fortified foods to contain
Authority.

fortification logos on the pack.

+ Sindh,*’ Balochistan,' Khyber Pakhtunkhwa,'?®
residents of [the province] 12" 12912

« To promote the nutritional status and health of
» Animporter or a manufacturer shall display a

Sindh Province,’”” Balochistan,'”® Knhyber

Pakhtunkhwa:'%

pecific food outlined in the legislation contains
whether essential amino acid, essential fatty acid or both)".

pecified amount of vitamin or mineral (e.g., 100 millilitres of wheat flour must contain >4,000

|.U. of vitamin A to claim that the wheat flour is fortified with vitamin A) - which does not exceed
the recommended daily dose in Codex Guidelines for Vitamins and Mineral Food Supplements

(CAC/GL 55-2005).

"

u

- The claim must be written as: “This food is (state which: enriched, fortified, vitaminized,

"

supplemented or strengthened) with (state the vitamins or minerals or both and their amount in
claim: “This food is (state enriched or supplemented) with (state the amount in milligram) of (state

approved by medical practitioners;

strengthened or contain any statement that may or is likely to convey the meaning that the food is
units expressed per the regulation).

a source of >1 vitamins and/or minerals unless the s
misleading claims [see comment about the specific wording in Khyber Pakhtunkhwa under

federal government before arrival, jointly in the name of the importer and manufacturer. %
- statements or labelling that implies or suggests a food is recommended, prescribed or
Structure of Nutrition Labelling Laws above].

- claims for a therapeutic or prophylactic action or similar, unless specified in the Act;

- words indicating quality, superiority, pure, or similar implications.

includes the quantity of food that can be consumed in one day.!2* 1%
Sindh Province,*#’ Balochistan,'?® Khyber Pakhtunkhwa:'?¢

do not require them to be based on scientific evidence **/

prohibiting false and misleading labelling.
ascorbic acid per 100 gm of product;

prohibits certain claims 124 12

>as

+ ‘Source of energy’ and ‘source of protein’ claims can be made, with conditions - e.g., that the label

» Imported products claiming to be a source of vitamins or minerals must be registered with the
+ Pakistani authorities consider claims (including implied claims) largely as promotional tools and

« Limited regulatory restrictions on nutrition or health claims'*’ aside from provincial acts

+ Punjab Province has a voluntary fortification statement (provided conditions are met) and
Punjab Province'® (noting that the Punjab Pure Food Regulations cover many of these same

+ Any fruit or vegetable product claimed to be fortified with vitamin C shall contain >40 mg of

+ No food label can claim that the food is enriched, fortified, vitaminised, supplemented or

+ Where afood is enriched with essential amino acid and/or essential fatty acid, a food label can
» Advertisements for mandatorily fortified foods must protect the consumer from false and

elements):
+ The following are prohibited from being placed on food:*2* 1%

(%]
E
(1]
—_—
[S)
=
=
<
(%)
=
©
<
o
<
(=]
=3
‘=
-
=
=

* Noneidentified

package is <25cm?. 2%

100 ml of food ready to use when prepared according to the instructions on
Sindh Province, ¥’ Balochistan,'*® Khyber Pakhtunkhwa:'?¢

the label;
- nutrients may also be declared per 100 kcal or kJ.

Province (with exceptions, such as fruits and vegetables, and meals served by

caterers).1
food safety authority acts also specify aims to provide for safety and standards

of food for example in Sindh.*

Punjab Province:
- nutrients should be expressed per 100 g or 100 ml of food as sold, and per

condensed milk) should be legible and the font should be >3mm in height, or

to protect public health and provide for safety and standards of food. Other
constitutes ‘essential information’ is contained in the legislation but this may

- energy value (kcal or kJ), protein, carbohydrates (g), and fat (g);
advertisements must provide essential information. No detail about what
reasonably include a nutrient declaration.

- total quantity of each vitamin or mineral;
information about the food as specified by the Authority. Similarly,

>Immif the

order:?
« Information in declarations (including re-declarations for certain foods such as

« Nutrient declarations are mandatory on all pre-packed food labels in Punjab
+ None identified specific to labelling, but the Punjab Food Authority Act®* aims

« Nutrient declarations must include the following information in the following

Nutrient declaration
Regulatory form and substance
« Nutrient declarations are voluntary in all other provinces.*’
» Mandatorily fortified foods must be labelled with minimum essential

Regulatory
framework

Table 8 — PAKISTAN — Summary of nutrition labelling regulations

Excludes draft regulations unless specified.

Regulatory
objective(s)
Operative
terms and
conditions
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The George Institute for Global Health

"

Food Fortification Program which includes mandatory and voluntary fortification to “promot/e]... optimal health and to

compensate for the loss of nutrients due to processing and/or storage of food”.**° It applies to all imported or locally

which are responsible for food safety in their jurisdictions, and other agencies linked to the food fortification programme
awareness and use of nutrition labelling tend to be better in high socio-economic and educated groups and are lower in
opportunity to mask non-compliance. Further, there are no limitations on ultra-processed foods being fortified and using

products in the market, laboratory analysis of product samples, industry training, and consumer education programmes.
An example of consumer education is the DoH and FDA's promotion of fortified food products through the Sangkap
Pinoy Seal and other nutrition promotion programmes. At barangay levels (the smallest administrative division in the
Despite this regulatory governance, we heard in interviews and surveys that Filipino consumers tend not to use nutrition
labelling and that general awareness of nutrition labelling, including the Sangkap Pinoy Seals, is poor. However, the

We also heard that industry, particularly smaller manufacturers, may not use Sangkap Pinoy Seals due to the associated
costs (such as the cost of analysis of nutrients by accredited laboratories). Inspectors who monitor the programme

the logo, which can create a perceived health 'halo’ effect around otherwise unhealthy foods. Consumer education is
needed to increase awareness of nutrition labelling, including the Sangkap Pinoy Seals. Education programmes could, for

Nutrition Surveys conducted by the Food and Nutrition Research Institute have shown that industry is not meeting iodised
Philippines) village nutrition workers coordinate nutrition programmes, including fortification (including salt) seals.

grade salt must iodise salt and use iodised salt in other processed food products, and all food outlets, restaurants, and
stores are to only make iodised salt available to customers. An exemption from using iodised salt in food products can be
sought under the Revised Implementing Rules and Regulations.*** However, we heard from respondents that National
and its regulatory agency, the Philippines Food and Drug Administration (FDA). The FDA is responsible for the safety and

quality of processed and pre-packaged foods, iodised salt, and fortified foods. The National Nutrition Council is the
Administration, monitoring and enforcement of nutrition labelling occurs through the FDA's (and LGU'’s) pre- and post-

market product registration (which includes a label review). We heard from respondents that pre-market approval
are under-resourced and while new regulations often include a budget for human resources and capacity at the FDA,

harmonisation and consumer health, reduce trade barriers and ensure regulations are enforceable.*** We heard from
this may not be implemented. Scheduled, rather than surprise, inspections of manufacturing facilities also create an

The main government bodies tasked with developing and enforcing food regulations for nutrition labelling are the DoH
main policymaking and coordinating body on nutrition and also serves an advisory role on food fortification.**° Other
government agencies assist in monitoring and enforcement of regulations, including Local Government Units (LGUs)
Food labelling and advertising regulatory development are informed by country-level evidence from the government’s
Food and Nutrition Research Institute, Codex standards, and a mandated public consultation process to promote
respondents that industry may be overrepresented in policy development via direct engagement with legislators.
supports high compliance with nutrient declaration requirements. Post-market surveillance includes monitoring of

promulgated through Department of Health (DoH)-issued regulations. The Act also encourages the voluntary fortification
The Philippine Act for Salt lodization Nationwide (ASIN), 19952 mandates that all producers and manufacturers of food-

processed foods for consumption in the Philippines including food served at restaurants and food service establishments,
of processed foods or food products through the Sangkap Pinoy Seal Program which is based on the relevant standards

with very few exceptions. The Act mandates fortification of staple foods (rice with iron; wheat flour with vitamin A and
for food fortification. For example, Administrative Order No. 4-A s. 1995 Guidelines on Micronutrient Fortification of

Food, 1995 sets out criteria for the fortification of staple foods (including meeting minimum levels of fortificants and
its shelf-life). The Order also encourages the voluntary fortification of foods widely consumed by at-risk groups, such

iron; refined sugar for human consumption with vitamin A; cooking oil for human consumption with vitamin A, except
being able to show at least 80% to 90% of the claimed fortification level if the food were to be tested at any point during
as cereals and cereal-based products, such as snack foods and instant noodles, with iron and B vitamins, and juices,

The Philippine Food Fortification Act of 2000%° and its implementing rules and regulations'*° establish the Philippine
for export) and other staple foods as required by the National Nutrition Council based on nutrition survey results and

Responsibilities and regulatory governance for nutrition labelling
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Structure of nutrition labelling laws
The Philippine’s nutrition labelling regulatory regime is structured as follows:

e The Food, Drug and Cosmetics Act 1963 (Republic Act No. 3720, last amended in 2009)¥° sets out general labelling
requirements (including that mandatory labelling must be conspicuously placed so that it is likely to be read and
understood), prohibits misbranding of food (e.g., false and misleading labelling) and establishes the FDA (previously
the Bureau of Food and Drugs) and its functions, duties and powers.

- Bureau Circular No. 2007-002 sets out Guidelines in the use of Nutrition and Health Claims in Food** by the FDA.
The guidelines adopt the Codex Alimentarius Commission Guidelines for Use of Nutrition and Health Claims (CAC/
GL 23-1997, Rev. 1-2004) and are used to evaluate and make claims in food labelling and advertisements, in addition
to, and insofar as it is consistent with existing relevant national laws and regulations.

e The Food Safety Act of 2013 sets out basic principles of food safety including requirements for general labelling,
prohibitions on false or misleading labelling, and establishing science- and risk-based regulation. It establishes the
DoH and Department of Agriculture (for primary agricultural products) as responsible for setting mandatory food and
labelling standards.

- Administrative Order 30 (2014) Labelling of prepackaged food products'*’ by the DoH sets out requirements for
nutrition information on labels, including claims and nutrient declarations, prohibits specific claims, and includes
general labelling requirements and offences for false and misleading labelling. Exemptions from the labelling
provisions in specific circumstances can be sought.

The Philippine Food Fortification Act of 2000**° establishes the Philippine Food Fortification Program with both
mandatory and voluntary fortification, Sangkap Pinoy Seal programme logos and claims for fortified foods and
requires nutrient facts labels on all processed food or food products with the micronutrient(s) added.

- Administrative Order No. 4-A s. 1995 Guidelines on Micronutrient Fortification of Food, 1995 sets out
requirements for labelling fortified foods (including labelling foods as ‘fortified’) and criteria for the fortification of
staple foods and establishes the FDA as responsible for enforcement.

- Implementing rules and regulations for the Philippine Food Fortification Act of 2000*° sets out the requirements
for meeting fortification specifications, and for monitoring, evaluating and enforcing the programme.

- Administrative Order No. 82 s. 2003 provides Guidelines on the Granting of Diamond Sangkap Pinoy Seal to the
Manufacturers of Fortified Products**® sets out the terms of use of the Diamond Sangkap Pinoy Seal on fortified
foods and related processes and offences.

o Act for Salt lodization Nationwide (ASIN) 1995 (Republic Act 8172)**> mandates salt iodisation and required labelling,
including the product name and fortificant listed, prohibits misleading labelling, and details requirements for
manufacturers and to administer, monitor and enforce labelling.

- Revised Implementing Rules and Regulations of Republic Act No. 8172 "An Act Promoting Salt lodization
Nationwide and for Related Purposes”'** sets out an offence for mislabelling salt and requires product labels to
stipulate the use of iodised salt.

- FDA Circular No. 2015-005 Guidelines on the Use of “Saktong lodine sa Asin” Quality Seal** introduced an
iodine-specific Saktong lodine sa Asin Quality Seal to increase the awareness and use of adequately iodised salt in
households and point of purchase.

e FDA Circular No.2012-015 — Guidelines on Voluntary Declaration of the Front of Pack Labelling (Energy or Calorie
Content) on the Labels of Processed Food Products'™ establishes the FOPNL as part of the labelling system.

As an ASEAN Member State, a set of non-binding regional guidelines, principles and standards apply to the Philippines’
labelling laws and/or fortification as indicated, although we found little by way of specific regional labelling regulation that
influences ASEAN Member States’ national labelling regulations.

o ASEAN Guidelines on Promoting Responsible investment in Food, Agriculture and Forestry 201872 propose
considerations including supporting food fortification to improve nutrition security and promote the harmonisation of
standards and regulations while allowing national flexibility.

o ASEAN Regional Guidelines on Food Security and Nutrition 20177* serve as a reference guide to develop best practice
policy that promotes nutrition and food security (including food fortification policies to address malnutrition and
micronutrient deficiencies). The guidelines aim to build stronger cooperation and integration on food security and
nutrition across the ASEAN region but few specifics on fortification are included.
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o ASEAN Principles and Guidelines for National Food Control Systems 20147 is aligned with Codex principles and
guidelines For National Food Control Systems CAC/GL 82-2013 and provides guidance on developing food legislation
that promotes food safety, including that national competent authority/ies should establish, implement, evaluate, and
enforce evidence- and risk-based regulatory requirements.

o ASEAN General Standards for the Labelling of Prepackaged Food 20167 that adopt the Codex General Standard for
the Labelling of Prepackaged Food (CODEX STAN 1-1985).

Policy context and objectives

We heard from respondents that the DoH identified diet and nutrition as a priority in its Health Promotion Framework
Strategy 2019-2023 and advocated for FOPNL legislation [PHIO02-S] and that food fortification and regulation is part
of the Philippine Plan of Action for Nutrition [PHIO04-1]. Aligned to this, respondents stated that the objectives of
labelling regulation are to ensure food supply safety and quality and to promote healthier diets [PHI002-S] or “provide
... an immediate way to make healthier choices” [PHIO01-S]. This broadly aligns with the objectives of the Food Safety
Act**¢ which include food safety and protecting health and consumer interests, and the objectives of nutrition labelling
regulation which include providing information and education to facilitate choice.’#’

As an ASEAN Member State, the Philippines must evaluate new or existing regulation to ensure it is compatible with the
ASEAN nutrition and food security policy.”

Nutrition labelling is also integrated into the FDA's broader food product and food business safety system through pre-
and post-market surveillance, which incorporates a review of product labels. There is evidence that the Philippines’
nutrition labelling regulations seek to address both over- and under-nutrition, by using both fortification logos and

a voluntary FOPNL (even though this label could be improved based on best practice). However, there are also

some potential tensions between these policies. For example, the Philippines mandates the fortification of sugar

and encourages the fortification of unhealthy foods, such as cereals and snack foods like instant noodles, for which
fortification claims can be made if they have been fortified in line with the regulations. Such policies may encourage the
consumption of unhealthy foods that are associated with non-communicable diseases.

Nutrition labels

Nutrient declarations are mandatory on packaged foods and fortified staple foods (including foods that use the Sangkap
Pinoy Seal as described below). Key nutrients as well as vitamins or minerals added during fortification must be specified.

Nutrition content claims, comparative claims, and health claims are voluntary. The FDA may approve any claims not
covered by regulations if successfully substantiated through a submission to the FDA. Claims that a food product is
enriched/fortified with vitamins and/or minerals can only be made when the amount of added vitamin and/or mineral
accords with the level specified in the Food Fortification Guidelines and the nutrition information is included in the
declaration. lodised salt must also be declared on labels. Several claims are prohibited.

Supplementary nutrition information: There are three Sangkap Pinoy Seal fortification logos that can only be used

on foods containing minimum amounts of fortificant(s): one for foods fortified with iron, vitamin A and iodine; one for
salt fortified with iodine (introduced after the original logo to increase awareness and use of adequately-iodised salt in
households and point of purchase as outlined above); and one (the diamond seal) for staple foods covered by mandatory
food fortification. FDA approval must be sought to use the labels. The ‘Saktong lodine sa Asin’ Seal logo is mandatory on
iodised salt, while the use of Sangkap Pinoy Seal logos for other foods is voluntary. A voluntary FOPNL is also allowed to
outline the energy content of a food product in calories.
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Recommendations to reform nutrition labelling regulations to enable LSFF

¢ Increased attention should be paid to the interaction of fortification and food labelling to ensure that policies and
regulations coherently address over- and under-nutrition. Specifically, the government should review the foods that
can be voluntarily fortified and/or at least limit the use of claims and fortification logos to only foods that are healthy
to avoid health ‘halo’ effects on otherwise unhealthy foods.

o |f deemed useful to enhance consumer understanding (and mitigate potential confusion with existing claims and
logos available), additional specific voluntary standard fortification claims for mandatorily fortified foods could be
considered, to add to existing fortification logos and existing claims for fortified foods (to indicate why the fortified
food is beneficial for an individual's health). This recommendation could be considered for voluntarily fortified foods
where foods are deemed to be healthy and where sufficient requlatory capacity exists to adequately monitor and
enforce additional labelling specifications.

e Regulatory governance overall appears strong through the DoH's regulatory development process, the National
Nutrition Council’s coordination role, and the FDA's pre- and post-market surveillance system, authority, budget,
and enforcement regime, and the cooperation at barangay levels with village nutrition workers on salt iodisation
and fortification. To improve the general awareness of nutrition labelling and the Sangkap Pinoy Seals in particular,
adequate resources are required, especially at regional and village levels through barangay health and nutrition
volunteers. Adequate resources are also required to improve the monitoring capacity of inspectors (e.g., to allow ‘spot
checks' rather than only pre-scheduled inspections) and compliance by smaller manufacturers.

Information sources and limitations

We undertook qualitative surveys and interviews in addition to a desktop regulatory review in the Philippines. From this,
limited information was identified on guidelines and the structures and processes for evaluating labelling regulations.
Such information may sit outside of the regulatory documents reviewed.

Table 9 — THE PHILIPPINES — Summary of nutrition labelling regulations

Excludes draft regulations unless specified.
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Nutrient declaration

Regulatory form and substance

« Voluntary Sangkap Pinoy Seal Program (fortification logos) for use on

mandatorily and voluntarily fortified foods.**
+ Mandatory Saktong lodine sa Asin Quality Seal (logo) on all iodised salt.**®

« Voluntary energy declaration FOPNL.!*

+ The Sangkap Pinoy Seal Program aims to encourage food manufacturers to

fortify processed foods or food products with essential nutrients at DoH-

approved levels by only allowing the seal if products pass defined criteria.

The seal helps to guide consumers in selecting nutritious foods.'*
« Saktong lodine sa Asin Quality Seal aims to “strengthen and revitalise

the existing Diamond Sangkap Pinoy Seal used in iodised salt...increase
awareness and use of adequately-iodised salt in households and point

of purchase ...[and] will serve as a guide to consumers in identifying and

purchasing adequately-iodized salt"

+ The energy declaration aims to renew consumer interest in and heighten

consumer awareness of the energy content of food products.'*®

« Nutrition content claims, comparative claims, and health claims are

voluntary in accordance with Bureau Circular 2007-02 and are subject to

Codex Standards CAC/GL 23-1997 and its revisions.*
« Claims not covered by these regulations are allowed upon application with

substantiation.”

« Several specific types of claims are prohibited (claims as to the suitability

of afood to prevent, treat or cure a disease or disorder or that a synthetic
vitamin is superior to a natural vitamin,*”” and claims that a product is free

from trans-fatty acids).!> 1%
« [Broad objectives from the Constitution to the Consumer Act are quoted,

among others] To protect and promote the right to health and instil health
consciousness among people; to enforce compulsory labelling and fair

packaging to enable the consumer to obtain accurate information as to the
nature, quality and quantity of the contents of consumer products and to

facilitate comparison of the value of such products. 4

« Nutrient facts/declaration labels are mandatory on packaged foods with

some exceptions such as bottled water, and foods that contain insignificant

amounts of all nutrients to be listed (e.g., coffee, spices, flavour extract).

They are also mandatory on fortified foods.!*

+ Toinform the consumers about product contents, protect against

misleading advertising and facilitate sound choices to acquire the

knowledge necessary to be an informed consumer*/

Regulatory
framework

Regulatory

objective(s)
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https://nnc.gov.ph/regional-offices/luzon/national-capital-region/4327-choose-foods-with-sangkap-pinoy-seal-for-added-nutrients
https://nnc.gov.ph/regional-offices/luzon/national-capital-region/4327-choose-foods-with-sangkap-pinoy-seal-for-added-nutrients
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South Africa

Food fortification

South Africa introduced a Food Fortification Programme in 2003 after a National Food Consumption Survey in 1999
found that one in two children aged between one and nine did not meet half of their daily requirements for specific
nutrients.’ The fortification regulations borne of the Program repeal regulations on the enrichment of maize meal which
were promogulated in 1979.

Two regulations under South Africa’s Foodstuffs, Cosmetics and Disinfectants Act (FCD Act) 1972%¢ mandate fortification.
The first are the FCD Act Regulations Relating to the Fortification of Certain Foodstuffs No. 504 of 2003’ (amended by
No. 1206 of 2008'%8) which mandate the fortification of wheat flour, wheat bread, maize meal and unsifted maize meal
with vitamins A, B1, B2, B3 and B6, folic acid, iron and zinc.*> Second, the FCD Act Regulations Relating to Food Grade
Salt No. 184 of 2007**° which mandate the iodisation of food-grade salt but which does not apply to low sodium salt.

Further, the National Food and Nutrition Security Plan for South Africa 2018-2023' includes an intervention to fortify
porridge for specific populations and notes that biofortification should be explored further in South Africa. The Plan also
notes areas of ‘good progress’ including reductions in fatalities of severe acute malnutrition in young children, reduced
vitamin A deficiency, lower anaemia and iron-deficiency anaemia, and a decrease in wasting and being underweight in
young children.

Responsibilities and regulatory governance for nutrition labelling

In South Africa, the Minister for Health is responsible for regulating food, including labelling, and the process of nutrition
labelling regulation design and drafting is regarded to be strong. Several divisions of the Department of Health (DoH)
and other relevant departments are involved in the process of nutrition labelling, including the Department of Planning,
Monitoring and Evaluation, which conducts socio-economic impact analyses of new labelling regulations and monitors
and evaluates regulations once made. Scientific evidence informs regulation, in the form of local data (where available)
and international best practices and standards. Further, all draft regulations are published for public comment and all
stakeholders are engaged in the process.

Administration of all food regulation is assigned by the DoH to local municipalities and food health inspectors at ports of
entry, an approach that can be problematic as some communities lack the resources to appropriately enforce regulations
and rely on self-regulation,**© making it essentially a post-market surveillance system. Evaluation is referred to in some
strategic plans, and it is understood from a respondent that academia often monitors and evaluates the effectiveness of
nutrition policy. Clear enforcement regimes are also laid out in labelling and fortification regulations, and the DoH can
authorise officers to enter and inspect premises and sample products and enforce increasing penalties depending on the
number of offences committed under the FCD Act.

More generally, survey and interview responses indicated that while nutrition labelling regulation is strong, its
implementation, monitoring and evaluation are inadequate, and food labelling responsibilities are disjointed across
government departments. For example, inspectors do not have the capacity and are not well trained to monitor labels,
which is done at the retail or marketplace level, and inspectors’ travel allowances are insufficient to allow travel to
manufacturers or laboratories within large jurisdictions, making the inspection or testing of samples unfeasible. One
respondent suggested that to be more effective, the monitoring of labels should take place at the production level instead
of retail and market levels, which would add pre-market surveillance to the existing post-market surveillance.

It was noted by respondents that consumer awareness of food labelling is low, that consumers do not tend to read labels,
and that their food choices are largely driven by product cost and taste. Consumer awareness of food fortification logos
has also dropped from 'high’ to ‘low’ since they were introduced (while not reported, we assume this is because of a
reduction in consumer awareness campaigns that were conducted when the logos were introduced). This aligns with

a 2017 report that showed that in two provinces, only 37% and 44% of respondents reported ever seeing South Africa’s
food fortification logo, and of those who saw the logo, nearly 80% and 65% reported positive attributes, and 57% and 42%
noted that the logo influenced their decision to buy fortified food.6!
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Structure of nutrition labelling laws
South Africa’s nutrition labelling regulatory regime is structured as follows:

e FCD Act (as amended to 2009)**° sets out offences for false and misleading labelling and gives the Minister for Health
the power to regulate food, including labelling.

e FCD Act Regulations:

- Relating to the Fortification of Certain Foodstuffs No. 504 of 2003'** (amended by No. 1206 of 2008*%8) sets out
specific fortification claims and logos and requires detail in nutrient declarations on fortified foods in addition to
mandating fortification as outlined above. Manufacturers or importers of food vehicles can seek exemption from
labelling provisions.

- Relating to Food Grade Salt No. 184 of 2007*% sets out a salt-specific fortification claim and logo and requires
detail in nutrient declarations on fortified foods, in addition to the naming of iodised food-grade salt. The
Regulations also specify that salt be sampled to monitor compliance and set out requirements for batch analysis for
quality control purposes. Exemption from labelling requirements can also be sought.

- Relating to the Labelling and Advertising of Foodstuffs No. 146 of 2010'%? sets out the requirements for nutrient
declarations, nutrition and health claims and general food labelling requirements (e.g., ingredient list, name of food,
and label letter height and language/s). The Regulations also prohibit false and misleading labelling and apply to
fortified foods in addition to the specific fortification and salt regulations above.

o Guidelines Applicable to the Regulations Relating to the Labelling and Advertising of Foodstuffs (R.146 of 1 March
2010) for Compliance Purposes'®

Several draft regulations under the FCD Act related to labelling have also been published by the government for public
comment but do not appear to have been promulgated yet:

« Draft: FCD Act Regulations Relating to the Labelling and Advertising of Foods: Amendment No. R. 429 of 201464
covered nutrient declarations, claims, and a FOPNL, along with the use of the fortification logo.

« Draft: FCD Act Regulations Relating to the Fortification of Certain Foodstuffs No. 217 of 2016 covered a fortification
FOPNL, general fortification, and health claims.

 Draft for public comment by 30 April 2023: FCD Act Regulations Relating to the Labelling and Advertising of
Foodstuffs No. R. 2986 31 January 2023 — details of this most recent regulation published in 2023) are below under
Nutrition Labels.

Policy context and objectives

While regulations themselves do not specify clear objectives, an interviewee noted that the DoH ensures any labelling
regulations align with NCD and broader food and nutrition security policies. The double burden of under- and over-
nutrition is also acknowledged in South Africa’s National Food and Nutrition Security Plan 2018-2023.*>> This Plan
acknowledges that "the complex interconnectivity [of food control] requires a collective effort in the development,
implementation, and enforcement” and that effective food control requires food regulation, a policy and institutional
framework, food inspection and monitoring, laboratory services and information, and should involve and inform all
stakeholders.

There is also evidence that South Africa’s nutrition labelling regulations seek to address both over- and under-nutrition as
draft food labelling regulations would introduce FOPNL for unhealthy foods, adding to existing fortification logos.
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Nutrition labels

Nutrient declarations are mandatory where nutrition claims are made and for fortified foods and iodised salt. Declarations
are voluntary for all other foods.

Nutrition and health claims are voluntary (with conditions and some prohibited claims), along with fortification claims
for iodised salt, maize meal, wheat flour, and foods that are “fortified for better health” provided the food is fortified per
relevant regulations.

Supplementary nutrition information: Four official fortification logos are voluntary if foods are fortified in line with

regulations: “lodated for better health”, “Fortified for Better Health”, “"Manufactured with fortified maize meal for better
health”, and “Manufactured with fortified wheat flour for better health".1%®

The government released draft food labelling regulations in April 2023 to update requirements for nutrient declarations
(to be mandatory for nearly all products, including products that are mandatorily fortified), nutrition and health claims
(imposing additional criteria for making voluntary nutrition and health claims, including the use of a nutrient profiling
model to screen foods for eligibility), and enrichment of food (specifying what and how much of any vitamin or mineral
nutrient can be added per serve, and that foods required to bear the FOPNL cannot be enriched). The draft legislation
would also create a new mandatory front-of-pack warning label (FOPNL) for foods high in salt, sugar, saturated fat and/or
containing artificial sweeteners. This would add to South Africa’s official voluntary fortification logos for salt, maize meal,
and wheat flour, and likely follows the commitment to investigate and establish an appropriate educational tool for front-
of-pack labels (and meals in restaurants) in the Strategy for the Prevention and Control of Obesity in South Africa 2015-
2020, which takes into consideration populations with low literacy.¢

Recommendations to reform nutrition labelling regulations to enable LSFF

e If draft labelling regulations that are out for comment until the end of April 2023 are implemented, South Africa’s
labelling regulations would come into line with best practice — making them mandatory for nearly all pre-packaged
foods.

e While regulatory governance appears to cover key aspects, such as authority, clear enforcement regimes, and
responsibility for monitoring, in practice, several aspects of regulatory governance can be improved, for example,
through ensuring adequate resources, training and capacity at all levels to implement, monitor, test products/samples,
and enforce regulations. This could cover provinces, local municipalities and food health inspectors at ports that are
assigned the administration role for all food labelling and who need to manage multiple competing priorities including
administration of more time sensitive food safety administration. Pre-market approvals should also be considered
(even if via a self-declaration process) rather than relying on post-market surveillance to ensure regulatory compliance
— which would also assist in general monitoring and evaluation of regulations by providing better baseline data. The
evaluation of regulations and the processes for evaluation (beyond this being the responsibility of the Department
of Planning, Monitoring and Evaluation) could be clarified in publicly available documents. Clearer roles and
responsibilities and/or improved coordination across departments could also improve regulatory effectiveness and
efficiency. We also heard that penalties were insufficient to incentivise compliance, so reviewing penalty adequacy
should be considered in updated regulations.

Information sources and limitations

We undertook qualitative surveys and interviews in addition to a desktop regulatory review in South Africa. From these,
little detail was identified on several aspects of regulatory governance, including how conflicts of interest are managed
during regulatory drafting and design, monitoring and resourcing, and the transparency of evaluation and enforcement.
Such information may sit outside of the regulatory documents reviewed.

>100 mm for woven

paper and plastic packaging and
polypropylene packaging; and be printed in monochrome or colours as

specified.

background on all packaging; clearly visible, easily legible and indelible;

position on the main panelin bold print against a contrasting or clear
and >25 mm for

Better Health”, "Manufactured with fortified maize meal for better health’,
regulations which provide that logos must be:'* 28 printed in a prominent

"Manufactured with fortified wheat flour for better health”) are voluntary

(if fortified per relevant regulations - see "Nutrition and health claims”

+ The official fortification logos (“lodated for better health”, “Fortified for
column).

+ The format and design of the logos are specified in the respective

« Noneidentified

"

Manufactured with fortified wheat flour for better health” may be used

"

Manufactured with fortified maize meal for better health” and

Fortified for better health” on the label or advertising material'®
reserved only for food that is identified and fortified per the regulations*

of one or more of the identified food vehicles as an ingredient, excluding

for foodstuffs other than food prepared with and containing at least 90%
water.!8

"
"
"

or 'very highin’ a vitamin or mineral it must be present in varying minimum

percentages of an NRV). Antioxidant claims are subject to approval 162
a label only where a micronutrient other than the specified fortificants is

following fortification claims that can be used if fortified in line with
implying a food has health-giving properties aside from regulated
fortification logos)'** and nutrient content claims and comparative claims
must meet specified conditions, e.g., to claim to be a 'source of’, ‘highin’
position on the main panelin bold print against a contrasting or clear
background on all packaging and be visible, easily legible and indelible.!*
added to a food vehicle: provided the conditions of the specific nutrient
content claim are met **/

regulations:
- "lodated for better health"*

+ The claim “lodated for better health” must be printed in a prominent

+ General nutrition and health claims are voluntary,'¢? along with the
+ Certain claims are prohibited (whether in words, logos, pictorials, e.g.,

w1
£
]
G
]
=
=
©
]
=
°
c
<
=
(=}
=
e
=
S
=

+ Noneidentified
+ Nutrient content claims may be used in addition to the word ‘fortified’ on

"

- Appropriate measurement unit for energy (always “kilojoules” or "kJ") or
ght for lower-case letters. Smaller sizes

gh for lowercase (bigger for polypropylene packaging),
apply to small packages.'¢2

the fortification amount per serving (except for iodised salt) and per 100

100gm (solids) or ml (fluids) — with the option to include protein, vitamins

and minerals for which a Nutrient Reference Value (NRV) exists in a

separate column;
included in the nutrition information, and vitamins and minerals present

format unless otherwise indicated, with the order of nutrients per the
naturally or added in amounts >5% of the NRV for individuals 4 years+.

example in point 1 of the Annexure;
nutrient value (per the regulations);
gm must also be declared, with the declaration printed on the back or side

the height of lower-case letters must be Imm in height or bigger size in the
panel of food vehicles or foodstuffs.

case of woven propylene packaging.*’
« For food-grade salt*® and food and foodstuff manufactured with fortified

- Minimum mandatory nutrition information per single serving and per
- Where a mineral is added to a food, the elemental mineral can only be
wheat flour or maize meal*® the nutrition information must be printed in

mandatorily fortified" and for salt where the “lodated for better health”
letters >Imm hi

claim and logo are used.** Voluntary for all other foods.'¢2
- "Typical nutrition information” as the title and be presented in tabular

language of South Africa and visible. Unless stipulated otherwise, label

- The mass or volume of a single serving;
information should be >Imm in hei

2.162
+ Label lettering must be a minimum size (generally 1mm), for fortified foods,

+ Additional requirements for nutrient declarations are at s50 and Annexure
» Ingeneral, labels must be in English and where possible one other official

 Mandatory where nutrition claims are made,'®? for foods that are

Nutrient declaration
Regulatory form and substance

Regulatory
framework

« None identified
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https://www.health.gov.za/wp-content/uploads/2023/05/R3337-Draft-Labelling-Regulations-21-April-2023-sc-compressed-1.pdf

"(2702) S86T-0ST NV.LS X3AOD ‘(2T0Z UOISIASY) 31eS Speln poo 104 piepueis g9t

"GTOZ ‘e2L}Y YINoS ‘elioldid 0202-5T0Z 214Y YInos ul Aisaqo 4O |03U0D pue UOURASId dY3 40 AB231ens "yyeaH Jo juswiedaq /97

"(£20%2) ‘snispoo4 Jo buisiuaApy pue buiage ayy 03 bunelay suoneinbay yeiq - (2£6T 40 #SON 12V) 26T 12V SIULIDSUISI] PUE SDBWSOD ‘SPNISPOOS ‘99T

"(9T02) '(9TOZ 4O £T2 ¥) SHMSPOOS UIeLd) JO UOIeDYIIOS 3U) 0} Bune)ay suoneinbay (2£6T 4O #S'ON LIV) 26T 12V USWPUSWY SUBIDDUISIJ PUE SOBWSOD ‘SYNISPO0H ‘G9T

"(#702) '(¥T02 40 62H) JusWpUSWY SPOO4 Jo Buisnianpy pue BuijageT ayy o1 bunejay suoneinbay (267 4O ¥SON LIOV) 26T 19V JUSWPUSLIY SIURIDBJUISIJ PUE SDBWSOD ‘SPNISPOOS 19T
(TT02) ‘sesodind souendwod 1oy (0T0Z U24eW T JO 9T ") SHMSPooS Jo buisianpy pue buiage sayy o) bunejay suoneinbay ayy 01 sjgeonddy - TT0Z /oqwie1das (T UoISIaA 91epdn saulPpINy '$9T
"(0T02) (0T0Z 40 9P T Y) SYMISPOO4 Jo BulsiaApY pue buliage] ayy 03 buneay suoneinbay (2£6T 4O 1S ON LIV) 2Z6T 12V JUSWIPUSIY SIURIDIRJUISI PUB SOBWSOD ‘SPNISPOO4 29T

/102 Aienige4 !puelazums ‘easuan) ‘g1z ‘oded)
uJaise] pue Huanen) :sadUINOId URDLY YINOS OM] Ul ASAINS (1DVH) 1001 96BISA0D) JUSWISSISSY UOIEIYIMOS “adeD) UuIa)sap) aY3 JO ANSIDAIUN “(NIYD) UoniNN paaocidw| 10) 8duely 18901 ‘4144 (DAD) UOIUSARIH pUe |0J3U0D) 3SeaS|( 4104 SI23UD) 'T9T

"#00-22024S 'ON Hoday '£202
92IAIS 1edn}NDLBY UBISI04 2iN)NDLBY JO Jusweda S21LIS PAYUN (SBILIS PAYUN "BILY YINoS - yoday A13uno) spiepueys pue suoneinbay odw| jeinynduby pue poo4 "a21A19S5 1edn)nouby ublaio4 8inynouby Jo yuswieds s81eis payun 09T

(£002) * *(£00Z 40 ¥'8T H) 31eS SpeiD oo 0} Bune|ay suoneINBaY (2/6T 4O ¥'S'ON LDV) 2/6T 12V IUSWPUSWY SIULIDBJUISI PUE SDHBWSOD ‘SPNISPOOS ‘65T

"(£002) (S00Z 40 £05"Y) SHNISPOO Ule}aD JO UOREDYNIOS 3Uy O3 Bune|ay suoneinbay (/6T 30 ¥'S'ON LOV) 2/6T 19V JUBWPUSWY SYUBIIBJUISIJ PUE SONBWSOD ‘SPNISPOOS "8ST

"(8002) (8002 40 90ZT ) SHYMSPOOS UILISD JO UOREIYIRIOS B3 0} Buneldy SUOREINBY JO JUSWPUSWY (2/6T 4O #S'ON LDV) 26T 19V JUSWIPUSWIY S3ULII4UISI] PUE SORSWISOD ‘SYNISPOOS /ST
(£002) “(£00Z 4O 65 Y) USWPUSWY (2/6T 40 #'S'ON LDV) 2£6T 12Y JUSWPUSWY SIULIDBIUISI PUE SORBWSOD ‘SNISPOOS '9GT

£TOZE21Y YINOS ‘el0Ya1d $202-8T0Z BIMIY YINOS o) Ueld A1LINdas UORLAINN PUe POO JeUoneN “YieaH Jo jusuwiiedaq ‘§T

S92UB.1949.4 UOI}D3S

[I-200YS] 104 pa19bpnq aJe pue JndJ0 0s|e pinoys Sdaams UoIedL1I0) |eUOHeU |enuuy
657 9UYO Ue JO AInb sI suoyeinbai 3y Yym aDUBPIOIIE Ul LB JUIO JBS J0J SYUSLUSSIISAPE U] 10 S]9ge] U0 06O] pue WIe)d Yyeay uohepol 1edLo ay) sash oym uosiad Aue ‘Jjes apels) poo4 ai suonejnbay ayy japun
J5°92URJJ0 Ue JO AYInb S1 suoneinbas sy Yym 33UBPIOIIE Ul UBY) JSYI0 SPOO} 10) SYUSLSSILISAPE Ul 10 S]90e] U0 0HO) UONLIYNI0) |PIDLJO 3y} Sash OyM Uuosiad AUe ‘SPn}Spoo uleya)) Jo UoNedYNIo4 a1 suoneinbay ayy Japun

[S-TO0WS] ‘Pa210jua J]om Jou I bulage) UonLNU pue [|-z00YS] Pais1uod Ajjensn Jou ale A3y) 0 J|ews aJe sauy 1eJauab ul

1BYMNS [I-200VS ‘I-T00YS] Aoud mo) e Buiye) JusWSI0JUS Ul ) NS ULD ‘UORRASIUILIPY JSPUN PAUNINO S1ILJ0 BUILIZDU0D 50U} Yiim Buoje) sanssi burdinosal asay | “sajdwies askjeue 0y Ayjiqe Jiayy 1oedwi YdIym ‘s3)qewnsuod Jo ¥0)
e se 4ans sabua)jeyd HuidIN0sas a0y SaloleloqeT [|-z00YS] ‘siod e syonpoid payioduul Uo Ja)yeasb aq 0) SPUS) JUSWIOJUS ‘||RISA0 Jey) pue sioydadsul Aijedidiunw 10 121sIp 03 payiodal aq ued syuredwod Jey payedipul syuspuodsay -
957’ SUONEINB3I S) pUR 1D By Japun papiroid
Ayeuad Aue asodwi 0y uondIpsuN( ayy sey 1nod s a1ensibew v ‘(suoneinbal buipndul) 19y ay Jopun suoisinoid BuluaARAUOD JO PR)IadSNS SI ey} JNISPOO0) 3z19s pue sasiwaid 123dsul pue Jyua 0} buipndul ‘s10323dsul 0) Sannp pue

s1amod snotien Buistioyine ‘Ho Y Jo (Jesauan) 40323110) peay ayy Ybnoiy) ‘smojje awibai ay | Jauuew Huipea)sil pue as|e) e Ul synspooy buijjage) o) bunelal saouayo Joj sanjeuad yyim Wbl JUSWSI0JUS Je3)d B S|IeYep 10y 0D43YL o |  Juswadiou3
<1, SI0JRDIPUI JO 135 |euOneU 9)BUIS  (9) W)SAS Uolen|eAs pue burioyuow jeuoneu ajbuls e (p) ‘sawesboid
Aundas uonLNu pue pooy Jo uoneyuswa dwi ayy Joj 196png jeuoneu 316uIs e (3) ‘A11INJas UonLINU pue pooy Joj ueyd jeuoneu 3)buls e (g) ‘UonLNU pue AN PO} 10} 3INdNAS 3dUeUISACD pue diysiapes) jeuoneu 3)buls e (e) :uowwod
Ul sonsua)deIRYD BUIMOI0) Y)Y PRy pue ‘edLijy Yinos Jano a6pa aAnadwod piojaay e aAeY 0} PUNOJ 3JaM SALUNOD aAY |1 “anbiquiezopy pue ‘Imejey ‘eiskejely ‘eIquinjod) ‘|izelg — Snyels |euonLinu pue A1Indas pooj padueyua Spiemoy
ssa1604d jenueIsqns apew aAey Jey) SaLUNOD ALY Jsulebe edLy Yinosg pasedwiod UONeN|eAd Y | GT'Z 772, :2AL J9PUN UaJp|IyD J0j SUORUSAISIUI UORLINU JO UOIeN|eAs Juspuadapul Ue 0) $13Ja1 Ueld AJLINJaS UORLNN PUe POO4 |eUOneN 3y e
[S/I-T00VS] -9¥enbapeur s1 bunjage) uoRLINU JO UOKEN]BAS BY} ‘1RIBUSD UIING (SIPMS 3)eIUI J|ES TjewsS ‘D)duiexs 10J) riLuspede Ag auop usyo si sanod
UORLANU JO SSBUIAIIIYD B} JO LoNeN|eAd pue bulioyuow sy} Jeyy pue 1ad) aejdyax ew/|ieyas ayy ye adejd saye) bunoyuow asnedaq pue Ayjige pue abpajmouy 10y0adsul mo) 0} anp JUSIDLJAUI S JUSWSI0JUS Jey) Paje)s Juapuodsal y s uonenjeny
‘(saSeqe)ep jeuoneuIS)UI 31geyndal WOy Paule}Go JOU S| UOIeWIOjUI
JUSLNU BI3YM pue SWIe)d ou Yyim s3npoid 1oy S1eak 3.y A1ana payLIaA 8 piNOYS UOIeWIO)UI |eUORLINU) WIE)D B Buijew Jou Usym pue - s1eak 3.y A1aAs JusLinu Yyoes oy siskjeue Ag paylian swie)d yym ‘uonejnwio) 1onpoid e
ur abueyd Aue 1o ajes oy a)qejieAe buiag 1onpoid e Jo SYJUOL 2T UILIM WIE)D e 9)enueisqns 0} SWie)d |euonuinu aAneyuenb 11 Joj WasAs JIpne ue ysigelss 1SN Jainydejnuew e — payioads st wiejd e eyy Ajuan oy paiinbai si sishjeuy -
<o SHNISPOOA JO BuIsILBAPY pue bumageT ayy oy buneiay suoneinbay ay) 0} ajgednddy ssunaping ayy Japupn e
"POYIBW PaYIPaIIIL LR BIA ‘PIPUSILIOIRI JOU DI3UYM PUB ‘X3p0))
10 saudpING ‘suoneNbai 3y Ul SPOYISW 3} YIIM 32UBPI0IIL Ul AI0)eI0qe] pajipaldde pue d)geindai e Aq pauiluiz)ap se sanjea 1ea1dA} ‘|eal ay) aq 1SN Speuw i Wieyd e Usym paJinbai siey) UOHRIR)ISP JUSLNU U Ul UOReWLIOU| -
"92URJJ0 Ue JILWO0D A3 3SIMIBLIO0 ‘HOQ 3y} Jo 9akojdwia 4o Joydadsul ue Aq ysanbal uo shep bupjiom omy
UIYJIM UORRIUSLIND0P 3y} 92npoid 0) 31 9 1SN OyM Ja]19s J0 4ariodwl ‘Jainyoenuew ayy Aq p1odal uo dsy aq 1snw sPnspoo4 Jo buisniaapy pue bunage ayy 0y bunejay suoneinbay ayy Jo syuswa4inbal ay) INoge UoewIoI Iy -
29SHMSPO04 JO buisiIRAPY pue bupjageT al suoneinbay ayy Japupn e
591 (G86 T-0G T NVLS XD) 1eS 8pei-pooy
10} PJepUEIS X0 Y} YHM 32UepI0d2e Ul julod buibexded pue buissadoid au) 1e UORESIPOI JO S]9A3) 1994100 3Insua 0} sasodind Burioyuow aduendwod 1oy pajdwes si3jes pasipol ‘apeld pooy ‘Jes apels) poo4 ai suonenbay ayyjapupn e
[I-200¥S] 'uonanpoud je 82e)d axey pnoys bunoyuow yeyy paysabbns sem | [|-z00YS] @2ueldwod uo ¥oeqpas) aAIda)
JoU S0P Asnpur 92uls 32uenduiod 34NSus 0} POLIBW e Se 3Rl burioyuow bunjew [|-z00YS] 19A9) 92e|dax euu/|ieyai U} e S|age) Joyuouw 0} paulely jam A3y a4e Jou Aydeded ayy aney Jou op $10323dsul ey pajess Suspuodsay e
2V D4 2Y) 81 UONRISIUILIPY JpUN S)Ie1ap 995 o Burioyuop

“burndwies buipnpul syusWJIND3J UONESIPOI WoJy pardwaxs 3q 0y Hoqg ayy 03 bunum ul Aidde ued b 0gz > ssnnuenb ul payded syonpoid )jes apeihb-pooy Jo siapodwi 10 Sixded ‘$10553301d ¢;)1eS Spel) Poo4 a1 SUoNeINBaY ayy Japun
"Ho@ ayy Aq pajedipul se Ljuow ydea paynio} ag 0y palinbal S3)21yaA pooy JO UoidNpoid (.10} pue Saxiw UONeIYIo) JO Junowe
3y} JO sp10dal Aypuow buidasy se yans sa)2IyaA pooy Se pPaYRUSPI SPNISPOO JO SI3)19S J0 Siayiodul ‘Siainydenuew Joj payidads aie syuswalinbas JBYiQ ‘(Siuswalinbai1as yym) sianddns pue sispiodw ‘siinydenuew Xiw Uonedy o) 1oy
paJinbal S| HOQ aU3 Yim uonelsibay 91elo)daliq uontin ayy 0y bunum ui buikdde Aqg suoisinoid buijage) woly uondwaxa ¥aas ued pooy Jo Japiodwi Jo Jainydejnuew Aue ,;SNISPo04 UIe)ad) JO UOIeDLNIO0S 3Y) 31 suoneinbay ayy Japun
(44Sv) paa4 pue poo4
10} WasAS WYy pidey uolun ueadoing ayy pue (NYSO4NI) OMaN saioyiny A1a4es poo- |eUuoneuss)u] :UoISSILUILLIOD) SNBUSWITY X9P0D) OHM/OYA IO 3U) 40 JUI0d 128IUOY) JRUONEN S221JY UINOS SE SYIB UOISIAI] 10J)U0D) POO4 3y |
[I-T00YS] 1enbapeul se pamaia s buiienieas pue ‘burioyuow ‘uoneyuawa)duwi pue [S-T00YS] Siuswiedap ssoide pajuIofsip Se pamala aie sanligisuodsay -

[1-200VS ‘I-T00YS] @1q1Seajun suonedo) asayy je sajdwies Jo bunssy 4o uondadsul bupjew ‘suondipsun( abie) uiyym satoyeloqe)

10 SJaJn)oejnUBL 0} 1A} MO)|E 0} JUBIDLJNSUI 318 SIIUBMOY|E |9ARI} $10303dsul ‘Sjdwexa 404 Bululesy paiinbal aA192a1 A|Liessadau 3, uop pue ‘$}ahpnq payilun sAeY ‘PadIN0SaI-19pUN 8q 0} Pua) 'SUOHDIPSUN{ DY) Ulyym duendwod

pue suondadsul 3uslIbAY pue A}ajes pooy J0j 31qISuodsal 0S|e aie Oym ‘S10}03dsul Jeyy PaYedIpUI OYM S)USPUOdSaI AQ PAWIYUOD SEM MIIA SIU | 4o UOIREIND3I-J13S U 3dUeNR) e pue sdeb abie) buines) suoneinbai a2iojus Agiendoidde
0} $32JN0SaJ pue buIpuny 3y} }2e) SAIUNWWIOD 3WOs e diews)qold aq ued yoeoidde siy | “Aius jo spiod je sioydadsul yyeay pooy pue saniedidiunw |ed0) pue saduiroid 0y Hog ayy Aq paubisse s uoneinbal pooy je Jo uonensiuiwpy -

JeY} P3)0U 0S1e SYUSPUOASDY o¢; UONDIPSLING S) UI DY BY) 92404US 0} UONLSHIOYINe USAID 3¢ ued Ayioyine |edo) e pue sJ0}oadsul Jo siamod aquasaid Aew yyesH 1o J2)siuiy U3 1Y a4 Uy Japun

uonensiuIWpY

[I-200vS]

'$00Z U payebinwosd uoneisiba) yum (buibesoed bunsixa Jo asn pue Ajigess 1onpoud ui sabueyd ayy Inoge suiaduod ‘ajdwexa Joj) Juswajdwi 0y 3)ge pue buiim sem Aisnpul BuLNsua paAJoAUL pue 866 T Ul PRJUSWILIOD UONE)SIDa)
uonesynJoj Aioyepuew ysigeiss 0y ssexoid ayy ‘ajdwiexa 104 [S-T00YS] “Uone|sita) 3y} Jo O M Y3 SSUROU JUSWUISA0H 3y pue SYJuoW 321y} J0j Juawiwod dngnd 1oy paysngnd s uoiye)siba] 1elp pue pa)nsuod aie SIapjoyayess |1y
[S-TOOYS ‘I-T00YS] (¥2p0D) PUe ‘OHM dU} Wo4) 3duepIinb aAewIoU ‘SaouaLadxa SaLUN0d Jayyo buipndur) adnoeid 1594 J0 3)qejieA Ji YDIeasai |9AS] |euoneu AQ pawiojul ale suone)nbay

‘suoneinbal bumage) mau Jo saskjeue

1oedWI 2IWOU0I3-0120S SNPUOI puUe ‘[S-T00YS] SPeW U0 Suonenhai Sajen|eAs pue SI0juowW uohenjeA3 pue buoyuoyy ‘buiuue)d jo uswyedsq ayy pue J|-200vS] suoneinbas bumage) pooy buiuuidispun yd1easas pue UOReW.Iojul
33 $asl1enydaduod pue swojul UORLANN Jo Juawiyedaq auy :[|-T00YS] Sa1anod uonunu pue pooy Japeolq pue gIN 43L30 Lyim Juswubije Sainsus pue ‘suoneinbal buljjage) pooy Jo UeIpoIsnd ay) Se s}oe pue syelp ‘sasiendaouod
UOISIAI] 103U0D) POO4 S,HOQ YL [S-TOOVS] [I-200VS] Bunyeip A10yeinbai ui paajoaul ie Syuswedap JaYI0 pue SUOISIAIP HO SNOLIEA YBnoyye 4;'suoieinbal buijjlage) pooj uo 4o subis yyesH Jo JR)SIUly 33 1Y a4 Uy Japun

ubisap awayds
pue s3)n.
Kioyeinbai
bunjeiq

3dueusanob Lio0yenbay




Policy and regulatory determinants of nutrition labelling to support large-scale food fortification
88 An examination of 11 geographies

Thailand

Food fortification

Thailand mandates that edible salt is iodised under its Notification of the Ministry of Public Health Re: Edible Salt 2011%°
except for specific foods, such as foods for people who need to restrict iodine consumption, electrolyte drinks, and
foods that use less than 1% of salt as an ingredient or have less than 1% salt in a finished product, for example, rice can be
voluntarily fortified with vitamins B1, B2 and B3.17°

Responsibilities for regulatory governance for nutrition labelling

Thailand's food industry is governed by the Food Act of 1979, and subsequent laws stipulated by the Ministry of Public
Health (MoPH). The Food Act authorises the MoPH's Food and Drug Administration (FDA) to implement and administer
the Food Act. The Act also sets out the role of the Food Commission (which includes the Secretary General of the FDA
and Permanent Secretary of the MoPH) in advising the Minister on regulations related to the Minister's powers (including
food labelling), product withdrawal and appeals regarding licences, among other things.

Manufacturers and importers must obtain licenses from the FDA's Food Bureau before manufacturing and/or importing
food into Thailand to ensure foods meet relevant standards. Product and nutrition labelling is reviewed as part of the
licensing process to ensure compliance. Licences are valid until 31 December three years from their issue date. An
extension can be sought before licence expiry, with a right to appeal if rejected. The FDA must also approve any proposed
advertising of a food, ensuring a pre- and post-market surveillance system operates for foods in Thailand.

However, the Nutrition Promotion Foundation under the Institute of Nutrition of Mahidol University (INMU), or other
relevant authorised agencies, conduct inspections and certifications required for the ‘Healthier Choice’ FOPNL. Of note,
the INMU — the focal point for experts in food and nutrition — was established in 1977 to strengthen the National Food
and Nutrition Act (the Food Act) under the public university's (Mahidol University) supervision, given its expertise in public
health and medicine.

The FDA Inspection Division conducts post-market control of foods including compliance monitoring and surveillance
to check that foods comply with national food safety and quality standards. This monitoring includes inspections of food
factories and premises and the sampling of products for laboratory testing. Samples may be analysed for nutritional value
and standard conformity. Technical guidance on appropriate food production, handling and storage processes may be
given during the monitoring process. If violations occur, products can be recalled, and manufacturers can be prosecuted
depending on the degree of violation. Detail on sanctions is outlined further in the Enforcement section of the table
below.

Structure of nutrition labelling laws
Thailand's nutrition labelling regulatory regime is structured as follows:

e The Food Act B.E. 2522 (1979)"* sets out the powers to regulate food labelling including to promulgate Ministerial
Regulations for labelling and the FDA's requirements for food licensing. The Act also prohibits false and deceptive
food labelling and advertisements.

e Notifications of the MoPH:

- No. 182 of B.E. 2541 (1998) and No. 219 of B.R. 2544 (2001) Re: Nutrition Labelling®’? sets out requirements for
nutrition labelling, including nutrient declarations (nutrition facts) and nutrition and health claims. Conditions for
comparative nutrient claims of ‘added, fortified, or enriched’ are specified. Requirements are also included around
process controls for the addition or mixing of iodine. Note that the Notification of the Ministry of Public Health
(No. 219) B.E. 2544 (2001) Re: Nutrition Labelling (No. 2) is not included but specifies dual display of nutrition
declaration if a product is sold subject to mixing with other ingredients or further processing pre-consumption.

- No. 367 B.E. 2557 (2014) Re: Labelling of Pre-packaged Foods'’® sets out general labelling requirements for pre-
packaged foods (ingredients) excluding foods sold by food hawkers, or that are for sale in hotels etc., and prohibits
false, misleading and/or deceptive labelling.

- Re: Edible Salt 2011%%° mandates salt iodisation and required labelling of iodised salt. The Notification exempts edible
salt from required labelling under the “Notification of the Ministry of Public Health, Re: Label”, but the Notification
does not specify any number or year making it unclear.

- No.373 B.E. 2559 (2016) Re: The Display of Nutrition Symbol on Food Label'* establishes the "Healthier Choice”
nutrition logo.

The George Institute for Global Health

- No. 394 B.E.2561 (2018) Re: Food products Required to bear Nutrition Labelling and Guideline Daily Amounts,
GDAs Labelling'”> establishes the FOPNL, required format of nutrition declaration (nutrition facts) and a
consumption warning.

As an ASEAN Member State, a set of non-binding regional guidelines, principles and standards apply to Thailand’s
labelling laws and/or fortification as indicated, though we found little by way of specific regional labelling regulation that
influences ASEAN Member States’ national labelling regulations:

o ASEAN Guidelines on Promoting Responsible investment in Food, Agriculture and Forestry 20187 propose
considerations including supporting food fortification to improve nutrition security and promote harmonisation of
standards and regulations while allowing national flexibility.

o ASEAN Regional Guidelines on Food Security and Nutrition 20177* serve as a reference guide to develop best practice
policy that promotes nutrition and food security (including food fortification policies to address malnutrition and
micronutrient deficiencies). The guidelines aim to build stronger cooperation and integration on food security and
nutrition across the ASEAN region but few specifics on fortification are included.

o ASEAN Principles and Guidelines for National Food Control Systems 20147 is aligned with Codex principles and
guidelines For National Food Control Systems CAC/GL 82-2013 and guides on developing food legislation that
promotes food safety, including that national competent authority/ies should establish, implement, evaluate, and
enforce evidence- and risk-based regulatory requirements.

o ASEAN General Standards for the Labelling of Prepackaged Food 20167 that adopt the Codex General Standard for
the Labelling of Prepackaged Food (CODEX STAN 1-1985).

Policy context and objectives

Thailand'’s National Plan of Action on Nutrition 2019 — 2023 focused on prioritising and solving malnutrition in all its
forms including undernutrition and overweight and obesity. Current nutrition labelling initiatives such as the Guideline
Daily Amount and Healthier Choice Logo on the front-of-pack reflect Thailand's focus on nutrition labelling initiatives to
address the number of overweight people in the population and obesity. Logos focusing on over-nutrition appear to have
been prioritised over fortification to address under-nutrition, with salt the only product that is mandatorily fortified and for
which the specific “iodized edible salt” claim can be made. More broadly, Thailand's labelling regulations are focused on
providing information and useful nutrition facts to people, and consumer protection.

As an ASEAN Member State, Thailand must also evaluate new or existing regulation to ensure it is compatible with the
ASEAN nutrition and food security policy.”

Nutrition labels

Nutrient declarations are mandatory for certain categories of food. These include foods with a specific nutritional
claim, foods that use nutritional values in sales promotions, foods that target a group of consumers (e.g., students or the
elderly), and other foods specified by the FDA. The FDA's specified foods are a range of specific food categories (snacks,
chocolates, bakery products, and ready meals) which are required to display the mandatory ‘Guideline Daily Amount’
FOPNL, and consequently require a mandatory nutrient declaration to support this display.

Nutrition and health claims: Nutrition claims are voluntary but are subject to conditions that are similar to Codex and US
Food and Drug Administration standards. Nutrient function claims, which are claims about the function of a nutrient to
the human body such as "Vitamin B1 and vitamin B12 assist in function of nervous system’, are subject to FDA approval.
Comparative claims of "...enriched, fortified’ can be claimed for vitamins and minerals (excluding sodium), dietary fibre or
protein only when the per 100g or mL of food when compared to the reference food: a) has a higher nutrient content;
b) when the quantity difference is not less than 10% of Thai RDI for people aged six or over; and c) the reference food is
displayed. Other health claims are not allowed on food products in Thailand.

Edible iodised salt must include the statement ‘lodized edible salt’ displayed adjacent to the name of the food product.
Products that contain non-iodised salt should include a statement ‘for people who need to limit iodine consumption”.


https://inmu2.mahidol.ac.th/en/about-us/
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An examination of 11 geographies
Guideline Daily Amount label are also required to display the statement ‘Consume less and exercise for better health”.

Policy and regulatory determinants of nutrition labelling to support large-scale food fortification

statement and enriched and fortified claims the only data linking nutrition labelling to fortification. A ‘Guideline Daily

Amount’ style FOPNL label is mandatory for specific food categories and voluntary for other foods. Foods bearing the
There is also a voluntary ‘Healthier Choice’ FOPNL that can be applied for where a product meets nutrition criteria (for

Supplementary nutrition information: No standalone fortification logo was identified in the review, with the iodisation
energy, fat, sugar and sodium) and is considered a healthier choice within certain categories.
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“calculate as percentage of maximum intake per day
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Healthier Choice’ logo'’®

‘Guideline Daily Amount’ style FOPNL'®
surveillance of food products, the pre-approval of food advertisements, and a clear enforcement regime administered

regulatory burden it will require to implement. Prioritisation may also account for current sodium intake levels that are
through the FDA's Competent Officers. However, we found limited information in other areas of regulatory

priority of salt iodisation to address iodine deficiency compared with other nutrition interventions, given the additional
being partly addressed by the sodium declaration as part of the Guideline Daily Amount style FOPNL.

education for labelling, in particular for SNI, about how regulations are evaluated, and the process for regulatory

governance — which would ideally be publicly available. For example, no information was available on consumer
drafting beyond the Food Commission advising the Minister on regulations.

¢ To align Thailand with Codex standards and best practices, nutrient declarations should be made mandatory for all
processed foods with limited exceptions. It is unclear whether current regulations achieve this in practice.

e Thailand could consider a mandatory salt iodisation logo on foods. Prioritisation of this action may depend on the
e Regulatory governance appears strong across many key areas, including through the FDA's pre- and post-market

Recommendations to reform nutrition labelling regulations to enable LSFF

Information sources and limitations

We only undertook a desktop regulatory review in Thailand. Limited detail was identified on several aspects of regulatory

‘pauIoads ssajun suone|nbal Jelp sapnOX3

regulations, and transparency and complaint handling in labelling enforcement. Such information may sit outside of the

governance, including resourcing, regulatory design and drafting processes, consumer education, evaluation of existing
regulatory documents reviewed or may have only been available in information published in the Thai language.
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The George Institute for Global Health

¢ Vegetable oils that contain soy oil, palm oil, rapeseed oil, and peanut oil must be fortified with vitamin A, except for
vegetable oils used for food processing.

e Decree 9/2016/ND-CP Regulating Fortification of Micronutrients in Food'’® specifies that:

 Edible salts and salts used for food processing must be fortified with iodine;

e Wheat flour used for food processing must be fortified with iron and zinc;
Regulatory governance, in particular the administration and monitoring of food safety and labelling laws across the supply

chain, is shared among different ministries largely depending on the type of food. Most processed food products and
implementation (per the Elaboration of Some Articles of the Law on Food Safety*®* along with the Ministry of Science and

Technology leading the implementation of general goods labelling'®4). For example, we heard that the MoH's Institute of
Public Health's (IPH) experts in nutrition and labelling are responsible for the local implementation and monitoring of food

quality) and issuing regulations on food nutrition labelling (by reviewing global regulations, issuing standards and building
capacity for developing nutrition labelling).*®* No subsequent nutrition strategy was identified, aside from the National
Action Plan on Food Systems Transformation toward Transparency, Responsibility and Sustainability in Vietnam by
safety regulations in 19 southern provinces of Vietnam. [VIEOO2-S] The complexity in coordination across this system is
expressed well in a World Bank report, “Although MOH is responsible for overall food safety, it does not have authority
management system in the country. The role of MOH in this regard becomes one of coordinating and collating different
reports” &

2030,*®2 which only focuses on country of origin labelling, not nutrition labelling or fortification.
packaging sit under the jurisdictions of the MoH through the Vietnamese Food Administration (VFA) and the Ministry of

Industry and Trade (MOIT, e.g., for retail marketing). Meat and poultry, bulk commodities, dairy products, fresh fruits,
public engagement. Pre-market surveillance of foods is conducted through food-specific self-declarations, certificates

Where deficiencies are not deemed a public health problem, the Government of Vietnam allows the voluntary addition
of micronutrients to supplemented food (“ordinary foods added with healthy micro-nutrients and elements, such as
vitamins, minerals, amino acids, fatty acids, enzymes, probiotics, prebiotics and substances having other biological

to direct the management of other ministries and departments involved in food safety management. This leads to more
or less independent activities on food safety control by each ministry and, therefore, no comprehensive food control
Regulatory development is multisectoral and involves the WHO and National Institute of Nutrition, and stakeholder and
of food safety and through registration of advertising (including labelling) contents. Self-declarations and advertising

activities”) via the Circular No. 43/2014/TT-BYT Providing for Management of Functional Foods.*”®
and tree nuts are under the Ministry for Agriculture and Rural Development’s (MARD) jurisdiction.t”” Similarly, the MoH

While now dated, Vietnam’s National Plan of Action on Nutrition for 2012-2015, includes activities to enhance food
is responsible for fortified foods but has reassigned responsibility to MOIT for wheat flour and vegetable oils fortified
with micronutrients and to MARD for iodised salt.”® Provincial/ Municipal Health Services/ Departments organise local

fortification (such as making regulations on fortifying foods, strengthening production, trading, and control of food
micronutrients!®® as part of its role in coordinating food safety. Current labelling regulations focus largely on basic

labelling (such as ingredients and the product name) and prohibit misleading labelling. Regulatory development is

The Ministry of Health (MoH) has overall responsibility for setting nutrition labelling regulations in Vietnam and for
underway on nutrient declarations.

A separate Circular provides a list of micronutrients that can be used in food fortification and supplementation, for

micronutrients to address deficiencies that impact public health at a population level or in a particular target group.
example, specifying sources of vitamin A 18°

The Government of Vietham mandates the fortification of specific foods with specific micronutrients through the
Law on Food Safety'”” which requires food producers to comply with Government regulations on the fortification of

All such fortified foods must also meet relevant national technical and/or food safety regulations.

Responsibilities for regulatory governance for nutrition labelling

Vietham
Food Fortification

registrations are both publicly available on regulator websites (e.g., some authorisation requirements can be undertaken

on the National ATTP Public Service Registration System, which also allows consumers to search registered food

advertisements).

A system of food safety inspections and a range of penalties are in place to enforce laws as part of the post-market

surveillance system.
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Structure of nutrition labelling laws

Legislation in Vietham cascades down from laws (enacted by Vietnam's National Assembly), then decrees (issued by the
Government) and lastly circulars (issued by ministries). In this context, Vietnam's nutrition labelling regulatory regime is
structured as follows:

* Law on Food Safety, 2010"7 is the umbrella law that guides food safety, food production and trading, food import and
export, food advertisements and labelling, and food testing and analysis.

- Decree 15/2018/ND-CP Elaboration of Some Articles of the Law of Food Safety'®* sets out registration and
certification requirements for food manufacturers and sellers in Vietham and food inspection processes, and limits
some advertising (including label) content.

o Law on Advertising, 2012'%¢ sets out requirements for advertising (including printed) products in Vietnam, including
requiring foods or food additives to be advertised to hold a certificate of registration of quality, hygiene, and safety
or to notify the competent state body that standards are met. The law also bans some advertisements, including
advertising products that would have a negative effect on the health or normal development of children.

- Decree No. 181/2013/ND-CP on Elaboration of Some Articles of the Law on Advertising **’ sets out requirements
for advertisements for foods and food additives, including that they state “This product is not a medicine and is not
a substitute for medicines”.

As these regulations are not critical to nutrition labelling, we have not included details of regulatory governance in the
table below.

e Decree No. 43/2017/ND-CP on Goods Labelling *** (as amended by Decree No. 111/2021/ND-CP?88) sets out general
labelling requirements such as the name of goods, ingredients, lettering height, labelling in Vietnamese, with the
MoST the implementing department alongside People’s Committees that manage and inspect goods labelling in
their jurisdictions. Decree No. 111 also requires that nutritional composition and values are labelled according to MOH
guidance for processed and pre-packaged foods.

e Circular No. 43/2014/TT-BYT Providing for Management of Functional Foods'”® sets out general requirements and
requirements to make nutrition and health claims for supplemented foods such as voluntarily fortified foods.

e Circular No. 34/2014 on detailed guidelines on labelling of packed foods, food additives, and food processing aids'®
sets out general labelling requirements (including that ingredients are listed in ascending order of weight or weight
proportion, the product name, and size of lettering), conditions for nutrient content claims, and proscribes misleading
or deceptive labelling.

e Draft Circular — Guidelines for nutrition labelling of foods G/TBT/N/VNM/219 sets out a mandatory nutrient
declaration for food produced and imported into Vietnam. In May 2023, the MoH stated that it has accepted a range
of comments on the draft (including those relating to nutrient reference values (NRVs) and mandatory requirements
to label foods with percentages of NRVs) and will conduct further technical discussions with the government and
industry to progress the draft.!® It is anticipated that this new law will be passed in 2023 and come into force in 2024
and 2025.

As an ASEAN Member State, a set of non-binding regional guidelines, principles and standards apply to Vietnam’s labelling
laws and/or fortification as indicated, though we found little by way of specific regional labelling regulation that influences
ASEAN Member States’ national labelling regulations:

o ASEAN Guidelines on Promoting Responsible investment in Food, Agriculture and Forestry 201872 propose
considerations including supporting food fortification to improve nutrition security and promote harmonisation of
standards and regulations while allowing national flexibility.

o ASEAN Regional Guidelines on Food Security and Nutrition 201773 serve as a reference guide to develop best practice
policy that promotes nutrition and food security (including food fortification policies to address malnutrition and
micronutrient deficiencies). The guidelines aim to build stronger cooperation and integration on food security and
nutrition across the ASEAN region but few specifics on fortification are included.

o ASEAN Principles and Guidelines for National Food Control Systems 20147 is aligned with Codex principles and
guidelines for National Food Control Systems CAC/GL 82-2013 and guides on developing food legislation that
promotes food safety, including that national competent authority/ies should establish, implement, evaluate, and
enforce evidence- and risk-based regulatory requirements.

o ASEAN General Standards for the Labelling of Prepackaged Food 2016 7 that adopt the Codex General Standard for
the Labelling of Prepackaged Food (CODEX STAN 1-1985).
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Policy context and objectives

The Law on Food Safety outlines broad aims, including producing high-quality, safe food, fortifying food, prioritising
consumer access to information on food safety, and the need to issue specific regulations on food labelling based on
socioeconomic conditions.'”” The draft Circular to introduce mandatory nutrient declarations aims to ensure accuracy
and make foods’ nutritional value easy to understand for consumers. Regulatory development takes into consideration
existing laws and national policies, trade agreements, international reference documents (from Codex and the WHO),
data from national nutrition surveys, and the food industry’s capacity to implement the policy, demonstrating the desire
to create coherent regulations. Regulatory administration by way of self-declarations for most foods and post-market
surveillance operates as a single system considering both food safety and labelling.

Separately we heard from respondents that promoting healthier diets is a priority in developing nutrition labelling
regulations, such as draft back-of-pack labelling regulations.

Nutrition labels

Nutrient declarations are not required by current legislation in Vietham. However, in April 2022 the Vietnamese
government issued a draft circular on nutrition labelling and notified the WTO. The government has received comments
on this draft from stakeholders and is due to progress the law through the parliamentary process in 2023.

Voluntary nutrient content claims are permitted provided conditions are met, and voluntary health and nutrition claims
for supplementary foods (voluntarily fortified foods as explained above under Food Fortification) provided minimum
contents based on RNI are met. Claims that foods cure or treat diseases are prohibited. There are no standardised
fortification claims beyond voluntarily fortified food being labelled as ‘supplemented food".

However, one interviewee indicated that the government reviews health claims. This may relate to the requirements to
register the advertisements for some foods, including product labels, with the government.

Supplementary nutrition information: No regulation specific to SNI was identified, including any standalone fortification
logo or FOPNL system.

Recommendations to reform nutrition labelling regulations to enable LSFF

e |deally, the proposed Circular that would introduce mandatory nutrient declarations should mandate the inclusion of
added vitamins and minerals.

e To help consumers more easily identify fortified foods beyond a label including the word ‘fortified’, voluntary but
standardised fortification claims and voluntary or mandatory fortification logos could be considered for mandatorily
fortified foods. We do not extend this recommendation to relevant voluntarily fortified foods at this stage given the
lower public health significance of fortification in these products, and the potential to distract from the upcoming
regulatory focus on implementing mandatory nutrient declarations.

e If claims regulations were updated, stipulations on health claims could be considered to improve regulations beyond
the existing regulation for voluntarily fortified or supplemented foods (for example, including additional information
on labels where appropriate, such as target groups, how to use the food to obtain the claimed benefit and other
lifestyle factors or other dietary sources where appropriate, and the importance of maintaining a healthy diet).

e The process for drafting nutrition labelling regulations is comprehensive, including the use of evidence and public
consultation. It appears that authority for administering regulation is complex — which may be necessary in the
Vietnamese context — but requires high levels of coordination for effective operation. It is unclear what consumer
education takes place, or how well-resourced nutrition labelling monitoring and enforcement is. We also heard that
no evaluation of regulations is planned. These elements could be considered to strengthen regulation. Given Vietnam
also relies on a self-declaration system for foods, monitoring via inspections and adequate training for inspectors is
crucial to enforce compliance.

Information sources and limitations

We undertook qualitative surveys and interviews in addition to a desktop regulatory review in Vietnam. From these, limited
information was identified on the evaluation of regulations and resourcing of regulatory governance. Such information
may sit outside of the regulatory documents reviewed or may have only been available in information published in
Vietnamese.
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Annexure 2: Nutrition labelling for fortified foods in Nigeria (example fact

sheet)

e

Nutrition labelling fo

fortified foods in Nigeria

Mandatory fortification of sugar, vegetable oil, margarine

and butter with vitamin A (varying levels per kg); wheat flour,
composite flour, maize flour, wheat semolina and whole maize
meal with vitamins A, B1, B2, B3, B6, B9, B12, iron and zinc; food-
grade salt with iodine (except in certain cases). Other foods may
be voluntarily fortified per Food Fortification Regulations, 2021.

1. TAKEAWAYS
Labels on fortified foods in Nigeria must include a

nutrient declaration (section 3). Where foods are fortified

in line with regulations, nutrition and health claims can be made
(section 4) and/or a fortification logo can be displayed (section
5). On page 2, wheat flour is provided as a pictorial case study
product (section 6) as well as a summary of key regulations
(section 7) and links to further information (section 8)

2. GENERAL

e [tis an offence to label food in a false or misleading
manner (e.g., to include B12 in the food's ingredients
list when no B12 is present) or to label food in a way that
indicates it has medicinal properties.

Labelling must be in English and may include any other
language and must be clear, prominent, and legible.

All fortified foods, all processed foods (for sale, import,
distribution, manufacture, etc.) and any foods to be advertised
(includes “labelling”) in Nigeria must be registered with the
National Agency for Food and Drug Control (NAFDAC), with
registration renewal required. NAFDAC has created an online
portal for registration of foods and other items (https://
registration.nafdac.gov.ng).

3. NUTRIENT DECLARATION
Nutrient declarations are mandatory on all pre-packaged

foods (incl. fortified foods and iodised salt) though

NAFDAC can prescribe exceptions for some foods (e.g., single
ingredient foods, spices and herbs, small units with a surface
area <10cmz2, nutritionally insignificant foods etc).

¢ Where a nutrient declaration is included on a label, it must:
Be presented in a tabular (or table) format

Express nutrition information in columns per serve or per 100g
(solids) / 100mL (liquids)

Include minimum mandatory nutrition information: energy
(kJd/kcal); fat (g); saturated fat (g); trans-fat (g); carbohydrate (g);
sugar (g); protein (g); salt (mg); and the amount of any other
nutrient for which a nutrition or health claim is made.

Express vitamins and minerals per 100g/ml and as a % Nutrient
Reference Value (NRV) — but only if they are present in an
amount >5% of the NRV per 100g/ml as quantified on the
label.

—For fortified foods: vitamins and minerals can only be
declared where they meet the requirements of the Food
Fortification Regulations; the vitamin or mineral must be
present in >5% of the NRV per serve; and be expressed as a
% NRV per 100g/ml or per package if it only contains a single
serve, plus as a % daily value.

Products containing fats and oils, including emulsions alone or
as part of processed foods: cholesterol (g), monounsaturated
fat (g), and polyunsaturated fat (g) should also be declared.

.~ {he
- faC‘O' (;;‘good
“OQ‘ eﬂaﬂce
et cat ¢ /
Ve George
P Institute

for Global Health

In addition, where labelling of food places special emphasis on
the: a) presence of >1 ingredients, the mass must be declared in
the final product; b) low content of >1 ingredients, the % of the
ingredient must be declared.

4. NUTRITION AND HEALTH CLAIMS
+ FORTIFICATION CLAIMS

e You may include nutrition and health claims on the label
if they meet conditions (e.g., health claims must be supported
by evidence).

o If fortified foods are fortified in line with the Food Fortification
Regulations:

—Nutrition claims are allowed for vitamins and minerals if they
meet a % of a NRV (e.g., "Source of [vitamin or minerall” >5%
of NRV per 100g/ml/serve, with increasing %'s of NRVs to
claim, "A good source of” and "Excellent source of").

—In advertising or labelling of the relevant food, the label
must state a) calcium or phosphorous is a factor in the
normal development and maintenance of bones and
teeth, especially in infants and children; and b) calcium,
phosphorous or iron is a factor in the maintenance of good
health.

When salt is fortified, it must be labelled as such. E.g., “salt
fluoridated”, “salt iodated”, “salt iodized", “salt fortified with
iron”, “salt fortified with vitamins”, or included in ingredient list.
Further, salt cannot be represented as “Reduced in Sodium”
unless it contains <25% less sodium than regular table salt and
satisfies other conditions.

Food product claims on labels must be: Adequately
substantiated before approval (e.g., ‘natural’ claims) and
accurately interpret research findings. Any reference in a label
(advertisement) needs to be verified by NAFDAC. Terms like
“source”, "dietary source” etc re energy and/or protein must
meet specifications. Terms such as "nutritious” must meet
nutrient profiling criteria (i.e., at least four vitamins and two
minerals excluding sodium of an amount that meet criteria for
claim as source).

o Fortified foods cannot specifically be sold or advertised
among other things as a treatment, preventative or curative of
diseases, disorders or abnormal physical states as specified in
the regulations (e.g., Goitre, mental conditions). Similar claims
are prohibited for all foods.

5. FORTIFICATION LOGOS
You must include the Vitamin A fortification logo (below

left) on sugar, wheat and maize flour, vegetable oil,
margarine and butter, that are subject to mandatory fortification.

You must include the iodised salt logo on mandatorily iodised
salt (below centre).

The regional ‘Enrichi’ logo (below right) can be used on wheat
flour and cooking oil fortified with vitamin A as part of the ‘Fortify
West Africa” program that ran throughout ECOWAS countries in
conjunction with development partners between 2011 and 2017.

The logo must be a specified format and size. E.g., printed in
a prominent position on the main panel in bold print against a
contrasting or clear background, and be clearly visible, legible
and indelible.

6. PICTORIAL CASE STUDY PRODUCT — WHEAT FLOUR

This case study product only details the three nutrition label types out

lined in this fact sheet —nutrient declaration, fortification ‘

claim and fortification logo — along with a product name. Figures used are provided as an example only and may not be

accurate. Other details are required on food labels (e.g., ingredient list

Front of pack -

Fortification logo @

P

and weight) but not shown here.

Back of pack

- ﬁ Nutrient declaration

WHEAT FLOUR a 0
Iron is a factor in 5 I '
the maintenance of "
good health 1 E ..
Fortification = -
claim = =~ m——
7. MORE DETAIL ON THE LABELLING Requirements for inclusion of vitamins and minerals in nutrient
REGULATIONS declarations and for nutrition and health claims and SNI for
foods fortified with vitamin A are set out. The regulations

Food and Drugs Act of 2004 sets out enforcement
provisions and the Minister for Health's stance in relation to
food and other substances covered by the Act and requires
certification for imported foods. The Act also prohibits false
or misleading labelling and labelling that indicates food with
medicinal properties.

National Agency for Food and Drug Administration and
Control Act 2004 (NAFDAC Act) establishes NAFDAC, its
functions and powers, including to regulate and administer food
labelling.

Food Products Advertisement Regulations 2021 sets out
requirements for registration of all food products manufactured,
imported, distributed or sold in Nigeria with NAFDAC prior to
advertisement (that includes labelling) and prohibits misleading
or deceptive advertisements. The regulations also limit nutrition
and health claims that can be made in food advertisements.

Processed Food Registration Regulations 2005 sets out
requirements for processed food products and labelling to be
registered with NAFDAC and sets out registration requirements.

Food, Drug and Related Products (Registration) Act 2004
prohibits manufacture, import, export, advertisement, sale or
distribution of food (and other products) in Nigeria unless they
have been registered with NAFDAC. The Act also establishes the
Food and Drug Registration Committee that advises NAFDAC
on applications for registration.

Regulations made under both the Food, Drugs and Related
Products (Registration) Act and the NAFDAC Act:

Pre-Packaged Food (Labelling) Regulations, 2022 set

out labelling requirements for all pre-packaged foods
manufactured, imported, exported, sold or distributed in
Nigeria, including general requirements (e.g., name of food,
ingredients). The Regulations mandate nutrient declarations and
prohibit false and misleading labelling, non-compliant labelling
and medicinal claims. These regulations revoke the previous
food labelling regulations and bottled water labelling regulation
— and apply to products fortified under the two fortification
regulations.

Food Fortification Regulations 2021 alongside mandatory
fortification requirements, the Regulations specify via schedule,
other foods to which vitamins, minerals, nutrients or other
amino acids “may” be added, though the schedule lists both
mandatory and voluntary fortification and applicable fortificants
(e.g., enriched alimentary pasta must be fortified with thiamine,
riboflavin, niacin, folic acid and iron, and can be voluntarily
fortified with pantothenic acid, vitamin B6 and magnesium).

also require registration of all fortified foods manufactured,
imported, exported, distributed, advertised, sold or used in
Nigeria with NAFDAC.

Food Grade (Table or Cooking) Salt Regulations 2021
alongside iodisation requirements, set out labelling
requirements for food grade salt, including a SNI and specific
claims for iodised salt. The regulations also require registration
of all iodised salt manufactured, imported, exported, distributed,
advertised, sold or used in Nigeria with NAFDAC.

As a Member State of the Economic Community of West
African States (ECOWAS), Nigeria is bound by the 1975 Treaty
of the Economic Community of West African States that
establishes a common market and requires the harmonisation
of national policies and standards and promotion of regional
integration. It is also bound by other decisions and ECOWAS
strategies and plans apply to it. However, while these require
harmonisation and seek to strengthen regional cooperation and
coordination, no documents were identified that appeared to
directly affect the regulatory environment described in this fact
sheet.

8. REGULATORS, USEFUL CONTACTS AND
WHERE TO GET MORE INFORMATION

The National Agency for Food and Drug Administration

implements the regulations above. NAFDAC regulations can be

searched at https://www.nafdac.gov.ng/about-nafdac/nafdac-
laws/.

Government regulations can be searched at http://www.
nigeria-law.org/.

The US Department of Agriculture’s (USDA) Foreign Agricultural
Service issues a Food and Agricultural Import Regulations and
Standards Country Report for Nigeria on a regular basis. See
their Nigeria page to access the latest report.

The Global Fortification Data Exchange’s Nigeria Fortification
dashboard provides more detail about food fortification in the
country.

www.georgeinstitute.org
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Annexure 3. Template fact sheet that can be used to detail nutrition labelling
requirements for fortified foods in a geography

Nutrition labelling for fortified foods in <country> Nutrition labelling for fortified foods in <country>
Mandatory fortification of <insert foods and fortificants>. Mandatory fortification of <insert foods and fortificants>.
Voluntary fortification of <insert foods and fortificants>. Voluntary fortification of <insert foods and fortificants>.
4 N 4 )
1. Takeaways 6. Pictorial case study product — Wheat flour
Q Labels on fortified foods in <country> <e.g., must, may> include a nutrient declaration (section 3). @ This case study product only details the three nutrition label types outlined in this fact sheet — nutrient
— Where foods are fortified in line with regulations, nutrition and health claims <e.g., can be made> declaration, fortification claim and fortification logo — along with a product name. Figures used are
(section 4) and a fortification logo <e.g., can be displayed> (section 5). On page 2, wheat flour is provided as an example only and may not be accurate. Other details are required on food labels (e.g.,
provided as a pictorial case study product (section 6) as well as a summary of key regulations (section ingredient list and weight) but not shown here.

7) and links to further information (section 8).

2. General Front of pack Back of pack
Q * <insert details of general labelling requirements as dot points. E.g., It is an offence to label food in a L O seomN
false or misleading manner or to label food in a way that indicates it has medicinal properties. Fortification logo <Insert — .
Labelling must be in English and may include any other language and must be clear, prominent, and fortification logo> e B
legible. All fortified foods, all processed foods and any foods to be advertised (includes “labelling”) WHEAT FLOUR if"«'lnsert nutrient Nutrient
must be registered with the regulatory agency, with registration renewal required.> P — i{ﬂgg!aration per declaration
Fortification claim jclisitactorlinithe e
maintenance of good health> -
3. Nutrient Declaration ‘
Nutrient declarations are <e.g., mandatory on all pre-packaged foods including fortified foods though
the regulatory agency can prescribe exceptions for some foods (e.g., single ingredient foods, spices
and herbs, small units with a surface area <10cmz2, etc).>
Where a nutrient declaration is included on a label, it <e.g., must>: <insert key details as dot points, 7. More detail on the labelling regulations
e.g., D <Insert labelling regulation title, include a hyperlink to where it can be found, and detail the key
* Be presented in a tabular (or table) format elements of the regulation, e.g., Food and Drugs Act of 2004 sets out enforcement provisions and the
* Express nutrition information in columns per serve or per 100g (solids) / 100mL (liquids) Minister for Health'’s stance in relation to food and other substances covered by the Act and requires
* Include minimum mandatory nutrition information: energy (kJ/kcal); fat (g); saturated fat (g); trans- certification for imported foods. The Act also prohibits false or misleading labelling and labelling that
fat (g); carbohydrate (g); sugar (g); protein (g); salt (mg); and the amount of any other nutrient for indicates food with medicinal properties.>
which a nutrition or health claim is made. <Insert all relevant labelling regulations in the country per above instructions>

* Express vitamins and minerals per 100g/ml and as a % Nutrient Reference Value (NRV) — but only if

. = o
they are present in an amount >5% of the NRV per 100g/ml as quantified on the label.> 8. Regulators, useful contacts and where to get more information

<Insert details of the regulatory agency that is responsible for implementing labelling regulations and
where any of its guidance or specific regulations can be searched, e.g., The National Agency for Food
and Drug Administration_implements the regulations above. NAFDAC regulations can be searched at
https://www.nafdac.gov.ng/about-nafdac/nafdac-laws/.>

<insert any other key details in regulations>

4. Nutrition and Health Claims + Fortification Claims

ﬂ:. * You <e.g., may> include nutrition and health claims on the label if they meet conditions <insert
example, e.g., health claims must be supported by evidence>. <Insert where all government regulations can be searched if regulations beyond those of the
+ <insert any other key details in regulations, e.g., If fortified foods are fortified in line with the Food regulatory agency described above apply. E.g., Government regulations can be searched at
Fortification Regulations: http://www.nigeria-law.org/.>

* Nutrition claims are allowed for vitamins and minerals if they meet a % of a NRV (e.g., “Source
of [vitamin or mineral]” 25% of NRV per 100g/ml/serve, with increasing %’s of NRVs to claim,
“A good source of” and “Excellent source of”).

* When salt is fortified, it must be labelled as such. E.g., “salt fluoridated”, “salt iodated”, “salt
iodized”, “salt fortified with iron”, “salt fortified with vitamins”, or included in ingredient list. The Global Fortification Data Exchange’s <hyperlink to country dashboard, e.g., Nigeria Fortification
Further, salt cannot be represented as “Reduced in Sodium” unless it contains <25% less sodium dashboard> provides more detail about food fortification in the country.
than regular table salt and satisfies other conditions.

* Food product claims on labels must be: Adequately substantiated before approval (e.g., ‘natural’
claims) and accurately interpret research findings. Any reference in a label (advertisement) needs
to be verified by the regulatory agency.

* Fortified foods cannot specifically be sold or advertised among other things as a treatment,
preventative or curative of diseases, disorders or abnormal physical states as specified in the
regulations (e.g., Goitre, mental conditions). Similar claims are prohibited for all foods.>

The US Department of Agriculture’s (USDA) Foreign Agricultural Service issues a Food and Agricultural
Import Regulations and Standards Country Report for <insert country> on a regular basis. See their
<hyperlink to country page, e.g., Nigeria page> to access the latest report.

<insert and label all fortification
logos and other SNI that may be
relevant to fortified food>
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