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Incorporating Risk Analysis - ] S———
Into Food Safety Control System .

LZ. J LOverview of KFDA's Risk Assessment

3. ILPerspective Risk Assessment |

Hae Jung Yoon Ph.D.
(Director, Risk Analysis Research Division)
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Environments Food Control System in KFDA

Objectives

Overwhelming Belief Rapid expansion 1. Protect Consumer s Health
for food safety o ll  on food business - Prevent fraud/avoid food adulteration

2. Protect Consumer's Interests

3. Underpin Food trade

Farm to Fork continuum
“All links must be secure”

An ever—pl:esgnt " Increasing Risk
Food related incidents on new technology




Food Control System

— Key points
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Risk-based Regulatory Frameworks

»>Crisis Response Manual
Leaves ~Guidance > Guidance for Risk Assessment
Tlights documents of Genotoxic Carcinogen
& *Code of practic& | » Guidance for Risk Assessment
Methods and Procedure
“Regulations »>Food code
Branches «Standards »Food additive code
sLaw »Food sanitation act
|

Risk-based Regulatory Frameworks Risk-based Regulations and Standards

- Article 15, Food sanitation act
Risk
Communication

Risk Assessment

NIFDS
é 6 regional ‘ %

offices -

Risk Management
Food Safety Bureau

Standard Development Enforcement

Risk Analysis provides the information and evidence food needed for
effective decision-making, contributing to better food safety
outcomes and improvement in public health.

The rules which regulate the production,
processing, storage, distribution, marketing,
and sale of food.

“Definition and description

«Safety provisions
- Contaminants
- Microbial levels
- ing and analysis requi

«Composition of food

- Additives -
- Fortification 4
- Maximum fat, salt and sugar levels -
- Quality

<P ion, manufacture or p ion of food

+Packaging, storage, or handling of food and
information about food, including labelling

NIFDS : Food Safety Evaluation Department NIFDS : Food Safety Evaluation Department

&
Supporting KFDA's policy decision
based on science

L

)

Issues Emerging

Monitoring

Recommending

Follow-up and feedback
standards or guidelines
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NIFDS

ood Safety Evaluation Depart

Organization chart (s3scientists)
Food Safety
| Evaluation Department Leader Dr. Kwangho Lee e N
Food Chemical Residues o+—e Dr. Kisung Kwon @ Establishing Standards
Food Contaminants o—e Dr. Mechye Kim - appropriate protection level(food contaminants et al.)
Food Microbiology or—=o Dr. Ingyun Hwang
Food Additives & Packages o Dr. Sohee Kim Maximize reduction in risks through evaluating RMO
Nutrition & Functional Food Research ®T—T® Dr. Jayoung Jeong @ Priority setting
L - o—
Scientific Food Investigation Dr. Haeseong Yoon - Implementing policies and providing management plans.
Risk Analysis & Research ‘] Dr. HaeJung Yoon
Health Effects Analysis *T™T° D Gyusik Lee @ Reducing risk perception differences through risk communication
Projects
* number : 131
- budget : $ 23 million

Risk Assessment e e e
(2006~2010)
—————— 1t b

Conmetics

|
Development ' iy
of conceptual | - Chemical conc.(ma/ke)
model W +food consumption (g/day)
' 180
I
1
= Assessment ! 150 4
2 '
3 I . :
) : 120 |
<] e an: no daily intake < 10
8 emica (mg/kg b.w./day) o
5 properties N / 5
Animal toxicity
5. Erposire (L 1) N Human health effects - 5 °
8 Risk s
= t7ath E
=] - b0
3 @ « Uncertainty factor =
- ADL RID etc
R Tk - hazard Index 10 | 7 5,
Characterization ﬁhdm : 79
g ; :
Ridk “iLow dose Pesticides Veterinary medicine  Food Additives Contaminants
is! | —
management ©2006 W2007 L2008 W2009 2010

Activities on going in the area of Chemicals in Food

R.A based on data that represent human typical Life!

< Establishing analytical methods for
- Pesticides, Vet. Drug, and Food additives upon setting MRLs or Use levels
- non-approved agri. chemical residues,
- contaminants (mycotoxins, environmental hazardous substances)
- migrants from food packaging materials

Antimicrobial resistance
+ Residues monitoring in Foods Parasite

- Pesticides, Vet Drug, contaminants, migrants

< Survey on dietary intake of
- Food additives by Korean population : tar colorant, preservatives, anti-oxidants i "’*‘)
- Total Diet Study (pesticides, contaminants) T 4

Foodborne bacteria

(,

A0 Hoc Codex Intrgonermentl Tk orce
on Antimicrohil Restance

CODEX TFAMR




Other Activities

% The standardization and specification of ginseng-derived products
< Reduction of trans fat, sugar and sodium contents in processed foods
< Establishment of the detection methods for the GM events approval
requested
- soybean(A5547-127,A2704-12 MON89788), corn(MON87460,DAS-40278-9, Bt10), cotton(COT678,
T304-40x GHB119)

< Study on human bio monitoring of hazardous substances
-Perfluorocarbonylates, PBDEs(polybrominated diphenyl ethers), Phthalates, Bisphenol A

< Improving risk assessment methodology

+ Harmonization of Scientific Evidences
- Developing Guideline/Handbook/Manual
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Where KFDA’s RA is Going:

Perspectives in Risk Assessment

Food + Health Functional Food + Herbal Medicine +

Cadmium monitoring from various media

Envirdnment

7-12 years

13-19 years 20-64 years Upper 65 years

Identify Exposure route -
/sources? L
Survey on high risk group? .Prowdln? Regulatory,  Science-based
information! Smart Regulation

Combined exposure?

Decision making tool : Chemical Ranking and Scoring

o Cadmium
o Lead

© Arsenic

« Mercury

« Benzopyrene
o Phthalates
o Aflatoxins.
 Dioxins

o Chromate

o Tar dye

© Aluminum
© Ochratoxins
o Methyl mercury
« Manganese
 Nitrates/Nitrites

\

| Relative ranking for chemicals is assigned to determine
which chemicals need immediate research or monitoring

R. A. Paradigm Shifted : measuring Exposure

Integrated
Exposure
Survey

Food Monitoring
/Surveillance

Total Diet Studie:

> Reality

Provide more coherent inputs to the decision-making process

gregated exposure Assessme

Cereals

\, Forward dosimetry approaches
Vegetables N —

Animal foods |-

Other food
/Beverages

External Internal

<---- Bio monit

{ {d

Herbalmedidines [,/

Functional foods i Reverse dosimetry approaches

(modeling, tool kits)

r
Medicines ‘

/
Cosmetics Epidemiological

comparative analysis of

Setting the HbGVs of
external exposure and

internal exposure

Cadmium, Lead

KFDA _Project(2011




APPENDIX 17

Hazardous substances and Disease

MIMS KA KRAMAP20 (-
Low-dose chemical exposure to general population in

everyday life recognized as new hazard M
~ - FDA Workshop (2011.01) MIMSW g "

PR A

] o

Major groups of hazardous substances 4139 45 LR OB

Nty g

® Heavy metals
(As, Pb, Cd, Hg...)
'

Alzheimer
Child obesity
insulin resistance diabetes

® man-made chemicals

(POPs, Bisphenol A, Phthalates...)
3 !
> -

=~
E ine correlati bety 1 hazardous chemical exposures and
Demographic characteristics, dietary habits, health condition, etc

o R
-~ Collection program Korean dietary exposure assessment system
of hazardous substances monitoring DB of hazardous substances
[ Provide a specific measure tailored to meet individual disease control ] (MIMS, Monitoring Information anagement System) (MAR, Monitoring database and Assessment Program)

R&D Strategies for Risk Management of

Nanoparticles in Foods, Cosmetics, and Drug Developing Contents for Risk Communication
1 Ju|12]13]14]15]16]
Risk Development of Strategies for Safety

il lifecycle

n

- Assess the appropriateness of risk assessment
methodologies

- Develop Methods to determine and characterize
nanoparticles in foods, cosmetics, and drugs

- Develop Strategies for Exposure Assessment of
nanoparticles according to use of nanoproduct

- Assess & Manage potential public health risk that may
be associated with the nanoproduct

i of test
assessment guideline(OECD)
Development of Toxicological basic
methodology & toxic mechanism
General Hazard characterization of nanoparticles
information for - identify Physicochemical properties of nanoparticles
risk assessment - Interagency working group for terminology & definition

related to nanotechnology

- Establish Data Base -] ! :

- Market survey for nanoproducts developed using
nanotechnologies

of ional Ce ion Program
C ion & C ween regulatory agencies
Risk for protection of public health from use of

communication nanoproducts

of Risk C ication for

Establishing International Netwo

ooex

for risk assessment C?dEX )
(BfR) signed the MOU alimentarius
¥ A commission
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