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ABSTRACT - Various functional foods, marketing health and functional effects, have been distributed in the
market, These products, being in forms of foods, tablets, and capsules, are likely to be mistaken as drugs. In addition,
non-experts may sell these as foods, or use these for therapy. Efforts for creating health food regulations or building
regulatory system for improving the current status of functional foods have been made, but these have not been com-
municated to consumers yet. As a result, problems of circulating functional foods for therapy or adding illegal medical
to such products have persisted, which has become worse by internet media. The cause of this problem can be catego-
rized into (1) product itself and (2) its use, but in either case, one possible cause is lack of communications with con-
sumers. Potential problems that can be caused by functional foods include illegal substances, hazardous substances,
ailergic reactions, considerations when administered to patients, drug interactions, ingredients with purity or concen-
trations too low to be detected, products with metabolic activations, health risks from over- or under-dose of vitamin
and minerals, and products with alkaloids. (Journal of Health Science, 56, Supplement (2010)). The reason why side
effects related to functional foods have been increasing is that under-qualified functional food companies are exagger-
ating the functionality for marketing purposes. KFDA has been informing consumers, through its web pages, to
address the above mentioned issues related to functional foods, but there still is room for improvement, to promote
proper use of functional foods and avoid drug interactions. Specifically, to address these issues, institutionalizing to
collect information on approved products and their side effects, settling reevaluation systems, and standardizing pre-
clinical tests and clinical tests are becoming urgent. Also to provide crucial information, unified database systems,
seamlessly aggregating heterogeneous data in different domains, with user interfaces enabling effective one-stop
search, are crucial.
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Table 2. Functional food media hype penalized (2006~2010.6)
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Table 1. Functional food side effects reported (estimation) 2006~
2010.6

Total 2006 2007 2008 2009 2010.6

Number of
Reports

(Source: KFDA)

378 16 96 107 116 43
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Domestic Cases

Year Num. of Case

Total ;?jf;:iij/ Suspended Prosecuted Ongoing Others
2006 753 287 64 139 68 - 16
2007 678 340 62 i1l 76 - 90
2008 813 354 57 107 55 - i35
2009 762 294 18 203 52 - 21
2010 (6émonth) 691 135 27 34 11 36 27

(Source: KFDA)
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Table 3. Inadequate food hygiene inspection agency reported in
the last five years

2006 2007 2008 2009

Inspection Agency 57 51 68 116

Total 21 26 27 30
Violation  Correction 9 12 7 7
Agency  Suspension 12 13 18 15

Cancellation 1 2 8

(Source: KFDA, 2010.9)
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Table 6. Ingredient rating for functional foods
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Table 4. Reasons of inadequacy for food hygiene inspection agency in the last five year

Year Missing test False citation Incompliance Arbitrary Fee change Others Total
06 4 1 3 4 9 21
07 - 1 10 14 1 26
08 2 4 19 2 - 27
09 3 8 12 6 30
Total 9 14 44 21 16 104
(Source: KFDA, 2010.9)
Table 3. Inspection status of imported food in the last five year
2006 2007 2008 2009 20108.
Agency with imported food inspection qualification 7 6 6 6
Agency without imported food inspection testing experience 2 2 2 2
Ratio (%) 28.6 333 333 333

(Source: KFDA, 2010.9)



Table 7. Amendment of the law regarding functional food laws (parts)
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Before amendment After amendment
Re-evaluating materials and ingredients Lack of re-evaluation rules ()
Expanding materials and ingredients allowed Materials and ingredients allowed can be applied by functional @)

food manufacturers and importers

(1)- In case there are newly discovered scientific facts about the ingredients and raw materials of functional foods, functionality described

for the existing products need to be evaluated.

- Head of Food and Drug Administration can approve a separate chapter, or notice to the functionality of raw materials and components

based on the re-evaluation results

(2) Application eligibility regarding the range of ingredients and materials should include people involved in functional food business,

academia, research organizations and corporate
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