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PURPOSE OF THIS SYMPOSIUM

Kazuo Sueki, Harunobu Amagase, Ph.D.
Chief Executive Officer Chair, Dietary Supplements Subcommittee
The General Incorporated Association of The American Chamber of Commerce in Japan

International Foods and Nutrition

Food and the nutrients in food are traditionally known to play an important role in the maintenance
and promotion of health. This is now clear both empirically and scientifically. As seen in technologies
such as genetic analysis methods in recent years, the advancement in science and technology is
remarkable. Through these advanced technologies, we are now able to obtain scientific evidence that
a variety of components aside from nutrients in food act alone and/or mutually and synergistically with
other ingredients to maintain and promote health or to prevent diseases and reduce the risk of
illnesses. As one of the effective methods to communicate these valuable facts to consumers, the
concept of health claims toward food has become recognized worldwide and has been applied as a
regulatory system in many countries. The above health claims are available for food with health claims
(Foods for Specified Health Uses (FOSHU) and Foods with Nutrient Function Claims (FNFC)) and
Foods for Special Dietary Uses (FOSDU) in Japan. However, it has been pointed out that the current
system contains an insufficient amount of information, requires a long period of time for the
registration process, and necessitates substantial cost, leading to difficulties in rapidly providing it to
the market. Under these circumstances, in July of this year, Cabinet decision was made in reference
to the report from the Council of Regulatory Reform to promote the reform of health claims.

There are many instances where overseas movements regarding functional labeling regulations
are not recognized by the government and academia even though industries are aware of these facts.
Therefore, the aims of this symposium are to share information concerning overseas activities on
Health Claim system, to establish opportunities where the government, scientists, and consumer
groups in Japan can carry out direct discussions, and to aid the government officials in the awareness
of the situation and in their future activities, while also taking into account the consumer perspectives.
We will also discuss the options for regulatory framework that are suitable for Japan and the
appropriate scientific evidence.

We would like to express our sincere gratitude and appreciation to the speakers and other parties
involved from the US, Europe, ASEAN, and Japan for their participation, and to the sponsors and
co-sponsor organizations for their contribution to this symposium.
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Emi Gamou (Association for the Safety of Imported Food, Japan; and the Nippon Association of
Consumer Specialists)

Bachelor's degree from Department of Humanities and Social Science, Faculty of Letters, Keio University

Master's degree from Graduate School of Social and Cultural Studies (Global Information), Nihon
University

Employment at Snow Brand Milk Products Co., Ltd.; Lecturer at Department of Social Information, Faculty
of Studies on Contemporary Society, Mejiro University; and Visiting Researcher at the Institute of
Information Security

Currently with the Association for the Safety of Imported Food, Japan; and the Nippon Association of
Consumer Specialists

Areas of Expertise in Social Psychology and Risk Communication (Food and Health fields)

Held positions as members of committees including: Cabinet Office Food Safety Commission Risk
Communication Specialist Committee; Ministry of Agriculture, Forestry and Fisheries JAS (Japanese
Agricultural Standard) Standards Committee; Consumer Affairs Agency Nutritional Labeling Review
Committee; Tokyo Metropolitan Area Food Safety Information Evaluation Committee; and Itoham Foods
Groundwater Contamination Investigation Committee

[Selected Publications]

"Information literacy education on food safety: a practice case." Institute of Information Security Issue No.
3,2011

"Problems with health food labeling: How to properly use health foods." Consumer Information No. 418,
The Society for the consumers of Kansai, 2011

"Role of consumer education to promote risk communication.” Food Industry, Korin Book, 2008

Consumer —informed choice is necessary

Since there is no legal definition for "health food," this term denotes "food that explicitly
or implicitly claims functionality of food and ingredients" in this presentation. The debate
concerning health foods ranges widely from problems of safety to economic damage. In
this presentation, | would like to point out that a review of the labeling system is
necessary in order for consumers to rationally choose food, because the degree of
functionality of health foods is not properly conveyed with the current system.

The objectives for establishing of a system for health food labeling are: 1) to provide
information on the degree of functionality based on scientific evidence in order to aid the
consumers in choosing food, 2) to prevent misconceptions that hinder consumers from
rationally choosing food, and 3) to contribute promoting health maintenance of the
Japanese people.

1) and 2): The boundary between pharmaceutical and food products is not clear when
the functionality is considered primarily. It is therefore difficult to distinguish the degree of
functionality of health foods under the current system. Up till now, the regulation has been
such that health foods must not indicate their functionality. However, it has been reported
at the monitoring site that there are instances when it is difficult to distinguish what is
indeed applicable to the regulation with such a variety in expressions and descriptions of
the food. In addition, ambiguous labeling that can be interpreted in many different ways
potentially lead to exaggerated advertisement by the company as well as misconceptions
through the consumer's wishes. Perhaps it is now necessary to assess the labeling
system to be able to determine the degree of functionality and to develop a support
system for the consumers to accurately understand the labels. Labels that indicate
evidence level along with "who is the target,” "how to use the product (timing, amount,
duration),"” and "what degree of functionality can be anticipated” are desired.

3): Scientific evidence is necessary to claim that health food contributes to the
promotion of health maintenance. However, research data in Japanese people on this
subject are insufficient and rectifying this problem is a future challenge. In addition, it is
also necessary to indicate how to incorporate health foods into the consumers' diet in
order to contribute to the promotion of health maintenance.
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Nobuyoshi Shiozawa, Ph.D.

Food Labeling Inspector, Food Labeling Division, Consumer Affairs Agency of Japan

Registered Dietician, PhD (Medicine)

1997 Graduated with Bachelor's Degree from the Department of Literature, School of Arts and
Letters, Meiji University
Joined Ajinomoto General Foods, Inc.

2001 Entered Department of Nutritional Science, Faculty of Applied Biosciences, Tokyo
University of Agriculture

2007 Received Master’s Degree from the Graduate School of Agriculture, Tokyo University of
Agriculture

2011 Received PhD from the Graduate School of Medicine, Dentistry and Pharmaceutical

Sciences, Okayama University
Research Associate at the Graduate School of Medicine, Dentistry and Pharmaceutical
Sciences, Okayama University

2011-present Joined Ministry of Health, Labor and Welfare (September)
Seconded to Consumer Affairs Agency Food Labeling Division (Currently: Food Labeling
Division) (October)

Directions of the studies on the new functionality labeling system

Based on the policies indicated in Japan’s Revitalization Strategy (Cabinet decision on
June 14, 2013), the government will commence studies on the new functionality labeling
system that "describes functionalities based on scientific evidence, under corporate
responsibility” from this fiscal year, referring to the dietary supplement labeling system in
the U.S. Conclusions will be obtained and a new system will be put into effect within the
next fiscal year. This system enables functionality labeling to be imposed under corporate
responsibility without the necessity of individual reviews that are required for Foods for
Specified Health Uses. The introduction of such system appears to be a major shift in the
food functionality labeling system.

In addition, this recent cabinet decision has indicated that the functionality labeling of
agricultural, forestry and fishery products may also be imposed under corporate
responsibility. This decision is not seen in the U.S. or other foreign countries.

On the other hand, the U.S. government has pointed out several problems with the U.S.
dietary supplement labeling system in terms of safety, efficacy, and labeling method.

Therefore, the Consumer Affairs Agency, together with the Ministry of Health, Labour and
Welfare, and the Ministry of Agriculture, Forestry and Fisheries, plans to study the efficacy
and the appropriate labeling under the conditions to ensure safety.

Of these issues, consumer intention survey on the efficacy and appropriate labeling will
be conducted within this fiscal year. The survey will be conducted on general consumers
from populations that are considered to contain a high percentage of people who
misunderstand what functionality labeling is. The purpose of this survey is to obtain basic
knowledge regarding topics such as the evidence level to determine functionality labeling
and the readability of the labeling. Based on the results from the survey, issues will be
discussed by the experts of this field, and the development of a new system will be
planned.

In this talk, | will present an overview of the directions of the studies on the new
functionality labeling system, with focuses on the meaning of the cabinet decision
statement and the main issues that are anticipated in the future.
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Yoichi Sekiguchi (Industrial Association)

1979 Graduated from Agriculture Department at University of Tokyo

1979 Joined Nippon Suisan Kaisha, Ltd.

2000 General Manager, Fine Chemicals Department

2008 Board Member, General Manager, Fine Chemicals Operations Department
2013 Executive Officer, Fine Chemicals Business Operating Officer

2013 Chairman, Japan Alliance of Health Food Association

What are the roles and necessary resources for the industry to promote consumer
health?

With the development of public health, medical care, and pharmaceutical products,
infectious diseases that have threatened the human race for many years have receded in
developed countries. Consequently, the average life expectancy has increased
substantially. For example, the average life expectancy in Japan in 1921 was in the early
40s which subsequently increased to over 50 years in 1947 for both genders. The 2010
survey revealed that the average life expectancy in Japan is 86.4 years old for women
and 79.6 years old for men, demonstrating the world's highest life expectancy. However,
there is a large gap between physical longevity and healthy longevity. It has therefore
become important to reduce this gap and to improve QOL. Research on the third function
(physiological regulation) of food has progressed with the advancement in nutritional
sciences, and the improvement in consumer QOL and reduction in social security
expenses such as medical and long-term care costs are anticipated using such research
outcomes. In order to achieve these goals, the industry needs to produce safe products
that can be used worldwide, and to conduct research and collect information on the
product's safety (such as no observed adverse effect level, drug interaction, collection
and analysis of post-market complaints) and on the product's efficacy (nutritional function,
functional expression level, and interaction of functional ingredients). Consequently, both
"hard" resources (production equipment, research facilities, and customer information
collection facilities) and "soft" resources (such as GMP and HACCP concept, evaluation
method for safety and functionality, and human resources) that are necessary for such
business accomplishments become essential. Providing accurate information is
indispensable for the safe and effective usage of nutritional supplements. Nonetheless, it
is considered that examining the comprehensiveness of necessary information and the
communication of accurate information of company products is required, deducing the
situation when this regulatory reform becomes in effect.
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Ryuichi Morishita, M.D. (Professor, Osaka University, Executive member of Anti-aging society)
Professor, Department of Clinical Gene Therapy,
Graduate School of Medicine, Osaka University

May 1962 Born in Okayama Prefecture

March 1987 Graduated from Faculty of Medicine, Osaka University

March 1991 Graduated from Department of Geriatric Medicine, Graduate School of Medicine,
Osaka University

August, 1991 Research Scientist at Stanford University School of Medicine Division of
Cardiovascular Medicine

April 1994 Visiting Instructor at Stanford University School of Medicine, Division of
Cardiovascular Medicine

October 1998 Associate Professor at the Division of Gene Therapy Science, Graduate School

of Medicine, Osaka University
March 2003-present Professor at the Division of Gene Therapy Science, Graduate School of
Medicine, Osaka University
Dr. Morishita is a board member of various medical societies including Japanese Society of Anti-Aging
Medicine, Japanese Society of Hypertension, Japanese Vascular Biology and Medicine Organization,
Japan Society of Gene Therapy, and Intellectual Property Association of Japan. He has served
numerous government positions, and was appointed in 2013 as a member of the Cabinet Office
Council for Regulatory Reform and an advisor for the Headquarters for Healthcare and Medical
Strategy Promotion (established under Prime Minister Abe). He is also the founder of the first
university-based public bioventure in Japan, AnGes MG. Inc.

Scientific substantiation of supplements in Japan

The introduction of "food with health functionality labeling” (provisional name) by the year
2015 was decided at the Cabinet Decision of Regulatory Reform Implementation Plan.
Traditionally in Japan, functionality labeling of the so-called health food is not approved.
However, with this implementation, supplements with such labeling will be on the market,
similarly to the Western countries. The Regulatory Reform Implementation Plan states
that the so-called "health food" including processed food and agricultural and
forestry products with health claims aside from food for specified health uses or food
with nutrient function claims will each be studied for the new plan to approve
functionality labeling, and conclusions will be obtained. As for its specific plan, from the
perspective of utilizing the know-how that the private sectors possess, the scientific
evidence for the functionality of the specific food will be evaluated by industries
themselves and not by the government. It will also refer to the dietary supplement
labeling system of the U.S. which can label the effect and functionality of the food. This
indicates that functionalities will be described based on scientific evidence under
industry responsibilities. Additionally, under certain rules, processed food and
agricultural and forestry products will each be studied while taking consideration for a
structure that enables operations including ensuring safety (management of
production, manufacturing, and guality, collection of health hazard information)."
This implementation has been decided for the 2014 fiscal year, and the early designing of
the system is necessary in the future. The principal issue is most likely determining which
functionality labeling to approve for each supplement. In the future, it is necessary for the
academia, industry, and regulatory agency to determine these details, but fundamentally
this boils down to how to conduct and provide scientific proof for the decisions. In this
presentation, | would like to discuss how scientific substantiation for supplements is
considered
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Paul M. Coates, Ph.D., was appointed Director of the Office of Dietary Supplements (ODS) at the NIH effective
October 25, 1999. Dr. Coates directs an office whose purpose and responsibilities were defined in the Dietary
Supplement Health and Education Act (DSHEA) of 1994:
F) to explore more fully the potential role of dietary supplements as a significant part of the efforts of the United
States to improve health care;
G) to promote scientific study of the benefits of dietary supplements in maintaining health and preventing chronic
disease and other health-related conditions;
H) to conduct and coordinate scientific research within NIH relating to dietary supplements;
)  to collect and compile the results of scientific research relating to dietary supplements, including scientific data
from foreign sources; and
J) to serve as the principal advisor to the Secretary and to the Assistant Secretary for Health and provide advice to
the Director of NIH, the Director of the Centers for Disease Control and Prevention, and the Commissioner of the
Food and Drug Administration on issues relating to dietary supplements.
Dr. Coates served as Acting Director of the NIH Office of Disease Prevention (ODP) from December 2010 through
September 2012. Dr. Coates also served from 1996-1999 as Deputy Director of the Division of Nutrition Research
Coordination (DNRC) at the National Institute of Diabetes and Digestive and Kidney Diseases (NIDDK). In that role, Dr.
Coates helped to coordinate human nutrition research efforts, both at the NIH and between the NIH and other
government agencies. Among these efforts was Healthy People 2000, the initiative from the U.S. Department of Health
and Human Services (DHHS) to set public health goals for the nation. Dr. Coates co-led the development of the
Nutrition/Overweight chapter for which he received the NIH Director's Award for outstanding activities. Dr. Coates
acted as Co-Chair of the joint DHHS/USDA Steering Committee overseeing plans for the National Nutrition Summit
that was held in Washington in May 2000. He also is a member of the Federal Steering Committee that oversees the
development of the Dietary Reference Intakes. Prior to joining the DNRC, Dr. Coates was NIDDK's Program Director
for the Type 2 Diabetes Research Program (1993-1996) and Project Officer for the multi-center clinical study called
Epidemiology of Diabetes Interventions and Complications (1994—-1996). From 1994 until his departure from NIDDK,
he maintained an active role in career development and fellowship training in the Division of Diabetes, Endocrinology,
and Metabolic Diseases.
Before coming to the NIH, Dr. Coates was on the faculty of the University of Pennsylvania School of Medicine and the
Children's Hospital of Philadelphia (1975-1993), where he was Research Professor in the Departments of Pediatrics
and Biochemistry/Biophysics. His Ph.D. degree in human genetics was from Queen's University in Canada (1972) and
his postdoctoral training took place in the Department of Human Genetics and Biometry at University College London
(1972-1974). His major research interests for many years focused on inborn errors of human lipid metabolism. Dr.
Coates conducted some of the early studies of fatty acid oxidation disorders in infants and children. With an
international team of collaborators, he was responsible for defining many of the genetic defects of human mitochondrial
fatty acid oxidation. He also has studied the metabolism of intestinal and hepatic lipoproteins in people, to identify the
metabolic defects in inherited hyperlipidemias. These studies have led to a new understanding of the role of
environmental factors, such as diet, in the manifestation of genetic disease. He has written more than 100 publications,
and has edited two books in these areas of research.

Challenges and Resources in Dietary Supplement Research

Dietary supplements are widely used by American consumers, and their use, judging by
sales, appears to be increasing each year, with an annual sales volume of about $30
billion in 2012. There are plenty of data in the scientific literature to inform consumers’
decisions about taking supplements, but the data themselves can be uncertain and
subject to interpretation. The experience of the Office of Dietary Supplements (ODS) at
the National Institutes of Health (NIH) indicates that there are several needs to be met in
providing reliable data, with the ultimate goal of informing consumers and their healthcare
providers:

e systematic review of the relevant literature to identify gaps in knowledge, catalyze

research agenda development, and inform policymaking;

e development of analytical tools to ensure accurate measurement of the content of

dietary supplements;

e assessment of total nutrient intake from foods and dietary supplements;

e accurate measurement of biomarkers of nutrient status;

o effective translation of findings into information tools that are useful to consumers.
ODS - along with its partners at NIH, in other federal agencies, and in the private sector —
has provided consumers with access to reliable, as well as emerging, information about
dietary supplements. ODS has recently released the Dietary Supplement Label
Database (www.dsld.nIlm.nih.gov) that provides detailed information from labels of
products currently in the marketplace. There are roughly 20,000 labels in the database,
with new additions at the rate of 1,000 per month. The goal is to have complete,
searchable information from virtually all labels of products available to American
consumers, with each label being reviewed at least once per year to ensure that the
information is current.
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Dr. Manfred Eggersdorfer,
Professor for Healthy Ageing University Medical Center Groningen (UMCG)
Senior Vice President at DSM Nutritional Products and Head of Nutrition Science & Advocacy.

Manfred Eggersdorfer studied chemistry at the Technical University Munich and did his PhD in organic
chemistry in the field of synthesis and characterization of unusual amino acid. He was post-doc at the
Stanford-University, California working with Carl Djerassi on the isolation and characterization of sterols
from marine origin. He joined Roche in 1999 as Head of R+D Vitamins and Fine Chemicals which was
acquired by DSM. Prior to Roche, Manfred Eggersdorfer was working for BASF, Ludwigshafen in different
positions including Head of Research and Development Fine Chemicals.

Manfred Eggersdorfer holds the chair for Healthy Nutrition at the University Medical Center Groningen (NL)
and is responsible for Nutrition Science & Advocacy at DSM Nutritional Products. Further he is active as
member of the Advisory Board of the Johns Hopkins Bloomberg School of Public Health, of the Strategy
Board of the Institute of Food Science University Hamburg, of the International Committee for Excellence in
Food and Nutrition of the University Campus Bio-Medico Di Roma, of the Fraunhofer-Gesellschaft
Curatorial for Innovation, and affiliate of various other organizations. He is author of numerous publications
in the fields of vitamins, innovation in nutritional ingredients, reviewer for a variety of journals and associate
editor of the “International Journal of Vitamin and Nutrition Research”.

Scientific Basis for Dietary Supplementation and Structure-Function Claims

As scientists isolated and identified the structures of individual micronutrients, they were able to
elucidate the relationship between nutrient deficiencies and deficiency diseases. These findings,
epidemiologic and experimental, established the ‘nutrient status’ of essential minerals and vitamins.

This presentation will focus on a framework to establish structure-function claims for other
nutrients from the diet, i.e. bioactives. The ingredient must be characterized and demonstrated safe
for human consumption. There must be a significant, robust body of science demonstrating the
nutrient helps maintain the normal structure or function in humans. A structure-function claim is not a
disease claim, meaning that there is an opportunity treatment, nor is it a health claim to mitigate a
dysfunction, e.g. hypertension. Once the totality of the peer-reviewed evidence is sufficient for
scientific agreement, a regulatory mechanism to sanction structure-function claims can help drive
awareness to change public health outcomes. Two case studies will be presented.

Case Study 1: Lutein and zeaxanthin. Of the 50-60 carotenoids found in the diet, 20 are absorbed
and only these two are concentrated in the macula of the eye. In the eye, lutein and zeaxanthin serve
to protect the retina from damaging wavelengths of visible light. In many regions of the world, low
dietary consumption of lutein and zeaxanthin contributes to a low macular pigment optical density
(MPOD). Scientific evidence will be presented that dietary supplementation with lutein and zeaxanthin
can help maintain vision. With ageing populations experiencing difficulty with glare and contrast acuity,
increasing lutein and zeaxanthin status could benefit quality of life.

Case Study 2: Docosahexaenoic acid (DHA). DHA is an important component of cell membranes
throughout the body, especially the brain where DHA represents 97% of the omega-3 content.
Although mammals can make desaturate and elongate arachidonic acid to DHA, synthesis is
rate-limited. Because of the rapid growth of the brain during the last trimester of pregnancy, premature
infants are at greatest risk of having inadequate dietary intake. Supplementing nursing children,
lactating mothers, or after weaning increases the availability of DHA to the child. Studies show
improvements in cognitive scores - sustained attention, vocabulary, reading - when comparing
DHA-supplemented vs non-supplemented children. Higher omega-3 intakes are also associated with
reduced risk of cardiovascular disease.

Finally, new data will be shared on the potential health care savings which could be derived with
increased dietary supplement usage in the United States. The Council for Responsible Nutrition
studied the impact on health care costs with various dietary supplementation scenarios to address
age-related health events. A systematic review of the scientific literature linking supplement intake
with health outcomes was conducted. Using quantifiable relationships between supplement use and
specific indicators, i.e., biomarkers, the number needed to treat (total number of people who would
have to undergo preventive or treatment intervention to avoid one undesired event) was quantified.
Using the observed health care expenditure in target populations, expected reductions in health
events and potential net expenditure savings were calculated if the target population used dietary
supplements at recommended levels. These calculations show the power of understanding the link
between supplement use and policy (smart prevention) to minimize current and future quality of life
and associated health care costs.
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Patrick Coppens, M.Sc.

Patrick Coppens has a Master’s degree in nutritional sciences and has work experience in the fields of scientific coordination, medical
marketing, quality assurance, regulatory affairs and crisis management. For the last 15 years he is a leading expert in international
food and health law, with particular expertise in food safety, health claims and nutrition policy. He has been chairing task forces in a
number of European trade federations on the subject of health claims.

In January 2005 he joined Brussels-based EAS specialising in regulatory and strategic advice on nutritional products, where he is
Director International Food and Health Law and Scientific Affairs. In this capacity he advises a number of trade bodies, in particular
IADSA. He also is the Executive Director of Food Supplements Foundation and manages the European Botanical Forum. He is a
member of the Belgian Food and Health Plan Steering Committee. Mr. Coppens has a great expertise of food law, in particular with
regard to Health Claims and Nutritional issues and has spoken at numerous international conferences on these topics.

International experience on the development of regulatory frameworks: A global review of

recent developments and the key models currently being applied worldwide

For international trade, equal opportunities to market products in all countries are a crucial element. Codex

Alimentarius has created a framework of standards, guidelines and recommendations laying down specific

requirements for foods. These regulations, developed in consensus by the 186 Codex Alimentarius Member States and

with input from the various stakeholders, are being used by WTO as the reference in international trade disputes under

TBT and SPA agreements.

In the area of nutrition and health claims, Codex has set the pace with the development of guidelines, defining the

various types of claims and specifying the criteria for scientific substantiation. Despite this worldwide agreement,

national regulations still differ markedly. Examples of some of the more advanced systems include:

- Inthe USA, reduction of disease risk claims is subject to premarketing approval. Such claims can be based on
either substantial scientific agreement, authoritative statements or on a qualified assessment of the strength of the
scientific evidence available. Function claims for dietary supplements do not need authorization. They need to be
notified and used based on an assessment of the scientific evidence by the manufacturer.

- In Canada, dietary supplements benefit from a specific framework that encompasses pre-marketing approval not
only of health claims but also of therapeutic claims. The type of claim determines the level of evidence required.

- Inthe EU, all nutrition and health claims need pre-marketing approval and under the methodology established by
the European Food Safety Authority, only convincing health relationships, based on generally accepted scientific
data are accepted. Scientific evidence is not graded and traditional use is not considered. This has limited
considerably the number of approved health claims and lead the European Commission to stop the assessments
of claims for botanicals altogether, pending a revision of the rules.

- InKorea, claims also need pre-marketing approval. Other function claims are approved in according to three
grades of strength of the evidence.

- Finally, also in Japan, grading is applied to enable qualified FOSHU claims.

Despite these divergent approaches, they all have in common that over time the systems have evolved and become

more pragmatic. They have evolved from an absolute cause-effect approach, based mainly on RCTs toward a more

holistic approach considering the totality of the scientific evidence and weighing of this evidence, which is in line with
the Codex Guidelines. Most evolved systems now also allow qualified health claims because relying only on absolute
science, as for pharmaceuticals, narrows down substantially the benefits that can be demonstrated and is a strong
discouraging factor for innovation and consumer information.

Learning from those jurisdictions with extensive experience in this area, the following recommendations can be drawn:

- The definitions from Codex are clear and generally accepted. They form a good basis for international recognition.

- Regulations on claims for health foods, including dietary supplements, can be set up as pre-marketing
authorization or post-marketing notification. While pre-marketing authorization provides for a higher level of
certainly, it also requires an efficient and sufficiently staffed administration to deal with applications and take
decisions within a reasonable timeframe. It should also be affordable for small and medium sized companies and
promote innovation.

- Many health benefits are generally accepted and can be approved in a general way (e.g. under the form of a list or
as monographs). The food or food compound can be characterized and the conditions of use specified. Effective
enforcement is possible on the basis of a post-marketing notification obligation and control of compliance with
GMP.

For those claims that do not meet the generally accepted conditions or are based on company or product-specific
research, an authorization system can be implemented as an incentive for innovation.

- Claims can be substantiated by various levels of scientific evidence. Assessing the totality of the evidence,
including observational evidence and tradition of use, and weighing the evidence is essential. Depending on the
level of evidence, appropriate qualifying wording can be agreed.
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Rend Al-Mondhiry, Esq is Regulatory Counsel at the Council for Responsible Nutrition (CRN) in
Washington, DC. At CRN, she provides legal counsel and advice to CRN’s staff and members in the
areas of legislation, regulatory compliance and advocacy, and international policy development with
respect to dietary supplements and nutrition issues. Prior to joining CRN, Ms. Al-Mondhiry worked as
state legislative counsel for the Consumer Healthcare Products Association (CHPA) where she
provided testimony and comments on legislative and regulatory proposals, drafted legislation and
regulatory language, and served as a policy expert in the area of food and drug law. Prior to her work
at CHPA, she served as director of state legislative and regulatory advocacy at the American
Speech-Language-Hearing Association. Ms. Al-Mondhiry received her BA from The George
Washington University and earned her JD from Pennsylvania State University, Dickinson School of
Law. She has been admitted to the Pennsylvania, New Jersey and Washington, D.C. Bars.

Dietary Supplement Regulations and framework for allowance of
structure/function claims

Dietary supplement manufacturers are permitted by law to make four types of claims for
supplements: (1) structure/function claims, (2) health claims, (3) qualified health claims,
and (4) nutrient content claims. Structure/function claims are the most widely used type of
dietary supplement claim. These claims describe the effect of a dietary supplement on
the structure or function of the body, the biological mechanism by which a product acts, a
benefit related to a nutrient deficient disease, or general well-being from the consumption
of a nutrient or ingredient.  Structure/function claims must be supported by credible
scientific evidence and be truthful and not misleading. When used to promote a dietary
supplement, the claim must be accompanied by a statement on the product label
indicating that the claim “has not been evaluated by the Food and Drug Administration”
(FDA) and that it is “not intended to diagnose, treat, cure, or prevent any disease.” In
contrast to structure/function claims, health claims and qualified health claims describe
the relationship between a dietary supplement and reduced risk of disease. These claims
require a higher level of evidentiary support, and in the case of health claims, require
authorization by FDA prior to use. Nutrient content claims characterize the level of a
nutrient or dietary substance in the product, and can be made only if the characterization
of the level in the claim uses terms defined by FDA in regulation.

Both FDA and the Federal Trade Commission (FTC) have robust and comprehensive
regulations in the area of dietary supplements claims, and the two agencies work closely
to ensure that their enforcement efforts are consistent. FDA has exclusive jurisdiction
over the safety of dietary supplements and primary responsibility for claims on product
labeling. FTC has primary responsibility for claims in advertising. In addition, the dietary
supplement industry recognizes the importance of self-regulation in enhancing
marketplace surveillance of dietary supplements claims. With the aim to increase
consumer confidence in the truth and accuracy of advertising claims for dietary
supplement products and to encourage fair competition within the industry, the Council
for Responsible Nutrition and the National Advertising Division of the Council of Better
Business Bureaus developed a voluntary program in 2006 to increase monitoring of
advertising for dietary supplements and functional foods.
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ACADEMIC ACHIEVEMENTS

Bachelor of Science (Honors) in Pharmacology from Sunderland University, United Kingdom

Masters of Science in Pharmaceutical Analysis from University of Strathclyde, United Kingdom

EXPERIENCE PERTAINING TO HEALTH SUPPLEMENT

Elected as Chair of ASEAN Traditional Medicine & Health Supplement Scientific Committee (ATSC) by the scientific

committee since 2007 on a two-year term and has been in office since then till today serving the fourth term since July

2013 until July 2015. The role of the Chair is to ensure that the ATSC meets its overall objective in providing scientific

risk assessment in relation to safety, efficacy and quality of health supplement products available in the ASEAN market

is based on accepted principles where the committee will provide recommendations to the ASEAN Traditional Medicine

and Health Supplement Product Working Group (TMHSPWG) for its consideration and endorsement within the

expected timelines. The ATSC has achieved completion of the following guidelines and technical requirements:

a. ASEAN Guideline for Minimizing Risk of Transmissible Spongiform Encephalophitis in Traditional Medicine and
Health Supplement

b. ASEAN Negative List of Active Ingredients for Health Supplement

c. ASEAN List of Restricted Active Ingredients for Health Supplement

d. ASEAN List of Restricted Additives and Excipients for Health Supplement

e. ASEAN Maximum Level of Vitamins and Minerals in Health Supplement

f.  ASEAN Limits of Contaminants in Health Supplement

Guidelines and technical requirements that are up for adoption by the ATSC by end of 2013 are:

a. ASEAN Guidelines on Claims and Claims Substantiation for Health Supplement

b. Classification of Products at the Interface

c. ASEAN Guidelines on Stability Study and Shelf life of Health Supplement

d. ASEAN Guidelines on Safety Substantiation for Health Supplement

The Principles and Requirements of the Proposed Health Claims Guidelines in the
Creation of a Single Market in ASEAN

The ASEAN Traditional Medicine and Health Supplement Scientific Committee (ATSC)
has been entrusted by the ASEAN Traditional Medicine and Health Supplement Product
Working Group (TMHSPWG) to provide scientific risk assessment based on accepted
principles on technical areas in relation to safety, efficacy and quality of health
supplement products to be made available in the ASEAN market by 2015. The
harmonized technical requirements are to be recognized by all ASEAN Member States
where implementation will be the onus of the regulatory agency of these countries. The
ASEAN Guidelines on Claims and Claims Substantiation for Health Supplements is one
of ten technical requirements that the ATSC was mandated to produce and is currently a
draft that is due for adoption by the ATSC at the end of 2013. The guidelines have
evolved from a set of key principles that was used to formulate a framework that was in
turn applied to the development of the guidelines. When it was first mooted in July 2004,
it was designed to provide guidance on substantiating the different levels of claims
allowed for health supplements with the aim to guide companies to make truthful claims
with adequate supporting scientific and/or traditional usage evidence which will enable
consumers to make informed choices in taking care of their health. Recently at the 18"
ATSC Meeting held in March 2013, the committee saw the interdependence between the
then draft claims guidelines and the draft guidelines on efficacy data requirements, a
guideline which the ATSC is drafting to address the minimum requirements for efficacy
data submission as part of the placement requirements of the health supplement product
into the ASEAN market. Merging of the fwo draft gwdellnes was attempted and the
outcome of its discussion during the 19" and 20" ATSC meetings led to the production of
the draft ASEAN Guidelines on Claims and Claims Substantiation for Health
Supplements that provided its targeted users with guidance on not only allowable claims
and their corresponding levels of literature and scientific substantiation but also efficacy
data that are required to substantiate certain health supplement claims. The key
principles of the merged guidelines remained almost the same as the original draft but
with improvements made to further enrich the guidelines with the required mformatlon on
claim substantiation. When endorsed by the TMHSPWG hopefully in their 20" meeting to
be held in Jogjakarta in November 2013, the guidelines will be incorporated into the
ASEAN Agreement on Health Supplements which is a regulatory framework that
mandates all ASEAN Member States signatory to it to implement the harmonized
principles and requirements on claims and claims substantiation for health supplements.
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