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Daily intakes of food additives such as colors, preservatives, sweeteners and food manufacturing agents for
children (1-6 years) in Japan were estimated using market basket method in 2009 and 2014. A list of daily
consumption of processed foods was prepared based on National Health and Nutrition Survey (2001-2003) and the
special survey for daily intakes of foods (2011). The food additives with the highest daily intake was
orthophosphoric acid (9.4 mg/kg bw/day in 2009 and 11 mg/kg bw/day in 2014, expressed as phosphorus),
followed by condensed phosphoric acid (0.76 mg/kg bw/day in 2009 and 1.0 mg/kg bw/day in 2014, expressed as
phosphorus), and propylene glycol (0.47 mg/kg bw/day in 2009 and 0.73 mg/kg bw/day in 2014).

Acceptable daily intake (ADI) and maximum tolerable daily intake (MTDI) set by the Joint FAO/WHO
Expert Committee on Food Additives (JECFA) or Food Safety Commission of Japan were compared with the
estimated daily intake of food additives in children. The ratios of the estimated daily intake to ADI for the colors,
preservatives, sweeteners and propylene glycol ranged from 0 to 1.9 % in 2009 and from 0 to 2.9 % in 2014,
respectively The results of the propylene glycol were the highest in each year. The ratio of the estimated daily

intake to MTDI for phosphorus compounds was 15% in 2009 and 18% in 2014, respectively.
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Figure 2 Comparison of the estimated daily intake for food colors and ADI
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Table 3 Comparison of the estimated daily intake and ADI in the investigation for children in 2009 and 2014 and
the investigation for adults 2006 to 2008.
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A (2006-2008)

Filig X fr SR ( ADL (1~6 . FHIKT 15.7kg)  (1~6 k. THIKT 16.5kg) (HAA T4 50kg)
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st ADI BT (%)
B 0-0.62 0.09 0.13 0.19
vEL Y 0-12 0.03 0 0
R2 0-0.5 0 0 0.02
R3 0-0.1 0.64 0.04 0.05
5 B Ra0 0-7 0 0 0
@ 'y RI102 0-4 0.05 0.02 0.02
B0 va 0-7.5 0.02 0.02 0.02
% Y5 0-2.5 0.01 0.01 0.01
% Bl 0-12.5 0.001 0.000 0.00
B2 0-5 0 0 0.00
G3 0-25 0 0 0
B RARR 0-5 14 14 0.58
¥ ourvevm 0-25 1.2 0.8 0.51
W TEART 7 LANTL 0-15% 0.23 0.14 0.08
Wk Yy 0-3.8% 0.09 0.06
Ft 25— % 0-15 0.16 0.01
& Jovrvrya-a 0-25 1.9 2.9 11
HH
oo yURAT ()Y ELT) R 15° 18 6.7
*1 %t ADI M (%)= —H8HGE (mg/kg thd#,H) /— HEBEGEFE & (mg/keg (A5 H) X100
2 NLEFVUVBLIOEOF N w LK, )LD groupADI (VL FT U ELTC)
3 RAFEEE. ROFEE DL Ih, H)TLA FRUDL), RYZTAFL R, BRERY YL, RY VLTI -k LOREERN Y VLD

groupADI (ZE &L LT)

2003 - 8 H. Jfiifr 69 7

* x x % %
0o N O Ul &>

& MTDI tt

2014 FFEOFETIE, BHAGEARKTH 5 R3.
R102. R106 34, V—t—v, L2 FIEFZ. &
ARA, ZELEAL® S, BANETICHHA I Tz,
BHECERETDH 5 Y4, Y5 IZIEFLEL S FLME 14 AIORH
R, ZARA, T2 T4 A ) v E— ZKEm.
A, BIRESICHH STz, AHEAERET
»% Bl. B2 3IEFLBBILMREAOR, SR, 1FANA,
WIRE, 7)) v ¥ = ZKEEHICHEH S h Tz, Zofth
DEGFEDR2, R40. R104. R105. G3 BE R XN T
W2 BIE N 5 72,

NI B 2 H RO ADI BT 2009 45 0O 3
HCT, 0~0.64 % (R3). 2014 FEDFHA T 0~0.04 %
R3) TH-o7= (X2), xF ADILEIZWTHhOFERES
BHA - LEGEOHRTIZRI RS ED > 7225, 2009
EIED 0.64 %IZH L. 2014 4FE130.04 % &9k LT
W7z 2 312IFBEIZ 2006~2008 11247 > 2L
B AENEOHEE 2R L T\s, RAIZK T 3 EEOR
DX ADT JsRid, /NI & [AIRRIZ 0~0.04 % (R3) TH D,
EAMETH - 7=,

hoEETH S /L F L Y o/NUZ BT 5 — IR

{it

ULE VBB LIOZOEME (VLEVBEBA )Y L, YLEVBHILY Y L) OZL—F ADI (Y ALE VL LT), 2008 411 H. Jfifr 1264 5

PN YANTT L By h) Y ERKOCF YA VF PY T AD groupADI (v H ) v ELT). 2011 FL TR 692 5
RIREEE R A G0 TR TOEBHEA 5 OV v & L TOmKINE—H#EHE (MTDI)

HIZBIL T 2009 EEOFAE TIE. 0.0005 mg/kg fAE
H. 2014 4 OFA T 0.0008 mg/kg A®H "HTH - 7=,
—Ji. ¥ O—HEHGEIZBIL T, 2009 - D
AT, 0.004 mg/kg fAH " H T, 2014 F£EDFHAT
3t S hisr oz, JLEEFT oL (FEUY
L) HBNETFF-ER (VreEFvrEdeRY
VEFERGET D) M ShEE MLERANOR
MZETF b=, TH PR huT /A4 FEEROE
IR ENBEN, v FFUEEERL YA TV EEL
Eothorvas /4 FREAENEH S h7=5E68 haT
A4 PaRFLERNENS, huTs /4 N, hur 4
FERETHy THA, RESH, »FIFZ, Vv —
Ny b, FVIMTAX SN, AL UDE)— F4
F. fEAEG T IR TR, ZOBIE,2L, /
NEF Yy S BT L 2] KD &
TnkEL65N5,

Ll

(2) REH
NI H 3 2 RAFR O — HEHGE O R 21X 3 1271
T HATHDR TO BRI TIHLZ O, ViLe
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Figure 3 Comparison of the estimated daily intake for preservatives and ADI
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mg/kg AHH HTdH > 72, 2014 513 2009 -5 & 0 &
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WIWMETH 720 YILE VBRI, BEFI/8Y . AZ.
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V. OEEEM A S ISlibh v,
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L G RBRDIETH - 72, RAIZIBIT B 2006~2008
DA TIX. 0.003 me/kg (R HTHY. /I
DIEFIICNERE TS - 72, REERIE 1 ORI
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FNTWBZEBRHMENTED ., RRIRORETFE S
FERLTWBEEILNS Y,

NS BT % VL e v igORE ADI R T, 2009 4F
JEOFAET 1.2 %. 2014 FFEOFAET 0.8 % Th -7z,
RRFRIZBT 2/NE0x ADI L TIE, 2009 4 D

i
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THERILIT7LK Hyh)
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AT 1.4 %, 2014 EDOMHAE TR 1.4 % Th - 7=
3R TLIITHAICE T 2 VL L v BIBEHUEO T
ADI }b#13 0.05 % T, REFMBEHE DK ADI J¥Hix
0.06 % Td v, WRIEROBER /N & TR
BTH-7z,

(3) Hmkkt

INIZ B 5 HIRE O — HEHGE ORI Z X 4 12R
T, MNUTBTF 2 HEBOS 57X 2L T 7 4 KD—
HIEEUR I 2009 45 OFAE T, 0.035 mg/ke A, H.
2014 - O A T 0.022 mg/kg R EH H T dH - 7=
2014 - A 2009 -1 K DKW T &2 5 WAMEITIC &
L ENRBEEINGZ, TEZLT 7 LAKIE, 23—,
I — b — B ALE. g -l VT Mo —
L. AFTV v L, Fy VT —, WA SRR X
N, NRIZETFS 72 AL 7 74 KOx ADI 1
T, 2009 FFEOFE T 0.23 %. 2014 FFEOFE
T0.14 % TdH -7, 2006~2008 FEDHKANIZKIT ST
Y 2N 7 7 & K EEUGRER O ADI 13 0.01 % T, /)
WEHRTEMETH > 72 (£ 3).
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Figure 4 Comparison of the estimated daily intake for sweeteners and ADI
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fhOHUWR T A Yy By HV v FrY Y L) &

SR L 7228, 2009 4R /N OFEAE T 0.0033 mg/kg A
FHOHTHS7=F )Y (B rF YY),
P B R 72 < B AR SIS S h T, 22
7 — ZIZB L T 2014 4R & /NS o 3 AT 0.025
mg/kghkE, " HTHo72, A7 70— ZFFITAK—Y
fROBH AL, FLov vy, a—e—fkBL vy —xy
M, F=X, =N IF)V 284 T, Sa—2Y—
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BT AEIHEHIA TS, yu ) VIZET5/NLO
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22 F 01— ZI2kF B/ ADI i 2014 FE D
HETO0.16 % Th -7z, B 2006~2008 - DK
ADOFETIE, 0.01 % ThH-72 (%£3). 2014 FED/N
BLO % ADI Fe= A% 2006~2008 4 & Dk A D % ADI kb
TR EOA, HAERHOENTZ 2 7 a— 2 HED
EHZENFIEZEL OGNS (K 3),

(4) BERKIE

NRIZHETFE2A L MY VEEEHESY) VEROEREX S
W, ANRIZB T B4 b)) Vo — HIEHCR I,
2009 *EEDFHATY v & LT 9.4 mg/kg A H T,
2014 HEDOFHATY Y LT 11 mg/kghEH HTH >
7eo U VEALEIIRARERHIRE 2 &0 TR TOHEN
Broo) ve U TRAME—HERE (MTDI) 2%
o TEkD, Nk TZ AL M) Vg HEIGED
X MTDI T3, 2009 fFE DA T 13.42 %. 2014
FEOFAT15.71 % Th -7z, 2006~2008 /& D
HEORAZB T B0 ) VilE—HEECEOX MTDI

INR 20094

= —H{EWRE ®ADI/MTDI

(mg/kg AE/R)

I 5.73 % T. 2009 £ DN & R TR 5 72 (3
3.

INBIZ BT BHHA ) VRO — HIEEE I, 2009 4%
DA TIEY » & LT0.76 mg/kg hE, " H T, 2014 4
EOHFHET, Ve LT10 mg/kgRE  HTH -7,
BAIZE1F % 2006~2008 - DOFHA TIE, 0.22 mg/kg
hE " HThD. 2009 FRED/NRE HNRD E/NROF
PN & O EHGE A S, NS E T S0 ) v E—H
FEHCR O X MTDI e Tid, 2009 1% O FHE T 1.09 %.
2014 FEFEDOFHE T 1.43 % ThH > 72, 2006~2008 -
DFBEDRANIZ BT S v #r—HIEHGE DX MTDI
HEI3,0.31 % T 2009 5 D/NL & R TR A - 72 (3
3

2009 FE 5 KU 2014 FFFE L S ITAL b Y VOB
WA YBOEIGE LD EEA R L2, LA
SO JEOR L 70 BRI KR AR O A L b ) Vg
DEEFN TS0, BliShzrn b)) VBIERERR
My, RARHKAE Gz~ HENETHEEEL16N 5,

MNRIZBT 32 7avLr vy ) a—)o—H BRI
2009 FHE DFA T, 0.47 mg/kg (KE H. 2014 FED
A TO0.73 mg/kg hHE H Tdh > 72, 2014 F &1
2009 FE X D EN T &2 b EEENETHML Th 5
fEmsmg sz, MNUcbFs7vLrys)a—n
DO—HIBHCE O X ADI JEE T, 2009 45 O FHAE T 1.9
%. 2014 FFEDOFET29 % TH o7z, TutL vy
V- LiFETOHOMBRE» LM EhTED,
FHSHARRERCFUED 5 B2 & OBt R R & @\ i & R
L7z, 7Ly r)a—bid, i, W< AL,
FrO S LEOBBIZEHEHMNEFIEN TS, F7z,
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Figure 5 Comparison of the estimated daily intake for food manufacturing agents and ADI
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4. £&O

AAEHETIE 2009 5 35 K 082014 FIE 1247 - 72/
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BRHRANHO —HEREOEMKEREERE &
JECFA TiE® 5 T3 ADL(MTDI) 1Zx§ % #4 G
ADI (MTDI) k%) %KD 7z, 21 WHEOBMSFNHO
—HEIGRHAE TIZ. T TORMYTxF ADI (MTDI)
WHEABA 72 DIIIHEL 5 > 720 BN ESRINYT
RSO HEREZRLZZOEAIL M) VIBRTH D,
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FuvLrys)a—Lm29 %hebEL. ) VBLs
MO MIDILHE 18 % TH - 72, NI NT
2014 FEORFICK DR S h7Z2T oL 7)) a—
LD ADI bk LU, ) VERILAEHO X MTDI Hb#
282009 FEEOKR LD EH T, EEAR L 72, ADI
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MBI TR EEZ 5B 2, 5% S Mk 2 i
HEHEL, xF ADI FbE#, xF MTDI b O R O #i%
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<Summary>

Food additives have an important role, and are almost indispensable in processed foods or modern dietary life.
Although usage of food additives are strictly regulated by the Food Sanitation Act under the basis of well
scientific safety evaluation of each food additives, consumers generally recognize them quite unsafe or bad for
health and are tend to avoid them, while most of food safety specialists recognize them safe enough.

In this article a meat curing or coloring agent, nitrite, is exemplified first to describe issues and studies on
safety of food additives in these decades. Next topic is the unsafe recognition of consumers on food additives. To
elucidate the reasons of the recognition, we examined the description on food additives in textbooks for junior high
school students. In some textbooks they describe that food additives are generally not safe enough and to be
consumed as little as possible.

Finally I describe how I have been making various efforts for years to educate dietitian students to learn not

only knowledge on food safety, but also scientific ways of thinking on food safety.

Are Food Additives Unsafe? MISAO MIWA, Ph.D.

—How to Communicate about Food Safety— Professor, Faculty of Nutritional Science,
Sagami Women's University
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<Summary>

The concept of “food functions” was created in Japan in the 1980s, and this brought about the development of a
class of foods called “functional foods”. A unique regulation system called "Food for specified health uses
(FoSHU)” was established in 1991, followed by another “Food for nutrition function claims (FNFC)” in 2001.
“Food with function claims (FFC)” is the newest functional food claim regulation system and was established in
2015. Evaluation methods for food functions and safety are important in developing functional foods. Based on the
development of evaluation methods, validation of claims under the regulation systems is carried out. New guidelines
for human testing for FoSHU evaluation was established in 2014. Evaluation of functional foods by reviewing
scientific literature from databases was also considered as a novel evaluation method. This method, known as a
systematic review, looks useful and is now being employed for evaluating FFC products. The history, current
status, and future prospects for evaluation methods used for Japanese functional food products are discussed in

this article.
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<Summary>

Agricultural products were effectively supplied from farmers with high levels of motivation due to the freedom
of agricultural fields in Japan after the World War II. During industrial and economic diversity, the sustainability
of agriculture has decreased in Japan. Today, most agricultural products are supported by tax subsidies. Ministry
of Agriculture, Forestry and Fisheries with the Japanese government and Japanese Agricultural Cooperative (JA)
should have understood how to lead the system of agriculture as leaders in Japan. However, the stated reason of
their organizations, polite fiction, and their immediate profits prevent the Japanese agriculture system from being
reconstructed. Here I analyze the present situation of agriculture in Japan to be understood as real intention. In

the last chapter, I show the success of agriculture in Holland as one of the examples.
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<Summary>

The globalization of food trade has rapidly been spreading. Japanese economy in food trade is rapidly and
internationally growing with the politics of the Japanese government. However, since the implementation of HACCP
system in the companies in Japan is behind compared to USA or European countries, the Japanese companies
should consider the implementation of HACCP and international harmonization of food safety management and
standards and pay attention to the assurance of food safety for the expansion of food trade.

This symposium entitled “HACCP in response to Food Globalization” was held on May 18, 2016 at Tokyo Big
Site in Koto-ku, Tokyo organized jointly by the Japanese Society for Food Hygiene and Safety, Japanese Society
of Food Microbiology and Japanese Society of Food Chemistry, and jointly sponsored by IFT Japan, ILLSI Japan,
Japan Food Hygiene Association, Japan Food Industry Association and Food Chemical Newspaper Inc.

Approximately 125 people participated and discussed in the symposium.

HACCP in Response to Food Globalization HIROSHI AKIYAMA, Ph.D.
Head,

Division of Foods,

National Institute of Health Sciences
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arhE S RERIED =Bz, S, BELLE
FEMFESPRLIETH 5T BREIEEEEHC
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[l 7 R RRBR T (BL [ S7 BESE i B R AR E ST BB
F7est:
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2008~2012 4 [ENL RSB AR TR LA JEHE SRk
2011 4 [ESZEREES R BRI SR
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ILSI Japan Workshop on “What are assessment endpoints in ERA of GMO?” was held on May 19, 2016.

Although GM crops are not commercially cultivated in Japan, Japan is one of the world’s largest importers of
agricultural products intended for food and feed that have been produced using GM crops. Due to its high
dependence on grain supplied from foreign countries, GM crops have already become essential elements to securing
Japan’s food supply.

Japan ratified the Cartagena Protocol on Biosafety in 2003. Under the “Cartagena Law”, the Ministry of
Agriculture, Forestry and Fisheries (MAFF) and the Ministry of Environment (MOE) grant joint approvals for
cultivation or for the use of GM crops as food and feed. A joint MAFF and MOE expert panel carries out an
environmental risk assessment (ERA) to determine the potential for adverse effects on biodiversity, focusing on “the
influence of competition on native wild species by GM crops (competitive superiority)”, “the influence of GM
crops which produce harmful substances (potential production of harmful substance)”, and “the influence of GM
crops hybridizing with wild relatives (crossability)”. As 13 years have passed since ERA for major GM crops
such as Bt and/or HR corn, and HR soybean etc. started in Japan, Japan’s review system could benefit from
leveraging their cumulative data and experiences.

New GM crops of various traits such as drought resistance, improvement of nutrition etc. are developed in recent
years, and a regulation judgement according to that can have been asked now. We should reconsider a way to ERA
in our country and make the meaning of the assessment endpoints clear in this workshop.

Assessment endpoints are defined during the problem formulation process, which comprises the initial step of an
ERA. The first half in this workshop, we received a topic offered about a definition of an assessment endpoint.
After that, we discussed a case of each country about regulation based on the definition. In the second half, for
understanding what is risk or hazard in ERA, we discussed the introgressive hybridization from GM crops to wild

relatives or ancestors, weed characters and allelopathy concerned with assessment endpoints.
The Agenda of the meeting was as follows,

Opening Remarks
Mr. Takuji Yasukawa (President, I1.SI Japan)

ILSI Japan Biotechnology Research Committee Workshop
“What Are Assessment Endpoints in ERA of GMO?”

RYO OHSAWA, Ph.D.
Professor,
University of Tsukuba
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Purpose of the Workshop, Definition of Protection Goals and Assessment Endpoints
Dr. Ryo Ohsawa (University of Tsukuba, Japan)
Application of Problem Formulation to Define Assessment Endpoints for GM Crops

Dr. Andrew Roberts (ILSI CERA, US)
Case Studies of Each Country

¢ Assessment Endpoints in Japanese Guidelines

Dr. Akihiro Hino (Chair of MAFF/MOE Subcommittee, Japan)

¢ Assessment Endpoints in Australia

Dr. Michael Dornbusch (Assistant Secretary, Evaluation Branch, Office of the Gene Technology

Regulator, Australia)
* Assessment Endpoints in the US

Dr. Andrew Roberts (ILSI CERA, US)
What Is Risk or Hazard in ERA

e  Corn Breeding: Insight on Biology and Domestication for ERA
Dr. Linda Pollak (Windy Acres Genetics, Retired Research Geneticist from USDA's Agricultural

Research Service, US)

* What Are Weed Characteristics and What Need to Be Evaluated for Weediness?
Dr. Ayako Shimono (Toho University, Japan)

e What Is Allelopathy and What Need to Be Evaluated for Allelopathy?
Dr. Yasuhiro Yogo (National Agriculture and Food Research Organization, Japan)

e Comparison between Japanese and U.S. Confined Field Trials (CFT) for Genetically Modified (GM) Crops
Dr. Shuichi Nakai (ILSI Japan Biotechnology Committee / Monsanto Japan)

Panel Discussion

Moderator: Dr. Ryo Ohsawa (University of Tsukuba, Japan)

All speakers

Comparison of Assessment Endpoints in Japan, Australia, Canada and the US Reported Today

Closing Remarks

Dr. Kenichi Hayashi (Emeritus Member of Advisory Council of IL.SI CERA, Japan)

1. [FUBIC

AN ENFERIE? S 13 FE1FEH, Ko ETIE, E
W % W2 Bl (Environmental Risk Assessment,
ERA) 22OV TE LK DMABEHENTE =, —H.
PER D PR BR EL AN M & 132 4 B8 & R0 BI(R 1
i Z R ORFBEPHEA TE D, ST 285 11
ARMO ERA DL % E 2 3EH Kk Thd &0 A
%, ZZT. [HEMBRMEZERHIOMED I 52
M7 —2>ay7] &hlfiEL. KAEOERA TFiked
FlzafRDIR 5 &Iz, WIHTI I % ERA Tk difil e
i U, Assessment Endpoints ZBHffiiZ L, X 5I12Z2D
72 BB s RHEEH 2 BT E L. %O ERA
DIED JT a5 T &b Uiz, KRS, 3FMTICHMEL 72

VARY T LIZEWTILSI-CERA @ Andrew Roberts [X
. Z#H 5 i Problem Formulation ([ 7E X 1k)
NERAIZEVWTHF—U—NicxdZLadEhL., 20
H1C Assessment Endpoints & HHEIZ L T Z & 23E
HTh3DT, ZOMBEE%H, #amlFL o] &
LTz, ZOREOBIC G BRFEAIMERCH d Kbt
DAt o 51/ 25 (GMAEY) DOWGEEH 5 S h,
EOIIRT / AR K B HREM S ER S hT& T
5, ZOEIBHFOE L, KT—=U 23y T TR, 11D
IZ Problem Formulation & & ® X 9 12 ERA @ Assess-
ment Endpoints D EFIZCHW ATV VO AR L. £
DEFRINE > T B K[E D ERA OBIKA PRS2
Zlb&liz, &72, ERAIZKIIDVZAZENF-FEXDHE
4572812, Assessment Endpoints & L T GM 1Y
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1 B HUEREANOWRGESHENE. & 2 WIZBRTEC b 5
MEEAL B EWBE OBV b5 T LT —12D0
THREHRD LI &Lz,

AWTI =2 Y2y TR EWTT5 I8 FEHELNO
T, V=20 ¥ a3y TREKOBR AT L 72, FiCHKD
[E]C D BRfFE A 75 52 752 223 & 72 Problem Formulation &
Assessment Endpoints {2583 5 ILSI-CERA @ Andrew
Roberts D % FUOIZHTT L 7210,

2. K790 a3vyTDE

2015 F-BIfE. GM EPIE A ¢ 28 » [E. 1,800 J5 D
BERICK > TRE S hTw b, 2 OfmRL 3K 148,000
TN 2 —=LThb, FEWINZAS &R TRE ST
WBHHEA XD 83 %, MDD T5 % H A TR Z EREIC
KX2WETH 5, RAETRESLIND LiFohsZ e
ZOMTETIVIE2 %, FAXIE24 % THD, L
2 UEDONFISAEAZL LTI 0, BREAIE W RE & i
HERFEORINEE 5 AA. T OB ENFEHD 2
Sy 2 RIEHBEIML T3, &£1132 2 10 FHIcFKs
EIT AL AFFEITHD G 12 KGE & 7z hvfd
WO TH D, Py EOILEH 2L 2004 I3 H—
BEHZNVEHMAE 2L v 7 BIEEAETH B D,
2009 -2 5 BEHZ X v 7 RMHBBEML T\ 5, BIET

Mz 24 DI L RICIMASNAHE N TS5, 20D
TRRBBUZIA, A TV BITME A, 2244 XD
BWIHREO Y L~ A BEHSENIFET R 206, H#
BFHIRA 44 ZOKRIEEIZ L ShTWbEni
%, ERAIZZ 4 v 7 RMBPER I NSHI» 67D T
WENR, ALy s BMA TS e BIROH T,
ERA D2 ZD > T, MIBAEDLKENDH, bS5V
AR TUIOT WD LS B DR H 5D %R
BT BEIH A5,

INFTIIE VMEEAICEL L, BHKES & Bk
A KBS RIS BRET R B 2k K ORIy
F2CB O THEAN A S, KEKRPITHONTE 72,
Z DFHiIZ 51T 5 Assessment Endpoints (Z5ia . &
HOEOREAENE, SHETH D, TNEDERIZENT
EREAMEE. UTOSETSH 5. “Risk is a function
of a defined harm (hazard) and its likelihood of
occurrence (exposure)” §Z&bH, Y XA ZEFNY—F
ERBOBBTHELENS L THE, RIGENTH S
GMAED LRI T2 22| BZOBED
fabitt & I EICIRTF T2 20 F L &, WO TR
RNETHAH9, Wll. 7/ LREHMRIC & 2 SEERKO
AR E > TS A, ZORBKICEEIETHIBA TH S
PEPDRERIZEETH 25, T OPEVINEM SRS
EDESBA VIS0 VS A B0 EZEZLTUIE S KN,

*1 g&ﬁtgﬁfgﬁ<%1Eﬁﬁﬁﬂﬁéht%ﬁ%ﬁ@iﬁ%@%&ﬁ@ﬂ$?@ﬁﬁ
4~2015
Table 1 Change of number of the LMO of which Type 1 use regulation is approved under
the Cartagena Protocol domestic law (Japan)
Maize Soybean
mono-trait [Stacked Stack_ed Others mono-trait |Stacked Stack_ed Others&
(HT ot IR) |(HT & IR)|(multi-genes) (HT ot IR) |((HT & IR) |(multi-genes) HT
2004 T 0 0 : : f
2006 4 A
2007 4 3 I D R 1
2008 2 4 A -
2009 e 1 T
2010 1 2 5 1 1
2012 1 4 1 1
2013 : 10 1 4 2 1
2015 1 1 1 - -
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3. BzFHBEAEYICHT 5 Assessment
Endpoints &€& % /-5 ® Problem
Formulation OicF

(1) Problem Formulation & (3 ?

Problem Formulation {Z—M%MICI3 R & ERL S K
%, ERAOI VT2 A MIBWTHELME L TLE
Ao & R H . (Protection Goal) T & 5,
ERAIZHEWT, KHZZDOMAFBD02N e b Tn
5ZLWHb, ERARZY Y —FREETIE AL, FEk
EEANT720OBETE L, EMEHEEED LS
IZSF500 D EHBELBNTH %, MEOEFRE LTL,
=B FoNE DM ERT ST L. WIZ, Y
Ao F VA EEETSII L, Thbb GMIEYO
WAPRHEABIZED LS KA VS0 V& 525008
WO EHKTH D, 612D AT v F ) F OMGERREX
IRFEM 2 2 HEIC T 52 & Th S,

Problem Formulation DFEEMIZLLT D 4 DB M %
FEZBEHBLR TV, 1HHIE, e, S REL 720
MBI TH20H» 7 2 HIZ, fEFKSRILA 8
BTE3200? BBRETELZOTHIUI) 2V F )L
ZRETE S, 3MBIE. ED XSGR K STReNE
EAHMBECE SO0 7 ik, 4 KBIE. ZHUIEELD
M LS T ETHD, MRS REN LTI Tk
W, faERH D00, EERH DB E LS Z TR &
TS R WHREDO»EE L B TFHUT a6 &,

BREGHIiO T v N R4 v MR & #lie 2 1E
PR L C3EPIL T 3133 Th 5, Lzni-> T, H
WET X AR PHRBEENTNDEIETTH DS, GMIEY
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F£2 HAE A—ZXBMFUTF, 7XUHBD Protection Goals & Assessment Endpoints @ LEE;
Table 2 Comparison of Protection Goals and Assessment Endpoints in Japan, Australia and USA

e Australia

The Gene Technology Act

Regulation  Act on The Conservation The Plant Protection Act
and Sustainable Use of 2000 Fungicide and Rodenticide (PPA)
Biological Diversity through Act (FIFRA) The National Environment
Regulations on the Use of Policy Act (NEPA)
Living Modified Organisms
(Cartagena Law)

Agency MAFF, MOE OGTR EPA USDA/APHIS

Protection Biological Diversity Health and Safety of People, Man or the Environment PPA: Health, Safety,

Goal Environment Environment and

R

- America |

The Federal Insecticide

Agriculture

NEPA: Similarto ERA ?

Assessment * Competitiveness
Endpoints = Crossability
* Productivity of harmful
substances

Reduced establishment
of desired vegetation
Reduced yield or amount
of desired vegetation
Reduced product quality,
biodiversity or damage
to physical infrastructure
Prevents movement of

people, animals, vehicles,

machinery and/or water
Toxic to people, stock
and/or native animals
Reduced environmental
health

Impacts on non-target PPA
organisms(NTOs) as a result = Plant pests and
of “Plant Incorporated pathogens

Protectant”.

- Humans (through
environmental
exposure)

- Threated and
endangered species

- Other valued or
ecologically important
species

* Noxious weeds

NEPA

* Plant to survive and
persist

* Gene flow

* Impact on organisms,
especially threated and
endangered species
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4. BHEER

(1) Application of Problem Formulation to Define
Assessment Endpoints for GE Crops

Dr. Andrew F. Roberts

(ILSI-CERA, USA)

One of the fundamental principles of environmental
risk assessment for GE plants is that assessments are
conducted on a case by case basis. This means that each
assessment is done with consideration of the particular
plant, the introduce GE trait and the circumstances of
its use. Every assessment can therefore be considered
independently using the process of Problem Formulation -
a scoping exercise which identifies relevant protected or
valued aspects of the environment and plausible
pathways by which they might be harmed by the GE
plant. The likelihood of harm occurring is the subject
of the risk assessment, and problem formulation helps
you identify what information will be relevant to
assessing the case. Why then, when we look at risk
assessment reports from countries around the world do
we see the same assessment endpoints considered over
and over again?

The answer has largely to do with two things. First,
we have a very good understanding of how plants behave
in the environment, and more importantly, the
environmental harms that are caused by plants. These
harms are associated with aggressive growth, which may
lead to the plant being considered a weed or an invasive
species, or with the production of substances that cause
harm to organisms in the environment. The second truth
is that risk assessments for GE plants have also dealt
almost exclusively with highly domesticated species used
in agriculture. These plants have familiar and well
characterized biology, which precludes consideration of
more exotic pathways to harm. As it turns out, the
conclusions of a risk assessment must indeed be formulated
on a case by case basis. But the context and the
protection goals that feed into the problem formulation
rarely, if ever, change related to the type of organisms
and intended use that are considered frequently for GE

plants. These shared characteristics, and the knowledge

of how similar assessment endpoints are derived time
and time again in considerations of ERA for GE plants
suggest that trait specific considerations typically don’
t impact the identification of relevant assessment
endpoints. This may be especially true when considering

low exposure scenarios.

(2) Assessment Endpoints in Japanese ERA System

Akihiro Hino

(Chair of MAFF/MOE Subcommittee, Japan)

The first regulation on Genetically Modified
Organisms (GMO; LMO) for ERA in Japan is “the
Guideline for Safety Assessment of GMOs for Open-
Field Use” announced by the Ministry of Agriculture,
Forestry and Fisheries (MAFF) in 1989. This
guideline was implemented to address the discussion on
risk assessment of GMOs developed in Japan for
industrial applications. The content of the guideline was
in line with the recommendations discussed by OECD
and other regulatory bodies. With the first of GM crop
import from overseas, the same risk assessment concept
is applied to GMOs developed in overseas, and import of
GM soybean, canola, corn and other crops were started.
At the same time, however, application of innovative
technologies to food products both in the country and
overseas gave rise to a feeling of apprehension. After
the ratification of the Cartagena Protocol on Biosafety
in 2003, the “Law Concerning the Conservation and
Sustainable Use of Biological Diversity through
Regulations on the Use of Living Modified Organisms”
(the Cartagena Law) was implemented in Japan, and
current regulatory system has been established. Here, a
brief overview of the Japanese regulatory system is
provided.

The purpose is to conduct biological diversity risk
assessment of GMOs based on the Cartagena Law.

e The ERA application is accepted for each
transformation event.

* Biological diversity risk assessment is conducted
with science-based analysis and review. Applicants
provide additional information related to the

questions and comments from the expert panel raised
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during review, and the conclusion is judged through
consultation among members of the expert panel.

* Information required for the assessment includes
information on host species, transgenes, and
differences between GM and host plants. This
information should be those excerpted from peer-
reviewed articles and/or the event-specific data
generated by the applicants.

e Whether or not a GMO possesses properties which
may cause adverse effects to biological diversity is
judged in terms of “Competitiveness”, “Productivity
of harmful substances”, “Crossability”. If there is
a possibility of possessing such properties, wildlife
likely to be affected is identified, and assessments
of adverse effects are conducted. Based on these
assessments, the existence of adverse effects on
biological diversity is determined.

e Species introduced to Japan during Meiji Era or
later (introduced species) are not the target of
the assessment. Pest species of host plants are, in
principle, also excluded from the assessment.

Efficient and effective assessment have been conducted
by revising the required information etc. by taking, for
example, the advancement of science and technology,
accumulation of scientific knowledge, and international

trend into account.

(3) Assessment Endpoints in the U.S.
Dr. Andrew F. Roberts
(ILSI-CERA, USA)
The United States has reviewed and commercialized
more GE plants for cultivation than any other country.
This presentation will provide a brief review of the
regulatory structure pertaining to the use of GE plants
in the environment in the United States. The analysis
will consider the protection goals identified in U.S.
legislation, as well as the assessment endpoints used in

practice for U.S. regulatory assessments.

(4) Risk Identification and Assessment Endpoints in
Australian Risk Analysis of GMOs
Dr. Michael Dornbush

(Office of the Gene Technology Regulator,
Australian Government Department of Health)

Although there appears to be different approaches and
terminologies used for environmental risk analysis for
regulatory purposes, there are similar underlying
principles. The first step in any environmental risk
analysis is to establish the goals of the assessment, its
scope and boundaries, a risk hypothesis, assessment
criteria and the methodology to be used. This first step
is called problem formulation, often also called hazard
identification or in the assessment approach used in
Australia, this includes elements of the risk context and
risk identification.

Assessment endpoints can be considered explicit
expressions of environmental values to be protected
from harm. Values to be protected may be derived from
legislation or regulations. In Australia the object of the
Gene Technology Act is to protect people and the
environment and Regulations outline risk criteria that
must be taken into account when preparing a risk
assessment. However, there is often a need to further
refine these high level statements to put them into
practical operation for case-by-case risk assessments.

Harm is an undesirable change, usually an adverse or
negative effect of human health or the environment.
Defining the nature and level of harm is a central part
of establishing the criteria for risk assessment. Without
explicit descriptions of harm, the assessment may result
in identifying changes or effects rather than identifying
risks. For this reason, risk scenarios (or risk
hypotheses) used in the risk identification stage of
assessment must always include clear statements of the
source of potential harm (hazard) and the potential
harm (assessment endpoint) that could occur as a
result of a plausible sequence of events that connect them.

Australia’s approach to risk analysis of GMOs has
incorporated already established and validated methods
for the risk analysis of weeds. This methodology
assesses the potential invasiveness and impacts of plants
and provides practical and useful assessment endpoints
(and measurement endpoints) that are easily applied to

assessing the potential weediness of GM plants.
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(5) Corn Breeding: Insight on Biology and
Domestication for ERA
Dr. Linda Pollak
(Windy Acres Genetics,
Retired Research Geneticist from
USDA’s Agricultural Research Service, USA)
Farmers in Mexico domesticated maize from a wild
grass, teosinte. Maize and teosinte differ by only five
genes or groups of genes but are dissimilar phenotypically.
It is thought that very early in domestication the five
genes had mutations with dramatic effects. Modern
maize has very little variability in these five genes
which suggests that the mutations happened early in
domestication. As early maize spread through Mexico
and Central America, where teosinte is wild, it is
thought that more subtle variation in maize appeared
from hybridization with other teosinte races and
varieties of early maize. Genetic diversity continued to
increase because farmers created varieties adapted to
their environments and needs, and crossing among
varieties occurred through trading and human migration
to new areas. A maize race is a group of populations
that have more in common genetically than varieties
belonging to another race. More than 25,000 populations
belong to 200 races in the Americas, and many more are
found all over the world where maize spread. A race
adapted to a specific environment needs a period of
selection to adapt to a new environment. Although the
amount of genetic variability in maize is large the
genetic base of commercial maize is much smaller. Very
few races are used commercially worldwide, and in most
countries commercial maize traces back to only three to
four high-yielding populations. There is always need for
ever more productive germplasm developed by breeding.
The critical first step in breeding is to determine the
best genetic materials with desired characteristics for
the market and make crosses. Commercial breeding
crosses are usually made from two good commercial
inbred lines, then the cross is self-pollinated to make a
population with genetic variation.
The second step is to make the right selections.

Inbred line development is a cycle of fixing genes by

self-pollinating, meanwhile selecting on phenotype and
also selecting for productivity using experimental
hybrids. Experimental hybrids are tested over many
environments so that environmental variation can be
separated from genetic variation. The environment of
adaptation can also be determined. Other important
traits selected for or against can be done in additional
nurseries or in the laboratory.

A third critical step in maize breeding is to generate
experimental hybrid data of good quality so that statistical
analysis can provide accurate genetic information about
genotype versus environment and to aid in selecting good
inbred lines. Statistical analysis is an essential tool
when dealing with quantitative variation that cannot be
measured precisely.

The final critical step is to deliver the new hybrids to
farmers by the seed industry. Possibilities of unintended
phenotypes appearing in conventional breeding are small
because of the cycles of selection that would eliminate
unwanted phenotypes. Maize becoming a weed is also
unlikely because maize is a crop developed by humans
and has a 9-10,000 year history of interdependence with
humans. Because maize and humans had a unique
dependent relationship during much of its domestication
maize has spread throughout the world and become an

important crop in many countries.

(6) What Are Weed Characteristics and What Need
to Be Evaluated for Weediness?

Dr. Ayako Shimono

(Faculty of Science, Department of Biology,

Toho University,)

Weediness is sometimes used synonymously with

»

“ability to establish (naturalize)” and/or “invasiveness”,

because of two definitions in the terms of “weed” as below,

1. Ecological definition: Plants that grows spontaneously
in an environment that has been modified by human.

2. Definitions based on human’s values: Plants that
grow in sites where they are not wanted and which
usually have detectable economic or environmental

effects.

Because the biosafety regulation requires applicants
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to assess the possibility of the LMOs becoming invasive,
it makes the endpoint clarify to distinguish “establishment”
from “invasiveness”.

Under domestication process, most of crops lost their
ability for self-propagation and became dependent on
humans for survival. Corn, soybean, and cotton, that are
major LMOs, are highly domesticated and have not
become established plants in Japan. These crops must
overcome reproductive (self-replacing) barrier to
sustain populations without intervention by humans. The
barriers are probably related to domesticated traits of
the germination and reproductive characteristics, that is

needed to be evaluated for weediness.

(7) What Is Allelopathy and What Need to Be
Evaluated for Allelopathy
Dr. Yasuhiro Yogo
(Director, Division of Biodiversity
Institute for Agro-Environmental Sciences, NARO
National Agriculture and Food Research
Organization)
Allelopathy is the effect on growth/development of
one species, caused by a chemical released from another
species. There are several senses on allelopathy, but
only adverse effect is taken up in genetically modified
organisms (GMO). There are several words concerning
about allelopathy, such as harmful substances in OECD,
accidental conversion to pathogen by toxic chemicals in
National Academy of Science, toxin affecting non-target
organisms in Biosafety Clearing-House (BCH), which
is the mechanism set up by Cartagena Protocol on
Biosafety (CPB) to the Convention on Biological
Diversity. However, no organization use the word of
“allelopathy ”.
We also have been treating the GMO since late 1980’
s in Japan. Before introducing CPB, environmental
safety assessment of GM crops was conducted in
accordance with the guidelines of MAFF for
recombinant DNA organisms. Assessment items in
relation to allelopathy are unknown production of
chemical substances in plant, adverse effect of the

chemicals exuded from root, volatilized from leaf, and

plant residue on other plants, although we also do not
use word of “allelopathy”. And soil microflora such as
bacteria, actinomycetes, filamentous fungi, and the
surrounding vegetation were also assessed. Key
judgement point is subsequential equivalence to non-GM
crop, resulting no adverse effect on environment. After
introducing CPB, adverse effect of harmful substances
on domestic wild species are assessed on Type I use of
GMO, including FFP, by using similar assessment items
in the previous guideline, although the concept of
“Familiarity” were introduced in biodiversity view point.

There are several points to be considered, such as
intended or unintended, assessment end points,
familiarity, controllability, acceptability and so forth, in

risk assessment of allelopathy in GMO.

(8) Comparison between Japanese and U.S.
Confined Field Trials (CFT) for Genetically
Modified (GM) Crops

Dr. Shuichi Nakai
(IL.ST Japan Biotechnology Committee
Monsanto Japan)

Conducting Confined Field Trials (CFT) for
Genetically Modified (GM) crops prior to unrestricted
release is well-established among countries with
domestic regulations for the cultivation approval of GM
crops. In recent years, transportability of CFT data for
Environmental Risk Assessment (ERA) of GM crops is
actively discussed. The definition of transportability of
CFT data here is that leveraging the CFT data for GM
crop collected in one cultivation country for ERA in
other countries where the same GM crop is planned to
be cultivated and/or imported.

Scientific reliability of CFT data collected in the
cultivation country is one of the important factors to
judge transportability of CE'T data to other countries.
In this presentation, scientific reliability of CFT data
collected in the U.S. was reviewed by comparing purpose
of CFT, geographical locations, experimental design and
evaluation items with that of Japan. To compare
evaluation items, GM corn MON 87411 which was

conferred coleopteran resistance and glyphosate
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tolerance was used as case study. As the result of
comprehensive review, it was concluded that CF'T data
collected in the U.S. are reliable to evaluate weediness
of GM crops in Japan due to the following three reasons.

1. Key characteristics to assess weediness (e.g. dor-
mancy, seed dispersal, lodging) are always examined
in U.S.

2. CFTs in U.S. are conducted in diverse geographical
conditions without adding physical stress to GM corn
to prevent out-crossing.

3. The U.S. undergoes rigorous process to interpret
statistical significant differences detected in CFTs
by obtaining the range of values of the reference

varieties.
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The 43rd Session of the Codex Committee on Food Labelling (CCFL) was held in Ottawa, Canada from 9 to 13
May 2016. The Session was chaired by Ms Lyzette Lamondin, Acting Executive Director, Food Import, Export and
Consumer Protection Directorate, Canadian Food Inspection Agency and attended by delegates from 52 member
countries and one member organization (the European Union) and observers from 17 international organizations.
The Japan Delegation consisting of 2 from the Consumer Affairs Agency, 3 from the Ministry of Agriculture,
Forestry and Fisheries (including the author) and 2 technical advisors was headed by Dr Toshitaka Masuda of the
Consumer Affairs Agency. The summary and conclusions of the Session are as follows.

The Committee:

* Advanced the proposed draft revision of the General Standard for the Labelling of Prepackaged Foods: Date

Marking to Step 5 for adoption by CAC39;

* Forwarded the project document for approval as a new work: Guidance for the labelling on non-retail containers;
* Proposed that CAC39 identify an appropriate forum to continue work on the proposed draft revision of the

Guidelines for the Production, Processing, Labelling and Marketing of Organically Produced Foods: Organic

Aquaculture or to discontinue this work;
¢ Discontinued discussion on issues related to internet sales of food;

* Agreed not to proceed the revision of the General Guidelines for the Use of the Term “Halal” (CAC/GL 24-

1997), but to consider a discussion paper on issues surrounding consumer preference claims;

* Agreed to prepare discussion papers on front-of-pack labelling and future work of CCFL;

e Agreed there was no need to develop a particular work management approach, but could consider such an need in
the future;

* Endorsed the labelling provisions in the standards submitted by CCASIA, CCSCH, CCFFV and CCFA;

* Agreed not to consider the matter of food integrity/food authenticity, but to wait for discussion and decision
from CCFICS; and

* Agreed to request advice from CCFH on the appropriateness of the food safety criterion 1 to exempt foods from
date marking.

The official report of the Session and related documents can be found on the Codex website at http://www.fao.

org/fao-who-codexalimentarius/meetings-reports/detail/en/?meeting=CCFL&session=43

Report of the 43rd Session of the AYA ORITO
Codex Committee on Food Labelling Section Chief
Food Safety Policy Division, Food Safety and Consumer Affairs Bureau,

Ministry of Agriculture, Forestry and Fisheries of Japan
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%5 22 [0l CCFICS (2016 4F) I2HW\W T, [R & DR
PG EME] CBT 2 BERELABRE S Tn 5,
CCFICS 7 5 [H'aDWEHEME E8ME] OFRIZBT
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BHFIZOWTHEN D - 72, KTk, [THEFEE
BHEME] DERPEN D RO LENEE DB R O
TRIAWETH S Z &, %725 23 [0l CCFICS (2017 4)
SRR AR T2 TELE L > TNEZ LN, 5
KEBR TR L E N T &Il 572,
<B@EAEMYES (CCFA) »5DFIEEEE>

GSLPF Ot 2 ¥ 3 v 4234 DWFTEIE, #E3 T
Himd B kIl h o7,
< FAO XU WHO % 5 OR/EE >

FAO 72 5. GSLPF #ZHUZ L TV 3 BHERICHR
BNV Ty 0% 2016 FFTHICARTETHS I L%
DA B > 7=,

WHO 7225, 2015 4 3 FICBEBHUCBET 28 LA
A RIAVERAF LT E, 2015412 HICR X T
RELNCET 2R AOWEENALTETH S T
&L T2 O EA ORERE 2T WHO 2857E L 7=
BRI O R R DOIEEE & 7 B HEAIZ DN T, FEHEE
%2016 FF FHNCHEIETETH 5 Z EHEDRNH D - 72,

ME3 I—T v ARBEICH T ZRTERDKE
<7 I TS (CCASIA) >
o JEFEBER HLBLN O MR

(fetAee)

%5 4119 CCFL (2013 4F) 12k T, YgAmADE
RIZDWT, EEROE K OCEEBER 2 5. [soybean
milk (FF)] LWV HED [milk (L)) % FLES DS
T2 Z &, HEHICHRE G A5 Z &, [milk]
EWnD HEER, FLHBOMEHAICE T 5 — B
(CODEX STAN 206-1999)) (it 3 ¥ 4.2.1,
46.1. 4.6.3) KU & & 4 % 06.8.1 [Soybean-based
beverages | & & FEMIRIIPNZ B35 —#% k% (CODEX
STAN 192-1995) (GSFA) &—HLTuwanle, %<
DOETIZ [soybean milk] 13 [soybean-based beverages]
CEENTVBELT RAETHDS LoREAAT SN
7zo —74. CODEX STAN 206-1999 Dt~ > 3 v 4.6.2
25, FLESCBI4 2 HEEIR [ 2 OBE OIS EE 2ME
IR 2 5 6 2 5356 % 7213 % DA IEFLEE O
b DFEEDHT 2 7-0ICHIEICHEDLDN T B EA] 12
HHATE S EMRRTNWSE Z &, 72, [soybean-based
beverages | (37 L [soybean milk | B & 1T A5Z
EMFIAEN, [soybean milk| OHEEDHEHE LT
Ry EN 2, MRS, 2L LTI CCASIA 25

PRE SN2 KM D0 TEERIRE 7,
CCASIA 2% T CODEX STAN 206-1999 DEq# 3
ZRHFEEEE L, BhIMat i) T a2 E T35 2
ETAEL,

#4519 [0l CCASIA (2014 ) Tid. ZOfREEHE A,
KBS D [soybean milk | %1% [milk ] Tid % <
[beverage | #4252 LIZAE L, £/, HAR
HOMREE S LIS, YFBERHOER (k7Y a3V 81)
12, BEOEINHHI - EHESEIL 72535 T AR TR
L 7PN DO (R E RN L TE ROWEORUE i85
THILICAR L, FSKARICIE, CCASTA 25D
fIREHFRHE LT, ZRORH (27 Y 3 v 8) DIK@EA
KDL T,

(K5

F9. FAHBOEEROSLE (L2 v a2 22]1) 2B
W, KD [soybean milk | % [soybean beverage | &
L7275 [soybean milk | &3 HEEAMEIZH 5 2 &
IZDWT, DX =KD EEI/RENTz, ThU
HLIa—7v 7 25BERL0, JEOHNEIX CODEX
STAN 206-1999 O+t 2 ¥ 3 v 46 L FFLAWVE,
[soybean milk ] &5 HEEZ E41LT 2 & DTIE AW
B, £, ThZhOHBOWHBEELBRRAESE2EDT
Fang, S S h &R BEOBIE S <,
[soybean milk ] &) FHEEAVWS NS Z LI &
L & DIFRAIR E iz,

Z DO Athh, @ [The product covered by the provisions
of this Standard shall be labelled in accordance with the
latest edition of the General Standard for Labelling of
Prepackaged Foods. | 122WTC, 2 —5F v 7 2B TIE
WICRHIRAGIH &5 Z &2 6 [latest edition] % H
FxL. @ [If genetically modified soybean is used in the
process, | IZDWT, BRFO I —F v 7 28K & DL
P A & [genetically modified soybean] % [soya bean
derived from modern biotechnology | IZ{&IE L. K& L 7=,
<ZNA Z - #ER/N—T&% (CCSCH) >
* 73V (Cumin) BUREZE : FEL D KRL 7=,
o HzM & 4 2 (Dried Thyme) BUBERZE : [dried| 12D

W GSLPF T, [ a4 OARE LU PE ik
REICBHL . WHEH QGG L < IZEFALZ O 5 7=
DIZREBMOEN £ 723X E %, YBROH4
PREeITH LTSRN L AT hE R b 50 | &
LT3 2, YEmoME k. [dried] &P L
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L THHBEDOBR) 213N 6, [dried]
DOHIER%E CCSCHIZIET A Z LICARE L.

<&EMRE - F¥EH= (CCFFV) >

o FABUBIRE  HEEBV KR LIz, £z, IV 3
v 6.1.1 %1 6.2.2 [Nature of Produce | % [Name
of Produce ] IZIBIL§ 5 Z LIZARE LT,

<B&MRMYER= (CCFA)>

o [EREIPE LTiGe N5 B OERIZBT 5
—fHiRs (CODEX STAN 107-1981) | ®t 2 ¥ 3
V4d.e UNEAIRGET 53 S h - BRI O
THEEMR) KU 5.1.c UNERSOE»IRGET %0
WENIZEMEIOFFZR) OBCERFE (FF
DHFEDKGE])  HEE B DKL 7=,

e FAZHICBME L, CCFA & 0., L& CODEX
STAN 107-1981 O FK O FHE O KET & B A%
& 5> T.GSLPF DY 2 ¥ 3~ 4.2.3.4 D[Flavour (s)
and Flavouring (s)| % [Flavouring (s)| 2B 1E
([Flavour (s) and] #HIER) §2Z & ESH
TW/z, ZTHIIDOWW T, CODEX STAN 107-1981
DWETIE, ERHOMMIZET S 454 F 74~
(CAC/GL 66-2008) & OHFEOBEAM 3015 Z
EPMEEDELRBRNTH 727, GSLPF OBETD
B, WGBSR RIS TS HEETH
%2 & 76, GSLPF 225 [Flavour (s)| O &
HIR T B2 LICKk>THEL I BT T 4 T BiE
ICDOWCHAETILEND 5 & DFERAI S i,
i OAEFR, CCFL Tid GSLPF @ H &R Dk
EEEIETHTH B Z L H 6, AfFiE GSLPF
DUGETEFER TRICHE§5 Z LIcaE L,

B4 AREEAY FERNICEESINIERDEE.
MI. BRRCERFEICFEDIHIRNT12 (CAC/
GL 32-1999) DKE) (RT v 7 4)

(FEAE)

%5 38 M CCFL (2010 4F) 12HW\W T, AHEERHAA K
74 v (CAC/GL 32-1999) Z#RWiMEDEH %3610
FTHHMEELRBT AL ICAE L, ThETAS
GO, PWG, BETHfEEis (EWG) 2B L. #
A e CE 2N, RAMMOBHZIZCHE DOAE
CE S TOARWEFAKR X T3, 4 42 8] CCFL
(2014 4F) T3, KRR OBRTEE IS ET TR T L. KR
RELTE O L 5mMAVELEINZNZENE, &

REMEZT v T 3ICRL. FE»SDT XV b %ERD
7z ¢, %5 43 [0 CCFL QBRI PWG 2Ff#§ 2 Z &
L7,

(K55
AREAHNCPAM 7z PWG GEEIE EU. 26 2.

2NGO 22 ) Tid. KED S X hza 2 v b &

F A CEEE EU 2MER L 2 1E¥X# (CRD2) 1Zi->

Tiibi, T Annex] (FHBEFEORHR]) Ox s 5

VA2 (M) ROy 3y B2 (Fhf) I2OWTE

ISR 21T > 72 A2.9 (BEHZENICK I 2WA T

Pl LT, HAD SR L 28 —EOM A0 6

h7z) R B2.7 (FRAEEXRE T h Do B L

D [i5] D 45 1 X Sk 0D 5% A IAMEFR D b % e 12 & - THRIE)

& WBABUEEE D 572, L2LANL, XV

IN—OBROMESF L <. ARITET 2 DOH [H#Ex

HIFE LT, Fad 7 D OB & FHERE S h iz,

@ B2.8 fERFIH A & HAEFRIANOEARIIM DY TE : Rl
WM OREE, BEEETICERINELTIEA. &
fREI B 3 2 KM A 3 2 R E & T A, M
FRIGEDAEFES A 2L #FRICHREITRELOFER, 20
BAHHDRD 5 TR WE Y & 72 1R
WHUHEMN D 57280, B EOMM % ET X
EDOBRIZhrT,

@ B2.9 A KFEOEADRIE : SRFEOHAZ, EMWE
REVEIZ SO e OIS T BRTH TR 3R % &
FTHRERAMBM IR, —EBD X V= 5 HIRN &
DRSNSz,

(3 B2.10 F#hEHIMER L UCRARMER AT Z L D%
IE : AHHER ORI L WIBA, KR A & %
WIEA BRI TS S 7= HEFR O 0 5 5 R
FLdrEANMEhz, BRI, —HOffEIzON
TIISERFETLAMAMET. L T 68, Fiifiiic &
D PRl M B B A KRMER O & 30 5 h 5\ &
ETRRL 7225, —EBD A VN—ip 5, BIREANDE
WS ENhBEZ L, 2604 YTy b off
&SI 2 HBEFEDFANC K5 & LT, ROt
A xhrz,

@ B2.12 #IHEE OFGE « —BO X v x—=2 6, GHE
JEIE FABRBEOIRRE & e X 2, PERTIDFNI L D &
B AR Uy i 2 AR X 4N E & DR
Iz, DA V=5 ZOFREIED F D ITH
BRITH 0. FIFE T3k S KEDOBGEIZTRE &
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DRERBH 7z,

() B2.14 FHEBRGi A @IS E T X ZPHBIER Y 2 T &
DA EEETOHMIC RN NE LS EEAL,
AT T, BB REOMARE/IZL 72
HARZIRETITbh A N&E L OZRAH Xz,

(® B2.15 F#hEHO N THEHAEPEIC I51) 2 PEINEAFE AL E
VAWM - HAIE, FEINGEFR AL E v ANIIIRAF
MERUZIIRAT L 2 & 5, ZEHHBREE F CHRIZHE
PR T b WNAEREIZ O W TIE AL T Y AIOH ] % 52
WHENEETHRL, B@RDOA V=5 Hahz,
— 7. OBEBD A o=k FREEREDFHNC K
T30 EDENER/I SN, ZhiZDONnT,
HELD, FLEVAIOFEAICEARET LY, FE®
2B W CIRARERE TR S N HEF ORI 2580 5
T LTI A TIZ AW & DIREN B 5 7248,
AREIZBEL B 5T,

(D B2.16a filkt e UCORRBOMEHO AT « 55 42 []
CCFLIZTHAM TR L= B, A4 DR KR
TSRO OMh, FrahfcEIc KRS h s K
KAk E OB Ul O HIZEY 5 h 5 R &
ETAGHIMER SN2, DA =KD, HIR
M HEIAI FRAR T B NEL TR AN SN2,

AKEAHTIE, EUH» 50O PWG OFESR (CRD3) O
HEZIT, HELD. ABOREL 7 HEHOa Y Y
P AEE DD TIEE L B 2 akin &8 . 2
ZERD D ORERIRAI D ILH A NEDFRE & FE L T
7 Fu—FREREINz, ZOHEEXRTSEAS
Hotzh, HED AV N=K 0, —ED BN 55 H
METH D AR 2585 3 5 g, B
LWHEIEAA FI4 V2L BHROZVEDIZLTL
%95 EDOBEIIRNE NI,

Wi, HELD., AHREIINE TIOFEEIZLLD
EHEHERL, BELROLNEZN, AHA FF54 VI
& o THEZFHIN &2 FEH e R0 2RO £ < O
BTCAVX VY AICET HZ LT TERONEDHIITAR
Sh. iamnIBUshz, 2O ET AEF2E. B39
MR LT, AMEEA G5 721w U) e D 2
EPGET B, fEEOHIEORKGET AR B Z &2k 572,

BES: BfRT (BkBRORRICETSI-Tv 7
A — AR DHET)

(k&A%

%540 M CCFL (2012) TiX, =2—Y—=7 Y F&D,
KB B RAICH > T3 2 en b, aidR
O HEHFORIZDO W TRAELDAE C T 2 Rl s h
7o KPUEEEEITIRIE S TV 2 QRO 521213,
HZRRO L EmPAEY) 2 H RO BN $ 5 Z
& FRFEFRCEmETHE SN TS 720, BUTOH
FRREEERLL T D &, ZLTZhbAHEKA
T, WERRAEVECET SMENEC 720, A
MREREAN TSR S 5 2 MBS hiz,
D& BHEBIIHEHOEFE L HR LI BN E 55 Z L
5. CCFL TO#BER L LT ZOMEERD LiF2
ZENREREEI N,

%5 41 [ CCFL (2013) 126\ T, =2 -V =5V F
A HAHERRIZHR 2 ERIEOB R & £ & 8 7=5100E & 12
L. RIOMR. Z OREIZHME 72912 GSLPF
DYGIZBT 2 B EEICAE L, 5 36 MlfRE (2013)
THHUEE L UTHRIRE I 2,

% 42 0] CCFL (2014) <. #53&H (date of manu-
facture). @3 H (date of packaging) D FaED EK.
HRRE TOHEKA 3 2 HLT Th 5 BN T
H. A, HORELPRETH S5 Z LHEOFREMIF LN
2, ERMOMEIZET 5 B RN 2 BRI (date of
minimum durability). MO R EMIZE 4 5 HfERR
AMHEWIRR (use by date) & L CTEFR% WAL $ 52
EREAHORLFEF IOV TEIAR I Tk,
(F53R)

RO RIITRLDOL B, £z, &kE L TR
DN SN2 Z &b, BEBEIEE 39 MRz
FIREORIRERD B ZLIZHE L (ZT v 7 5),
O amOLEMECET 2 2R (GHEMER (use by

date). HRVHAR (expiration date))

777 A AEEEEK D, 5 42 0] CCFL gk, &
AV BEORFIZET 5 DO HMNERE R 55
AAH SN2, ZhIZRAT 2 RO & ZE
L. MiCD & B0 EmDRAEMIZBEY 2 HiTERROE
FEeMmBL NN —THERICBIETS ZEIZAEL
72

“Use-by Date "Recommended—=ast-Consumption
Pate; or “Expiration Daite”} means the date which
signifies the end of the estimated period under any

stated storage conditions, after which the product
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bablvwill ] ] I 4 i
expected—by—the—consumers—After—this—date—the—food
shoutdrnot—beregarded—as—marketabte should not be

sold or consumed due to safety and quality reasons.

@#L ¥ H (date of manufacture). “a % H (date of

packaging)

TNTHOEFRIC, HRBOMAEOLRRNTIIHENT
L (This is not an indication of the durability of the
product.) ZELTB I &Ik 72, £724.7.1 (viii)
2. HEWIR S 2 VI ERBIR & R L CRciL T8
BN i o R R e SOy 8

@ BHIRMFE : “date of minimum durability” % “best before
date” £ 721 “best quality before date” IZEIEL., %
7= ABHE (unopened) DHLFIZWEHI4 5 Z & A= EFT
IZECHT B Z IR L=,

@ HRFEHIBR (sell-by-date) : EF% Mk

®4.7.1 (i) : 32 ALNOEKRIIRE H 9 2 851>
WC, HRURZER RSS2 s T0ds, F%
MABRENESINIZONT, AELTEEREH -
7o BWAEELE, FHIFEORD D IS AR AR E
DREEAM SN, EEETAHEEDORRY) 27 O
BMTHEOTRERETEDLZ LIZE ST

®4.7.1 (iv) : FFHHERIZEHEL (shall) L. & H
BECE 24, HET LT 7 Xy b
LA BBV FTHRT 5 Z LIZARE L, FH
HOIEFIZEETT/RETE S Z LIlk -7,

@ 4.7.1 (vii) : HEERROFIS & 75 2 a2 T, fil
NDUFA4ATV)TERETSZLICHEL, RElE2
THWRMIZGGERT 52 k72, E-BMOREN
DIETDY T4 7 ) 7@ » E 5 rid il =
NEET B LT 572,

® 4.7.2 : BRORIHZBT 3580 25 S F0FoRE, WER
DHEIEPRFIREIAATF T2 Z L 2R 720 TH D
ZEITMA, BRMOWEMREEZ EMFT27-0TH5T L
MR E /=,

@ /INEFHTREET N ZER - BRR LB HIRE L sy
ZEllko7,

HE6: HTRARRNOIALNERRICET 5EE
(FEAE)

% 41 8] CCFL (2013) 2B\ C. 4 ¥ K25 [H#Hl5E
RSO RO RN T 2 - BHE DR E] 2 HHUE

L UTHRE SN, HBEEICEE T 2 1E ¢ #kb 5
— T BAF O AGEREIZBE S B HETH NN - h
THD., FHEEOBEEE AV ET 8RS B X
N7z, WL, 420 CCFL TOHE 3D 728,
A4V EHRPRAED T —F o & A H L HEE S F oSN

& DOHlEE (gap) ZWIFEIC L 22atsCE 2§ 5 2 &
THBE L7,

% 42 9] CCFL (2014) 123BW\WT, 4 ¥ N XD FEE
BRGNS NT=H, K OBIRIZE D, 4 43 [0l CCFL
THRTHZLITE > T,

(H5R)

4 Y F» 5, %42 B CCFL TOMD X ¥ 3= 50D
EAREA YTy NSOz, [HIFEHEMOEED
FORICBET A4 2] %58 572912 GSLPF #
FRERNCEET 3 21N EE Sh, G CEHIZ OV T
BTN, RO X VU N—6, ZOLI 5 HAF
FA VIIWISHE AT B Z &Sk, BIEINICHER T
ZOREELLOTIE WL LT, fEEMBERET S
BRBHENTZ, LALEDRS, 2 DA VN—IF [£
T OMEFHS I EIFE S O RO RN BRI & h
TWAENDT, BRMO ML —H ) 7 4 =R BN
DETHM?Z] & LT, fEERAE RT3 REA M
N7ze —H. BEDO A 3 =KD, BURIZEER - BUf
MG OMEERLMEATII 2=y —2 a VIZET 280
ThHD., HEENOREEZHHE T2 RBHOELRIZON
THE L7z GSLPF OWETISFNE Tld AW E DR
B &z,

HamOMR, TV 2 b RF XV IOLAL M LE
[HIFEHEROEEDOR RN TS H A 4 ZDFEE]
L. REINDHA XY ZANHEN»OEM L L DN
HCR L FHAENEHN LT Tu—FAh b2 L %R
WBINFEARA] - L 55 K5, ko g v 1 (HEH)
Oty a3 (B EFshs Eafli 2&IE,
PHEEL T2 2 LIS L. 39 MRS ITHBESE
DIKRETED Z L1l 5720 KHA &V 2 & {fBIHUE &
TENE D PIZDONTUIMEEN A ZBRETIEST S T
Ll 57z,

EHITA YV FEHERE., 72 7 & LEEEER &3
EWG 2% L, WEEEISET THA £V 2ADFEE %
fER T B2 ko2, HIA XY ZEBBKEES 20
EdMIZonTid, MEESEAZERBTCROEZ L &
Bolz, FAED S OB RORIKE TR
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PWG OFifigzMal 45 Z &iZh o7,

BE7 BROA -3y MRFEICET 5MEICOW
TOFEXE

(FEA)

%5 41 CCFL (2013) IZHW T, 7LV )T &D,
TmOEfERE (4 v 4 —x v MRFEF) (BT 31
ZOWTHEXELHEMT LI 5RU2H D, 55 42 [0
CCFLIZTifin$ 2 T TH - 724, BRAE KU
FIOBERICE D, 25 430 CCFL T4 5 Z &Iilk -
Tz,

()

SUREHZTREELEHE IR I N E» 57T Eh b,
AEHERZ SR, XEPARINZEFICER TSI LI
o7

BES (INTN] OFERICEAT?—WRAAINZI2D
HETORE

(A
AR, -7 v 7 LEFHISERERS (CCNEA)
DHIEHARE & U THRET A0 E > 724, 36 MR
(2013) k0. WEAEFEBERIZ N T ILE SO EEMEA
5 TNWBZENE, “NFIL” ORGEOHAIZET S
—f% 44 F 54> (CAC/GL 24-1997) ZDREAFD L
HBAEZELC, EBEHKE L THBRHT2ZE28RkD 5
N7z, %5420 CCFL (2014) Tk, TV 7 b 2aFC
HEPUR L7228, R OBIRIZ & 0 5 43 [ 2 Tikin
FTHZL AT,

(R5R)

IVT &Y, EFENTLERBOEGESEML T
286, HEEE SO LT 2 Blri TG E
L7z 4 Iy ThsbT L, ®ETE CAC/GL 24-1997
ANOH LWVEROENRP R ERENTHEZ L, F
724 27 L IR O EELRBE (OIC/SMIIC) T
ODNTOLHPDIEEEZZE L TITW2WE. B2
Ho7,

ERDA 2T LD A 3=k, CAC/GL 24-1997
7] ELTEMERRT 572002
ML T BT OB L TH O SGETIIAETH B T
&, OIC/SMIIC T ikim S h TR D EEDEBIZ L S
2T s, WETO/RR, WHEICAR -BEL 25
B RELDETC RN H B Z &, CCFLIENT L

DRER AT 2 et g 2 DISEE 25 7 + — 7 4 Tld s
WZEEHOBRAM SN, 720 4 27 ARSI O 2
3= 6 RGBT SR ASH T, B2
WETTEEDOFMBIZOWTAR L Eh 5 72,

—Ji. Ok ¥ o, EEEES EhT0 i
@ consumer preference claims (V% DIEAT 12 B
5 0dER) (ICBET ARE A SR ED K S ICHID R
INENEWD W7 edm i B U7z, BaER O R,
CCFL DOH#EBRINT. consumer preference claims {215
MR % PR - BT 5720 DfEEEHED B T EIZHEL
T2o ZHUTDONWT, 4 7 v & MLanalaEscEa AL,
WA 2 CTHmT D Ll k572, £72. CCFL O
FR% #8 2 7= consumer preference claims (2% 5 [BEIZD
W, SROBESXIUITERR 2 TOMG 21y Z &I

Ko7,

BME9 TOMOBHERUSHEDIEE

< AEFMEOREBRT>

224 A LDPEINR TS [FHIEFRDN—F
74 ¥—3 3] (CRD6) & IACFO (f5ERNE#
BRE) K DRE I T D [ O @RI & &R
(interpretive labelling) | (CRD17) (8% 4aldl U &l 2% i
MORFERRIRAMEEAN LF 52 Een6, T2
BV HNZ 2=V =5V F T [T OREL
RIS BaTE#GE | % (CRD20) HEfii L. #am %11 -
7o 224 L&D, Front of Package (FOP) 1ZaC#L
NG P ORI HED S HNE. WHEE QY 25
EERICET 28D THD, FOP EZRICBET B4 4 4
v ZOFERIE, FORO IO TR Z 13200 | [EIER 5
SOMEHET 5 L TEETHZ ZENFH Iz, 2D
XV N—=R FAO, WHO 7 6, AAEHIT IRz R
DI, ARBEORRBIZOENEEDTHSHELT
YH XN, FHZ WHO 2 513, &EIZH3 % FOP (2
B4 2E2ETTH O, AaaEEirTcE S L
LT, MO HEAEH I h 7z,
WEBELEORIKBICAE L, T2 4 ) F &R,
Za—VY—=7 v FEHERREEE §2 EWG 2 3#%iET 5
zeil. @ &E - M 5 BEFOHIE O FHAE.
@ FOP ORF\ELRNIMMA L2 5720070 —3 )i
RO e O R EEDRE, @ wEIERZIZmT T,
WHO OFE¥EA B & £ 7251k SCH OHERFIZ DV TIEET
B &l o7,
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< CCFL DS EDIEE>
SWEETIE, CCFL Tidikin§ % Z & A L il
) % FHS° CCFL OMEMR & A 5 2 IAH# s M % & D
KOO/ RENPE VI EIF LLAZ LT K
0. CCFL TO5HROIEED TN & f&$ 5 0¥t
nHBHELT, hFaHh, CCFL Tt k-7
e, TR OES, SR L % gt o & % 8
EOWTEH L - XEHE W T2 2 Lilh o7, FHRIN

EE2 243 [H CCFL BABKFAEH

Photo 2 The 43rd CCFL Japan Delegation

D EFBEEMED H MBI OWTIE, I —F vy AH
BRVPSENZEN I L 0 Bt ARk s 2 L &
o7,

B 10 RESEOHERU G
%5 44 0] CCFL &, #9142 (2017 4F- 10~11 H)
IR XN B TE GHITARE) .

B
BE BEH(BUE HP)

SURR L ZMHER AR e B L AR AT RME 3 E 8 T OSHZE
WEEER)

ORI R b S5 T AL S B A A T . ROk T IEIBSER, Rk
KPEB A TR R R EER, RO & KB TE EEER, AF
BeRIIESMTEE (B ) 7 5 L= 7 KN — 2 L —BRARHE K
YR LI BT (AR EIR)) 5 E &R T, 2015 F &
0 Bk,
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ILS| DIRE7E5

International Symposium on Health/Function Claims of
Foods with Focus on Nutrient Function Claims

Nutrition labeling, as well as nutrition and health
claims, are important tools to communicate the nutritional
quality and health benefits of a food product to
consumers. They provide point-of-sale information to
help consumers make healthful food choices. Moreover,
those nutritional labeling and health claims information,
disseminated through food package, advertising,
promotion and education, contributes to shaping the
consumers knowledge of nutrition and development of
healthy lifestyles.

People in Eastern countries often believe that food
and medicine come from the same source. Traditional
herbal products and foods with healthcare concept
are popular in Asia. To promote innovation in the
food industry, and more importantly, to ensure food
safety and not to mislead consumers and public health
promotion with the claims, the establishment of a
regulatory framework on nutrition labeling and health
claims are crucial.

As we trace the evolution of functional foods and
their regulation development in Asia, the regulation
on “Food for Special Dietary Uses” (FOSHU) was
firstly introduced in Japan in 1991. Taiwan followed
and promulgated its “Health Food Control Act” in
1999. Korea started in 2002 and has gone through a 10-

Principal Scientist,
ILSI Taiwan

Dr. Bonnie Chou

year journey on Korean Health/Functional Food Act
(HFFA). There is wide disparity among label formats
and permitted claims among countries in Southeast Asia
(SEA), causing confusion to consumers and resulting in
trade barriers for food manufacturers and distributors.
The need on harmonization of nutrition labeling and
claims has been proposed and the dialogue among
ASEAN countries should be continuously supported.

The International Symposium on Health/Function
Claims of Foods, held in Taipei, Taiwan on July 15,
2016, provided an update on developments and regulatory
changes in Japan, Korea and ASEAN countries. The
highlight of the symposium was on the Health/Function
claims of Foods with focus on Nutrient Function
Claims, and the experiences in some countries on the
substantiation of claims.

This symposium was organized by the International Life
Sciences Institute Taiwan (ILSI Taiwan), sponsored by
the Food and Drug Administration of Taiwan, Ministry
of Health and Welfare. It has attracted more than 250
attendees including regulators from governmental and non-
governmental organizations, and industrial companies, to
learn the regional regulatory update and international

perspective about health/function claims.

< Friends in ILSI >

International Symposium on Health/Function Claims

Foods with Focus on Nutrient Function Claims

Dr. BONNIE CHOU
of Principal Scientist,
ILSI Taiwan

64 — 1)L — No.128 (2016.11)



< ILSI D=5 >  International Symposium on Health/Function Claims of Foods with Focus on Nutrient Function Claims

1. Symposium Program

The symposium was chaired by Prof. Fuu Sheu,
Deputy Executive Director of ILSI Taiwan. In the
welcoming remarks, he addressed Taiwan government is
re-evaluating its current enforcement rules on nutrient
function claims via a project commissioned by ILSI
Taiwan.

Mr. Hiroaki Hamano, former technical advisor of the
Ministry of Health, Labour, and Welfare of Japan for
the Codex Committee on Nutrition and FOSHU as well
as Food Labelling and the current technical advisor to the
Consumer Affairs Agency (CAA) on Food Labeling,
kicked off the first presentation by providing an update
about Regulatory Framework on Nutrition Labeling
and Health Claims in Japan. He illustrated that the new
Food Labeling Act of Japan has entered into effect
in April 2015, with the existing voluntary nutrition
labeling becoming mandatory. A new system called
"Foods with Function Claims", is also introduced in the
new laws to operate alongside Japan’s FOSHU health
claims system. This system was proposed by the Council
of Regulatory Reform organized under Cabinet office, to
promote innovation in a market that was badly-hit by the
economic recession. The new system which enables food
business operators (FBOs) to make Function Claims

not only on processed or prepackaged foods including

Photo 1 Mr. Hiroaki Hamano, advisor of ILSI Japan,
presented “Regulatory Framework on
Nutritional Labeling and Health Claims in
Japan”.

Photo 2 Mr. Hiroaki Hamano, advisor of ILSI Japan,
addressed to the audience.

Photo 3 Mr. Chao-Kai Hsu, Deputy Director of Division
of Food Safety of Taiwan Food and Drug
Administration, presented an award to
Mr. Hiroaki Hamano in appreciation of his
speech on “International Experiences on
Management and Regulation of Health
Claims.”

so-called dietary supplements, but also on fresh produce
supported by the scientific evidence-based substantiation
under FBOs’own responsibility.

An overview of the Health/Functional Food Act
(HFFA) and regulations on food with function claims
in Korea was presented in the second session by Dr.
Oran Kwon, Professor of the Ewha Womans University.
HFFA was narrowly defined as the synonym of dietary
supplements when it was initially introduced in 2002.
With an effort on regulation progress, the definition
of Health/Functional Foods has been extended to
cover not only dietary supplements but also functional
foods in conventional food forms. Furthermore, a clear
legal framework with detailed technical guidelines on
scientific substantiation of function claims was provided.

The amended Act requires both functional ingredients
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and consumer products to obtain the recognition of the
Ministry of Food and Drug Safety (MFDS). In Korea,
there are two pathways to obtain the claim permission of
functional ingredients. One is granted by MEDS through
their pre-authorized ingredient monograph list, which
is available to any manufacturer or distributor who
can ensure the conformity with the standard required.
The other pathway is through individual registration
dossier submission by the applicant to get the claim’s
approval of functional ingredients for exclusive use.
Dr. Kwon also addressed that standardization, safety
& effectiveness are the golden triangle of evaluation of

scientific substantiation of function claims.

D IL¢
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Photo 4 Dr. Oran Kwon, Professor of Ewha Womans
University, presented “Regulations on Food
with Function Claims in Korea”.

In the final session, Ms. Pauline Chan from ILSI
Southeast Asia Region presented a comprehensive
review of the regulatory status of various types of
health claims permitted in the 5 select SEA countries-
Indonesia, Malaysia, Philippines, Singapore and
Thailand. The available positive list of permitted claims,
regulatory framework for application, review criteria of
claim applications as well as the scientific substantiation
requirement were all included. In addition, the key
learnings of claim applications were also highlighted.
In the end, Ms. Chan addressed the need and effort in
ASEAN to continue harmonization of the nutritional

labeling & claim regulations.

Photo 5 Ms. Pauline Chan, Scientific Program
Director of ILSI| Southeast Asia Region,
presented “Status of Health/Function
Claims and Scientific Substantiation in
South East Asia Region”.

2. Conclusion

The success and value of the symposium was
acknowledged by the attendees in providing update,
sharing good regulatory practice, modeling on health
claim regulation management, and defining the guidelines
for evaluation of the substantiation of claims. A high
level conversations on capturing regional regulatory
trend and fostering harmonization were also addressed

in the panel discussion.
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Photo 6 Dr. Fuu Sheu, deputy executive director of
ILSI Taiwan (the first one from the left),
chaired the panel discussion for attendees
with all the speakers.
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Photo 7 Dr. Oran Kwon answered questions during
the panel discussion.

Outreaching to countries with successful experience
on regulatory framework development in addition
to utilizing global evaluation scheme on scientific
substantiation of health claims may serve as a good
guidance for a country like Taiwan in proceeding

current regulatory progression.

s HE

Dr. Bonnie Chou is the Principal Scientist of IL.SI Taiwan.
Concomitantly, Dr. Chou serves as the Deputy CEO for

Nutrition Foundation of Taiwan.

Having worked in private corporations as well as govern-
ment commissioned projects, Dr. Chou has accumulated wide
experience in nutrition & food regulations. Her prior posi-
tions included Regulatory Affairs & NHW Manager of Nestle
Taiwan, and Medical Affairs Manager of Novartis Taiwan.
She was the Director of the Dietary Food Association of

Taiwan.

Dr. Chou received her Ph.D. degree in Nutritional Science
from the Department of Biochemical Science & Technology of

National Taiwan University, R.O.C.
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