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Introduction 

The current regulatory approach, with respect to 
food and nutrition, tends to categorize individuals 
as consumers or patients and yet these states often 
occur simultaneously and must be managed by the 
individual and his or her healthcare provider on 
an ongoing basis as a part of the daily routine. In 
addition, research in medicine and health is in-
creasingly moving toward options that personalize 
healthcare and have the potential to engage indi-
viduals more directly in monitoring and managing 
their health and medical conditions. For example, 
one perspective noted the multiple personal varia-
bles, such as age, sex, microbiome, physical activ-
ity, lifestyle that will impact the ability of diets to 
maintain normal postprandial blood glucose re-
sponse.1 Techniques in areas such as genomics, 
metabolomics, diagnostics can personalize aware-
ness of health and disease status and provide the 
ability to better manage status. A recent report 
from the National Academies of Sciences, Engi-
neering, and Medicine (NASEM) indicated that 
the Dietary Guidelines for Americans (DGA) 
should address the food and nutrition needs of 
those in the general population who can benefit 

from improving their diet, and thus would include 
those with chronic disease or at risk for such dis-
orders.2 NASEM also has published a report out-
lining principles for establishing Dietary Refer-
ence Intakes (DRIs) for Chronic Diseases.3 This 
report highlights that DRIs for chronic disease 
differ from DRIs for nutrient adequacy, that 
chronic disease DRIs can apply to nutrients and 
other food substances, and that a process is 
needed to integrate these principles into the DRI 
framework. The Academy of Nutrition and Die-
tetics (AND) have developed a Nutrition Care 
Process (NCP) that provides a systematic ap-
proach to quality nutrition care. NCP relies on an 
interactive model of nutrition assessment, diagno-
sis, intervention, and monitoring/evaluation to as-
sess the needs of a patient or client and make de-
cisions that are evidence-based. Progress with 
NCP has illustrated that food and nutrition has 
an important role in managing certain diseases. 

Managing disease states and medical condi-
tions has been recognized as the purpose of Med-
ical Foods (MF) and Foods for Special Dietary 
Uses (FSDU), in the Federal Food, Drug, and 
Cosmetic Act as well as regulations promulgated 
in the Code of Federal Regulations. However, 
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clarifying when managing a disease or medical 
conditions causes a product to be considered a 
MF, FSDU, drug, or biologic can be challenging 
to discern in the current regulatory environment. 
The lack of clarity raises the question of whether 
the current regulatory framework is sufficient for 
this emerging area in healthcare. I do not have 
answers to this challenge but view the discussion 
and recognition of the issues as critically im-
portant to understand to recognize the value of 
nutrition in managing disease and health-related 
conditions.4 

Conventional foods and dietary supplements 
have had a framework for conveying nutrition in-
formation based on two landmark amendments to 
the Federal Food, Drug, and Cosmetic Act, the 
Nutrition Labeling and Education Act of 1990 
(NLEA) and the Dietary Supplement Health and 
Education Act of 1994 (DSHEA). A fundamen-
tal principle of the framework created by NLEA 
and DSHEA is that nutrient requirements for ad-
equate nutrient intake can be established for the 
general population and that scientific evidence 
can be evaluated to determine when food or food 
components can reduce the risk of chronic dis-
eases that are prevalent in the general population. 
In addition, the most recent DGA are based on 
the evaluation of scientific evidence on dietary 
patterns associated with meeting nutrient require-
ments and reducing risk of chronic disease for the 
general population.5 One of the dietary patterns 
included in the DGA, is the Dietary Approaches 
to Stop Hypertension (DASH), which is a dietary 
approach specifically designed to manage a medi-
cal condition, hypertension. Because nutrition la-
beling for conventional foods and dietary supple-
ments focuses on meeting nutritional needs of the 
general population, MFs, which are for individu-
als with distinctive nutrient requirements, are ex-
cluded from the nutrition labeling requirements 
under NLEA. The category of FSDU was revised 
to exclude products based on nutrient content 

claims (e.g., low sodium) or health claims (e.g., 
sugar alcohols and dental caries), but still exists 
for individuals with normal nutrient require-
ments, but with special needs for utilizing the 
foods (e.g., difficulty swallowing). These catego-
ries within foods (i.e., MF, FSDU, conventional 
foods plus dietary supplements) characterize a 
spectrum of products that can be used to meet 
nutritional needs based on metabolic, physiologic 
and nutritional status of individuals. 

A Federal Register Notice published in 1996 
by FDA provided insight into the agency’s think-
ing about MF and FSDU; the notice was with-
drawn in 2004 because of lack of resources to ana-
lyze comments and move forward. However, in 
the withdrawal notice, the agency suggested the 
principles articulated in the 1996 Notice were 
consistent with current thinking and these princi-
ples recognized that MF and FSDU are intended 
to help in the dietary management of diseases or 
medical conditions.6 More recently, the final 
guidance on MF published in 2016 appears to 
narrowly define MF in a manner most focused on 
inborn errors of metabolism.7 

The MF market has grown steadily in the US 
and various factors may contribute to ongoing 
growth, including the interest in personalized 
healthcare, but is complicated by regulatory action 
from FDA that often appears minimal.6,8 In the 
absence of a process for FDA recognition of sta-
tus as a MF or FSDU, manufacturers may learn 
of a product’s status through regulatory action, 
e.g., if FDA sends a warning letter that it does 
not agree with the manufacturer’s determination 
that the product meets criteria as a MF. Without 
a consistent framework that clearly defines pa-
rameters for MF and FSDU, some manufacturers 
may be reluctant to develop products due to un-
certainty about the market plus concern of regula-
tory action, and unfortunately, other manufactur-
ers may take advantage of the lack of clarity in the 
regulatory framework to mislead consumers and 
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patients about products and their ability to man-
age disease or medical conditions. A review of the 
mechanisms of action of various medical foods in 
gastrointestinal disorders suggests that various 
products can be valuable in managing certain 
medical conditions.8 However, such an analysis 
raises the question of what standards have been 
agreed upon for the scientific evaluation of a MF 
product and specifically what evidence is neces-
sary to establish that a medical condition has a 
distinctive nutrient requirement that requires spe-
cial formulation and processing to meet these spe-
cial needs. An additional question raised is to un-
derstand the difference between managing a dis-
ease or medical condition and an intervention that 
mitigates or treats symptom, an effect which 
makes a product more drug-like in scope. A key 
concern from a regulatory perspective is protec-
tion of public health and having a level playing 
field for the standards that must be met for a 
product to meet the criteria of a MF or FSDU; 
consumers, patients, and healthcare providers 
must have confidence in the efficacy of such prod-
ucts.1 

The European Commission has recently re-
vised its regulations and created a category of 
Foods for Special Groups (FSG), which includes 
Foods for Special Medical Purposes (FSMP). 
The FSG category includes other categories such 
as foods for infants and young children, meal re-
placement for weight control, and gluten-free and 
lactose-free foods but these are not within the 
scope of FSMP.9 Thus a characteristic of products 
within the FSMP category reflect the degree to 
which the “medically determined nutrient re-
quirements…cannot reasonably or realistically 
[be] satisfied by modifying the normal diet, i.e., 
the extent to which it is impossible, impractical or 
un-safe… and/or the extent to which patients 
would have a nutritional or clinical disadvantage 
from consuming foodstuffs…that are not 
FSMPs.”10 To facilitate this approach EFSA, has 

published scientific and technical guidance that 
focuses on the key characteristics of a FSMP, in-
cluding characteristics of the food product, char-
acterization of the disease, disorder, or medical 
condition, characteristics of the patients use of the 
product and its role in their dietary management. 
The establishment of criteria for determination of 
whether a product is a FSMP will facilitate the 
ability of food manufacturers to develop products 
that fit the FSMP category and enable the EC to 
decide if a product falls with the scope of the reg-
ulation and where it belongs within the scope.10 
Understanding the EU approach in creating the 
FSG category and the criteria for approving prod-
ucts, can be useful in developing a way forward. 

The value of diet and nutrition in prevention 
of disease is often highlighted and yet as Harvey 
Fineberg has pointed out, disease prevention is 
“celebrated in principle, resisted in practice.”11 Be-
ing able to manage certain disease states or medi-
cal conditions using dietary approaches can help 
manage quality of life for individuals living with 
such conditions and help manage healthcare 
costs.4,11 RAPS has opened and sustained an im-
portant dialogue about the role of MF and FSDU 
in managing health and disease. This dialogue 
and discussion are important for addressing ques-
tions about the contribution of food and nutrition 
to manage disease and medical conditions. To 
move forward the discussion needs to identify and 
address the question of the scientific and regula-
tory frameworks necessary to evaluate products to 
determine the validity of claims made about their 
role in managing disease or medical conditions so 
that individuals and healthcare providers can have 
confidence in the use of such products. 
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