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|. Health Claimsin the European Union
Overview

Effective January 2007, the European Union estaddisa series of regulations that influence
industry’s ability to make nutrition and healthiata for their food products. The health claims will
be based on nutrient profiles, which outline thesibanutritional properties of a given food
component. The nutrient profiles were to have beampleted by January 2009, but have been
delayed. At the same time, industry and other degaions were invited to submit applications for
health and nutrition claims to the European Comimisdy January 2008. Of the 43,000 plus
applications submitted, only 1,500 have been amat@nd forwarded to the European Food Safety
Authority (EFSA) for final review. That review i€lseduled to be completed by the end of January
2010. However, EFSA'’s ability to manage this unaldrtg has been impacted by limited human
and financial resources. As such, there is a disfpossibility that EFSA will introduce fees for
reviewing and authorizing health claim applicationBese costs could reach as high as $35,000 per
application.

Report

The European Union adopted Regulation (EC) No X8 on the use of nutrition and health
claims in December 2006. The regulation, which came force on January 19 2007, establishes
harmonized EU-wide rules for the use of health writion claims on foodstuffs based on nutrient
profiles.

The Regulation’s stated aim is to ensure that dayns made about food are clear, accurate, and
substantiated by scientific evidence. It estabbsheystem that applies to all member states &r th
scientific approval of health and nutrient claimada on food, beverages, and dietary supplements.

The Regulation called for the compilation of a t$tclaims that already had a substantial body of
evidence to support them. The European Commissidsegjuently invited European Union
companies and other interested parties to subnaitthelaim applications by January 2008. The
Commission received over 43,000 submissions, aritgr aliminating more than 40,000
submissions deemed to be redundant or lacking td@ebacking, turned over 2,870 claims for
assessment by the European Food Safety Authoi$AEE Since then, that list has been narrowed
down to 1,500 applications, with nearly 10% ofagplications relating to proprietary and generic
probiotic strains, mostly in the areas of immurtd gut health. EFSA is mandated to complete the
review by January 31 2010.



The Regulation also determines that the establishofean EU-wide list of permitted health claims
will be informed by development of an approved b$tnutrient profiles — the basic nutritional

criteria that will govern the conditions in which ddaim is made —which was expected to be
completed in January 2009 but which has been delaye

Once the approved health claims list has been letal, it could allow any manufacturer using
ingredients or foods on that list to use the asdediclaim, regardless of whether they submitted it
This in turn led to a debate regarding intellectpadperty and whether EFSA was granting the
claim to all EU member states and then leavingviddial companies to resolve disputes over
intellectual property rights. In response, Artidl® (details below) was subsequently created as a
means of circumventing those issues regarding titsiqppresentation of approved product claims.
It is described below.

Health claims in the EU cover three distinct areader three articles. All health claims carry the
same weight regardless of whether they are maddrami-of-package, on websites, in text
messages, or in press releases.

1. Structure and function claims — Article 13; tethto how an ingredient works within the body;
for example, maintains healthy cholesterol,

2. Disease risk reduction claims — Article 14; tetato how an ingredient works to reduce the risk
of developing a disease; for example, reduces boesisure;

3. Comparative claims — Article 9; these are thé& germitted claims and relate to increased,
reduced, and light claims on select macro and nmataents.

Article 18: Article 18 is similar to Article 13 with the excépn that the scientific evidence
submitted must be newly developed. While the lagjish did not define ‘new’, the deadline for
Article 13 submissions expired on January 31 200@lying that any subsequent submissions
would have to be based on new science. If thishés dase, critics argue that companies that
submitted applications under Article 13 would net &fforded intellectual property protection on
any of their potentially approved claims. In resp@nEFSA allowed applications to be submitted
via Article 18 from February 01 2008, rather thhe briginal proposed date of January 19 2010,
while also affording applicants five years of piiten from similar claims made by other
companies wishing to use the same study as sutasgtamtfor their own formulations. Moreover, if
other applicants wish to make similar claims, thal be required to conduct their own clinical
trials. Although EFSA has committed to providingwing on Article 18 applications within 5
months of submission, critics point out that sulsmiss made under Article 13 would have to be re-
submitted under Article 18.

Sour ces:

Starling, Shane. “EU health claim list trimmed t600.” Foodnavigator.com, June 23 2008.
http://www.foodnavigator.com/Legislation/EU-heattl@im-list-trimmed-to-1500

Starling, Shane. “EFSA to judge almost 3000 healims by 2010.” Beveragedaily.com, August
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Talon, Mark. “Europe 2008: Health Claim Heaven @l Natural Products Insider, February 04
2008.www.naturalproductsinsider.com/artciles/europe-2008il

“Rising to the health claims challenge.” Confecipmews.com, September 01 2008.
www.confectionarynews.com/The-Big-Picture/Risingthe-health-claims-challenge

European Food and Safety Authority websiteww.efsa.eu
http://www.efsa.europa.eu/EFSA/efsa locale-117863872 1178689506673.htm

Il1. Health and Wellness Trends
Overview

Demand for health and wellness products is growimgughout the advanced industrial world,
including Western Europe. Indeed, the EU is ondhef world’'s largest markets for functional
ingredients and nutraceuticals, worth an estim&g&ibillion in 2007. The growth of the European
market is related to an aging population, increasimnsumer awareness of health issues, and a rise
in lifestyle-related diseases, suggesting sigmficcommercial opportunities for companies that
offer health ingredients or products and techn@sghat prevent or mitigate diseases and other
health concerns, especially those that address kiésgase, obesity, diabetes, and high blood
pressure. Given pulses’ nutritional properties, givén the uniformity of epidemiological concerns
in Western Europe, pulse products should be weditipmed to pursue a multi-market approach that
takes advantage of the opportunities afforded tjimout the European health and wellness market.
Nevertheless, the pulse industry will need to dgvel marketing narrative that draws attention to
and substantiates the nutritional benefits of pplselucts, determine the most appropriate venue
through which to promote that message, and idetitifge product groups that best lend themselves
to pulses and pulse derivatives.

Report

Growing interest in functional foods is stronglgdito aging populations and their search for simple
and effective ways to maintain good health throdig.

The Nutrition Business Journal divides functiomabds into four categories: inherently functional
(soy, cranberry, pulses); substantially fortifiectergals, calcium-fortified orange juice);
performance foods (energy bars, sports drinks);jcaétbods (margarines with plant sterols).

Success in marketing a functional product depemdsiwonerous factors, including: whether the
product is in a format that matches the consuniédestyle; offers a benefit they believe is relewvan
to them; is based on an ingredient claim they kelis credible; and exists under a brand they can
trust.

Globally, the largest categories of functional feadclude beverages; breads and cereals; breakfast
and energy bars, and snacks. Fortified beverages drgoyed the greatest success to date, and for
several reasons: convenience; packaging innovatrdal for capturing consumers’ attention;

consumers appear more willing to experiment withiebeges; beverages are accepted as a snack,



which limits the need to alter eating habits; bager formulators have been successful in
developing appealing (tasty) products.

Europe

Note: The following information was obtained fronreport entitled ‘Healthy Eating in the UK”,
September 2008. As such, the observations notettidesesearch findings particular to the UK
market. However, it is likely that many of thesesekvations will apply to varying degrees in much
of Western Europe.

In Europe, products for digestive health accoumt306% of the functional food and beverage
market.

Some suppliers see ‘second generation’ functiamad$ moving away from the very specific health
benefit towards claiming to improve general welllgeand having a number of functions.

Losing weight, maintaining heart health, increasemgrgy levels, reducing cholesterol, improving
digestive health, lowering blood pressure, and oewipig brain function are cited as the top reasons
for consuming health and wellness products.

Older people are more concerned with the ‘mediftaictions (healthy heart, cholesterol levels,
blood pressure), while younger people are moreested in using diet to increase energy, improve
brain function, and reduce appetite.

While doubts about health claims are partly a deterto use, price is more of a barrier — a majorit
or near majority of adults believe functional fo@is over-priced.

Industry believes that promoting the synergy betweatural’ and functional is the way forward —
products that make hard health claims will alwagmmain niche, because most people do not eat for
medical purposes, but for wellness and pleasure. mbst successful functional food brands are
those that communicate health benefits in ‘softysyaising a mix of media and styles.

Additive and preservative-free continue to be thestrprominent positioning for new product
launches.

Low/no/reduced fat, sugar and calories remain ladiyng points, although trans-fats and allergens
increasingly influence purchase decisions.



I11. Europe: Epidemiological Trends

Access to public health care, advances in preveatatedicine, and public education campaigns
are encouraging healthier lifestyles and leadindotayer life expectancies. Indeed, government
programs have drawn increasing attention to theoitapce of fithess and nutrition, with particular
attention paid to the problems of obesity and diedeAs such, Western Europeans are showing
increased interest in health and wellness prodtlobsigh the cost of such products is often seen as
prohibitive, and some Europeans, particularly cameng in Britain, remain skeptical about the
health claims made by functional food manufactur@&senetheless, Europeans as a whole are
increasingly aware of the importance of proper itiatr, and are more and more inclined to
purchase products that are natural and fortifying;luding vitamins, dietary supplements,
functional foods, and organic products. Other gogaiging popularity include those with reduced
fat, carbohydrates, and sugar, as well as dairgymts that contain probiotics. Some of the main
drivers behind consumption of nutraceuticals anactional foods include reducing cholesterol,
maintaining a healthy heart, lowering blood pressimproving bone structure, and losing weight.

Heart disease is one of the main causes of deathhghout much of western Europe — it is the
leading cause of death in Germany, France, andJeand is the result of a variety of factors,
including high cholesterol, tobacco use, heavykdnig, lack of exercise, and stress. This suggests
opportunities in all of the major western Europaaarkets for functional foods that promote cardio-
vascular health, including those that are low ify @nolesterol and sodium, and enriched with
omega 3 and 6, fiber, antioxidants, and other petracals.

Cancer, chronic liver disease, high blood pressand,diabetes are leading health concerns as well.
Indeed, diabetes is on the rise in a number ofemedturopean countries, in part due to increasing
obesity levels. In France, for example, the praporof obese people has more than doubled since
1990, accounting for more than 14% of the popufatia Germany, more than 20 percent of the
population was classified as obese in 2005, wignewigher figures - 25% - obtained in the UK.
And while obesity levels vary somewhat from countoy country, there will be opportunities
throughout much of Western Europe to supply agrdf@roducts that address weight concerns,
including those that are low in sugar and fat, ali as those health issues that accompany obesity,
such as diabetes and high blood pressure.

The largest age groups in France, Germany, ltaé/Netherlands, and the UK in 2015 will be those
in their mid to late 40’s and early 50’s, individsiavho will have been influenced by health and

nutrition concerns for a number of years and wheehthe interest — and income — to purchase food
products that address various health and nutritioncerns. Companies need to pay particular



attention to this cohort, and develop products serdices that appeal to this increasingly important
and influential demographic as they age. Howe\u#ferénces do exist in consumers’ eating habits.

With significant numbers of women pursuing advaneédcation and/or entering the workforce,
women have less time and energy to prepare medishvincreases their interest in purchasing
foods that are quick and easy to prepare. Howaverdition to the need for convenience, women
generally eat healthier than men, and because dftep determine what is consumed at home,
suppliers must offer food products that emphaseadth and nutrition. Given this, companies must
appeal to women'’s increased interest in food prtedilnat are both convenient and healthy;

Of all the markets surveyed, it would appear that&ermans and Dutch are most cognizant of the
importance of diet and nutrition, and therefore tmeseptive to these kinds of products. On the
other hand, the British diet is relatively unhegJtand while the general public is skeptical of the
health claims made about functional ingredients rmmdaceuticals, increasing rates of disease and
other health problems may prompt British consuneurchase more of these products over time.

Sour ces:

Allen, Steve. “The Market for Functional Foods: Egieg Opportunities.” Pulse Point,
Saskatchewan Pulse Growers, January 2005.

Mellentin, Julian (Editor). “Key Trends in Functi@n Foods.” Nutraceuticals World.
www.nhutraceuticalsworld.com/articles/2008/11/kesmiils-in-functional-foods




Appendix |: Key Market Distinctionsin the EU

France:

Major causes of death by disease: heart diseasgchncer, chronic liver disease

Obesity: 14% of the population in 2005

Percentage of population age 50 and over in 208% 3
Median age in 2015: 40.2 years

Largest age group in 2015: 40-44 year olds, 7.0%

Germany:

Major causes of death by disease: heart diseasgchncer, chronic liver disease

Obesity: 20.2% of the population in 2005
Percentage of population age 50 and over in 200% 4
Median age in 2015: 44.3 years

Largest age group in 2015: 50-54 year olds, 8.5%

Italy:
* Major causes of death by disease: heart diseasgchncer, chronic liver disease
* Obesity: 9.8% of the population in 2005
» Percentage of population age 50 and over in 201%: 4
* Median age in 2015: 44.5 years
» Largest age group in 2015: 45-49 year olds, 8.5%
Netherlands:
» Major causes of death by disease: heart diseasgchncer, chronic liver disease
* Obesity: 12% of the population in 2005
» Percentage of population age 50 and over in 200% 3
* Median age in 2015: 41.3 years
» Largest age group in 2015: 45-49 year olds, 7.7%
UK:
» Major causes of death by disease: heart diseasgchncer, chronic liver disease
* Obesity: 25% of the population in 2005
» Percentage of population age 50 and over in 200%: 3
* Median age in 2015: 41.4 years
» Largest age group in 2015: 45-49 year olds, 7.3%
Sour ce:

EU Foresight Document, produced by the Internatidarketing Division of the Ministry of

Agriculture and Rural Development.



