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Abstract

There has been a growing interest in the Food-medicine interface due to its legal and commercial
importance with the development of both food and medicine industries. Food and medicine--even
though some foods have therapeutic (curative or preventive) properties--are two different entities,
regulated by different legal regimes. Hence, the distinction between food and medicine is crucial in
order to protect the interests of consumers. This study is a doctrinal review on the food-medicine
interface at international level with particular reference to its application in the Sri Lankan context.

There seems to be a lack of global policy consensus or coherent legal regime regarding the food-
medicine interface, and the same is true for Sri Lanka. Both Western and Ayurveda drugs are
registered with the competent authorities in Sri Lanka: The National Medicines Regulatory
Authority and Ayurveda Department, respectively. To register a food as a drug, these authorities
can use two criteria: 1. recognised medicinal properties and 2. therapeutic (curative or preventive)
purpose of consumption. The registration of a food commodity by these two competent authorities
can be taken as a criterion to identify them as medicines thus, to differentiate them in a legal sense
from food per se. From a legal perspective, any food not registered by one of these two authorities--
irrespective of their therapeutic (curative or preventive) benefits—is considered to be simply a food.
This demarcation of the food-medicine interface could be used by industries for the purpose of
marketing strategies and law enforcing officers for the purposes of law enforcement.
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Introduction

Food and medicine are essential for human survival. Both commodities are also invariably
profitable for industry actors and often are associated with immense interference of the industries
and their competitive marketing strategies. Food may have therapeutic (curative or preventive)
effects in addition to its nutritious values. Where food is thought to have a potential therapeutic
effect, this is used as a marketing strategy by industries to increase demand. In this backdrop, food
and medicine related laws should be well developed and subject to routine review to prevent
potential misleading of consumers. Since food and medicine are two different commodities, they are
regulated by different legislations; hence, the distinction between food and medicine is crucial in
order to apply and implement the respective laws.

Due to the rapid expansion of the scope of food-medicine interface, sub-entities have emerged
under different terminology such as medicinal foods, borderline products, dietary supplements, food
supplements, complimentary medicines, and nutraceutical products. However, presence of sub-
entities itself is not useful unless a clear guideline is available to differentiate food from medicine.

The main objective of this review is to analyse the demarcation between food and medicine through
the lens of selected comparative jurisdictions, and thereby, to assess the adequacy of Sri Lankan
legal regime that apply on both commodities.

Methodology

The study was a doctoral (on principles) research which was based on two phases. First, an
extensive review of literature was cone, and second, a comparative legal research on selected
jurisdictions was conducted. In the literature review phase, international legal instruments,
legislations of the selected jurisdictions and Sri Lanka laws have been used as primary sources.
Literature was collected through official websites of respective legislature, judicature and
administrative bodies. As secondary sources, scholarly articles, books, and research reports have
been used. The in-depth review was conducted under entities of food, medicine, dietary supplement,
medicinal food, judicial interventions and food-medicine interface. In second phase, India,
Australia, the United States of America, European Union, and the United Kingdom have been
selected as comparative jurisdictions considering the contemporary legal developments of these
countries in respect of regulating food and medicine.

Results and Discussion
Food

Identification of food is based on the scope of the definitions stipulated in legislation and standards.
This part examines the definition of food by looking at international standards, legislation of
selected jurisdictions and Sri Lankan law. The legal definition of food is important as it provides a
clarification to differentiate food from non-food items such as medicines. Both Codex Alimentarius
and World Health Organization exclude medicines from the definition of food. Codex Alimentarius
defines food as ‘any substance, whether processed, semi-processed or raw, which is intended, for
human consumption, and includes drinks, chewing gum and any substance which has been used in
the manufacture, preparation or treatment of ‘food’ but does not include cosmetics tobacco or
substances used only as drugs’ (Codex Alimentarius Commission, 2005. Substances that are used as
drugs or medicines are excluded in the food definition by World Health Organization too (World
Health Organization, 2004). Even though medicines are also intended for human consumption, both
definitions explicitly exclude medicines from the scope of food. However, an exact demarcation
between these two commodities remains vague at international level.
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The comparative legislation provides a more precise definition for food while excluding medicines.
The definition of food encapsulated in the United Kingdom Food Safety Act of 1990 defines food by
specifically excluding medicines. The Food Act of 2003 of New South Wales, Australia explicitly
excludes medicines from the definition of the food by stipulating — “food does not include a
therapeutic good within the meaning of the Therapeutic Goods Act of 1989” (NSW Legislation,
2003). A similar approach is followed in developing countries like India, which defines food with
specific inclusions and exclusions. Among other things, drugs and medicinal products appear in the
exclusion list in Indian legislation. (Ministry of Law and Justice, 2006).

The Sri Lankan Food Act of 1980 defines food as an article manufactured, sold or represented for
use as food or drink for human beings and includes any article which ordinarily enters in to or is
used in the composition or preparation of food (Government Publication Bureau, 1980). The
definition of food is confined to substances for human consumption, and hence, excludes animal
feed; however, it does not explicitly exclude medicines. However, the Food and Drug Act of 1949
which is the predecessor of the current Food Act of 1980 had defined food as “food or drink for
human consumption, other than drugs and ....” (Government Press, 1949). It seems that early Sri
Lankan law was more precise than the current law in explicitly excluding drugs from the definition
of food. Even though some inclusions are stated, it has failed to state important exclusions.
Therefore, it is questionable whether items such as Ayurveda herbal products -- which are mostly
‘food’ or ‘food derivatives’ -- fall under the purview of food or not. The law-enforcing officers of
Sri Lanka have stated that confusion arises due to the lack of differentiation between some
Ayurveda herbal products and food. Further, there remain uncertainties as to which of these
products are covered by food laws or Ayurveda laws in Sri Lanka (Hettiarachchi, 2017). Thus, the
demarcation between food and medicine under Sri Lankan law remain much more unclear when
compared to the other countries.

Medicine

The definition of medicine stipulated in Therapeutic Goods Act of 1989 of New South Wales,
Australia (Federal Register of Legislation, 2020) and the Drug and Cosmetic Act of 1940 of India
and the Medicines Act of 1968 of United Kingdom (Legislation.Gov.UK, 2020) provides a similar
meaning to that of the definition embodied in National Medicines Regulatory Authority Act of 2015
of Sri Lanka, irrespective of the different terminology used in those legislations. According to the
National Medicines Regulatory Authority Act of 2015 of Sri Lanka, medicine includes ‘any
substance or mixture of substances manufactured, sold, offered for sale or represented for use in the
diagnosis, treatment, mitigation or prevention of disease, abnormal physical states or the symptoms
thereof in man or animal; and restoring, correcting or modifying functions of organs in man or
animal; a medicine or combination of medicine ready for use and placed on the market under a
special name or in a characteristic form, both patent and non-proprietary preparations; a product
made out of medicinal herbal extract; nutraceutical with therapeutic claims; and vaccines and sera,
but does not include an Ayurvedic medicine or Homoeopathic medicine’ (Government Publication
Bureau, 2015). Therefore, medicine is simply identified as a substance that used for diagnosis,
treatment, mitigation or prevention of a medical condition. The Sri Lankan definition of medicine
excludes Ayurveda medicines from its scope. Hence, Ayurveda medicines do not come under the
purview of National Medicines Regulatory Authority Act of 2015 and but fall in the scope of
Ayurveda Act of 1961.

The United Kingdom law defines herbal remedy as a medicinal product consisting of a substance
produced by subjecting a plant or plants to drying, crushing or any other process, or of a mixture
whose sole ingredients are two or more substances so produced, or of a mixture whose sole
ingredients are one or more substances so produced and water or some other inert substance, in
addition to its definition of medicine (Legislation.Gov.UK, 2020). The Sri Lankan Ayurveda Act of
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1961 does not define Ayurveda medicines even though the law is providing provisions to register
Ayurveda medicines (Government Publication Bureau, 1961). In Sri Lanka, Ayurveda medicines are
recognized by an expert committee called ‘Ayurveda Suthra Committee’ in the absence of a legal
definition. The lack of coherent definition for Ayurveda medicines can be considered as one of the
loopholes of existing Sri Lankan law.

Dietary supplements

A dietary supplement is an entity which has a functional link with both food and medicine. Vitamins
and minerals are the most common items covered in the scope of Dietary supplement. The parent
category of this subcategory is determined by local legislations and standards. The United States
legally defines dietary supplement as a product, other than tobacco, intended to supplement the diet
that contains at least one or more of the following ingredients: a vitamin, a mineral, an herb or other
botanical, an amino acid, or a dietary substance for use to supplement the diet by increasing the
total dietary intake; or a concentrate, metabolite, constituent, or extract or combination of any of the
previously mentioned ingredients. In addition, the United States Dietary Supplement Health and
Education Act of 1994 — subcategorized this entity under the parent category of food and not under
medicine. It must display the statement - ‘dietary supplements’- on the label (Food and Drug
Administration, 2019). The European Union recognises this entity as food supplements and
recognizes as a food and not as a medicine while food supplements can be presented as capsules,
tablets, pastilles, powder, drops or liquids (Devla ef al., 2011). India does not specifically regulate
this entity; however, it is regulated generally under Food Safety and Standard Act of 2006 (Devla et
al., 2011) recognising dietary supplements as nothing other than foods. All these legal definitions
are in line with the International Food Code -- Codex Alimentarius — which recognizes a food
supplement as a distinct entity under the parent category of food (Codex Alimentarius, 2005). In
contrast, Australia, by the Therapeutic Goods Act of 1989, has recognised dietary supplements as a
medicinal subcategory called complementary medicines. The subcategory includes vitamin, mineral
and nutritional supplements; therefore, dietary supplements are not foods but medicines in Australia
(Therapeutic Goods Administration, 2020).

The Sri Lankan National Medicines Regulatory Authority Act of 2015 has recognized a medicinal
subcategory called nutraceutical products (Government Publication Bureau, 2015). The word
nutraceutical 1s combined from the words nutrition and pharmaceutical and is a food or fortified
food product that not only supplements the diet but also assists in treating or preventing disease,
that is, provides medical benefits (Drugs.com, 2020). According to the Sri Lankan National
Medicines Authority Act of 2015, a nutraceutical product means a product isolated or purified from
food which is generally sold in medicinal form not usually associated with food and which provides
physiological benefit or protection against chronic diseases (Government Publication Bureau,
2015). Items which come under the definition of dietary supplements are compatible with this
definition. On the other hand, dietary supplements such as vitamins and minerals already have been
registered as medicines at the National Medicines Regulatory Authority of Sri Lanka (National
Medicines Regulatory Authority, 2020). Therefore, it is clear that in Sri Lanka, the entity of dietary
supplement is a type of medicine and not a type of food, making it similar to that of Australian law
rather than international standards and the laws of other jurisdictions.

Medicinal Foods
The concept of medicinal food is identified as a specific entity by the law of United States. The
United States Orphan Drug Act of 1983 defines medicinal food as “food which is formulated to be
consumed or administered enterally under the supervision of a physician and which is intended for
the specific dietary management of a disease or condition for which distinctive nutritional
requirements, based on recognized scientific principles, are established by medical evaluation (Food
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and Drug Administration, 2018). This definition emphasises that medicinal food is a specific type of
food which has medicinal characteristics and therefore is considered to be a subcategory of food.
Medicinal food is exempted from nutrition labelling requirements (Lewis et al., 2019). Alschulter
(2011) comments on this definition further, stating that a medicinal food should be labelled for a
specific medical disease or condition that has distinctive nutritional requirements. Some experts
believe that all foods prescribed by physicians or foods that may be of some benefit to people who
are sick are not medical foods. Medicinal foods are distinguished from the category of foods for
special dietary use by the requirement that medical foods are intended to meet distinctive nutritional
requirements of a disease or condition, to be used under medical supervision, and are intended for
the specific dietary management of a disease or condition (Centre for Food Safety and Applied
Nutrition, 2016).

Neither the Sri Lankan National Medicines Regulatory Authority Act of 2015 nor the Food Act of
1980 have included the term medicinal food. However, the Sri Lankan National Medicines
Regulatory Authority Act of 2015 recognized a medicinal subcategory called borderline product. A
borderline product has combined characteristics of medicines and foods, medicines and medical
devices, or medicines and cosmetics (Government Publication Bureau, 2015). This Act further
stipulates criteria for a borderline product: 1. the intended use of the product (or its primary
function) and its mode of action; 2. the therapeutic claims that the manufacturer makes about the
product (claims to treat or prevent disease or to interfere with the normal operation of a
physiological function of the human body); 3. the pharmacological active substance, if any, used in
the product; 4. the concentrations of the active substances; 5. the level of efficacy of the active
substance of the product; and 6. the ingredients used and the concentrations at which they are used
(Government Publication Bureau, 2015). These criteria have shifted the borderline product to be
more therapeutic in nature rather than to be more nutritious. Therefore, under Sri Lankan law, a
borderline product does not bear the same meaning as medicinal food in the United States.

Currently, the concept of medicinal food is not widely developed globally. It has been suggested
that medicinal food be used as a sub-category of food distinct from a drug by updating policies and
amending regulations which will support for the marketing development of the category. Globally,
food industries have already taken the advantage of the absence of strong legal recognition. Given
that the definition of medicinal food is narrow, different types of food have been excluded from the
scope of medicinal food; however, manufacturers attempt to market such excluded types of food as
medicinal foods (Lewis et al., 2019).

The term ‘functional food’ is also often used on labels; however, only for the industrial purposes as
it has not been defined and mandated by law. The functional foods are usually fortified foods,
which are already regulated as food. Manufacturers cannot make specific condition and disease
claims on labels of functional foods as they can for medicinal foods (Alschuler, 2011).

Some food is self-declared by companies as food for medicinal purposes, even though such ex parte
declarations do not fit within the standards or legal definitions. Such food items are often sold
online without proper medical supervision or authority. Sometimes the same items (e.g., chewing
gums containing vitamins) are sold as a food and at other times as a medicine. If such an item is
considered to be a food, the sugar content must be declared; and if such an item is defined as a
medicine, it only is required to display “contains sugar” on its label (Harvey, 2019). Such
complexities warrant a clear distinction between food and medicine.

Judicial Interventions
The Food and Drug Administration of the Unites States had issued warning letters for foods which
are marketed as medicinal foods and may not fit for the criteria of medicinal food, mentioning that
the label/advertisement is illegal (Hoadley, 2011). The Supreme Court in Victoria, Australia
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decided that ‘foods’ and hydration given to a 68 year old patient with severe dementia are medical
procedures rather than food and therefore can be legally refused (Zinn, 2003). In an Indian legal
case, Cadila Pharmaceuticals Ltd. vs State of Kerala, it was decided that dietary supplements
(vitamin capsules) fit into the definition of ‘drugs’ according to the Drugs and Cosmetics Act of
1940 (Indian Kanoon, 2019a). Similarly, in Narendra Sahi & Anr. vs State of Jharkhand, the court
decided that a food supplement was considered to be a drug according to the provisions stipulated
under Drugs and Cosmetics Act of 1940 of India (Indian Kanoon, 2019b).

Food-Medicine Interface

As seen in the above analysis, the food-medicine interface has attracted a growing interest world-
wide. Eckert (2015) opines that it is not clear whether botanical products with health benefits should
be defined as a food or medicine. These products are being consumed by people for their health
benefits, have become a part of the routine diet, and are widely available. Eckert further emphasises
the importance of the availability of a precise legal framework to be applied. Lack of relevant legal
authority on the food-medicine interface could have a considerable impact, particularly on the
countries with vast cultural and racial diversities. For example, there is no single criterion in
Bangladesh for women to differentiate food and medicine; hence, women consider various factors
like age, education, availability, purpose, consistency, and taste are not relevant to intrinsic
characteristics of food/drug (Jennings et al., 2015). This vagueness persists in India also, as the
food-medicine interface depends on cultural perspectives. Since India has huge cultural diversity,
the food-medicine interface is seen to be complex, as various types of plant-based foods are used as
medicines in various cultures (Esakkimuthu et al., 2018).

A criterion being used in Australia to determine the food-medicine interface is based on few simple
questions. Those are: 1. Is the product for oral use for humans? 2. Is there a declaration (as per
Therapeutic Good Act) in relation to the product that it is a therapeutic good? 3. Is the product
covered by a declaration (as per Therapeutic Good Act)? 4. Is the product 'goods for which there is
a standard' in the Food Standards Code? 5. 1Is the product represented in any way to be for
therapeutic use; or likely to be taken [by someone] to be for therapeutic use because of the way in
which it is presented; or likely to be taken [by someone] to be for therapeutic use for any other
reason? 6. Is the product in a class of goods the sole or principal use of which is, or ordinarily is, a
therapeutic use? (Therapeutic Goods Administration, 2020). The answers to these questions are
utilized in a step-wise manner to lead to a satisfactory differentiation between food and medicine.
However, some of the questions are subjective, which has made the food-medicine interface still
somewhat indistinct in Australia.

When considering the Sri Lankan situation, there is no distinct demarcation between food and
medicine, and in addition, no standard guideline available to differentiate between the two entities
clearly. The absence of distinct criteria affects the implementation of both food as well as medicinal
laws which in turn leads to confusion among law-enforcement officers and manufacturers.

Conclusions and recommendations

There is no single accepted distinct boundary for the food-medicine interface world-wide, as
different jurisdictions and standards seemed to be applied differently. Similar to other jurisdictions,
the demarcation between food and medicine remains indistinct in the Sri Lankan legal context. Sri
Lankan legal definitions of medicines and its subcategories like borderline products and
nutraceutical products outline the scope of medicine in clear terms; however, the legal definition of
food is not precise and appears to be too broad. This creates a difficulty in clarifying the food-
medicine interface which ultimately matters in smooth registration and legislative procedures for
both food and medicines.
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Most of ‘foods’ have beneficial health effects (curative or preventive) for medical conditions. A
food could be categorized under medicine when: 1. medicinal properties are recognised; and 2. the
purpose of consumption is therapeutic (curative or preventive). These criteria should be evaluated
by a competent authority such as the ‘National Medicines Regulatory Authority’ for Western
medicines and ‘Ayurveda Suthra Committee’ for Ayurveda herbal drugs in Sri Lanka. Sri Lankan
Ayurveda herbal products (herbal drugs) are registered at the Ayurveda Department while Western
medicines are registered at the National Medicines Regulatory Authority, as required by the law.
There would seem to be no legal barrier to considering both institutions as competent authorities to
regulate, monitor and implement these suggested criteria. As both Western and Ayurveda drugs are
registered in their respective authorities, this registration could be taken as a criterion to identify
medicines and to differentiate from food for the marketing purpose of industries and for the
prosecution purpose of law-enforcement officers.

Other ‘foods’, irrespective of their therapeutic (curative or preventive) properties, which are not
registered in National Medicines Regulatory Authority or Ayurveda Department in Sri Lanka could
be categorized under food. The definition of food stipulated in the Sri Lankan Food Act of 1980
needs to be amended to explicitly exclude medicines, dietary supplements, nutraceutical products
and Ayurveda herbal products. In addition, the Ayurveda Act of 1961 of Sri Lanka needs to be
amended to include a definition for Ayurveda Medicines. Such considerations and revisions would
contribute to establish a pragmatic legal regime for the food-medicine interface in Sri Lanka. Table
1 summarizes some of the needed definitions.

Table 1. Simple theoretical and practical definitions of food and medicine

Theoretical definition Practical definition
Medicine A substance used for A substance which is registered
diagnosis, treatment, at a competent medicinal

of a medical condition. ) )
Competent authority may register

as a medicine a substance —

among other things — that is

intended to be eaten or drunk by

humans, if following two criteria

are satisfied:

1. recognition of medicinal
properties and,

2. therapeutic (curative or
preventive) purpose of

consumption.
Food A non-medicinal substance A substance
which is intended to be eaten | 1. intended to be eaten or drunk
or drunk by humans. by humans and,

2. not registered at a competent
medicinal (Western or
Ayurveda) authority.
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