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Agenda

* Introduction of the Management Team Scientific Integrity Subcommittee
* |dentification of 5 Major Priorities

e Status of Scientific Integrity Training Materials

e Scientific Integrity Officer

e Scientific Integrity Resource Guides

« 6™ World Conference on Research Integrity
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Composition of the ILSI Management Team
Scientific Integrity Subcommittee

 Boon Yee Yeong, (Chair MT) ILSI Southeast Asia Region
e Alison Kretser (Chair), ILSI North America
* lIgnacio Garamendi, ILSI Europe
* |sabelle Guelinck, ILSI Europe
e Andrew Roberts, ILSI Research Foundation
e Clara Rubinstein, ILSI Argentina
* Shawn Sullivan, ILSI
e Stephane Vidry, ILSI
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Setting Priorities for our Scientific Integrity Work

5 major priorities were identified:

* Adoption to the Eight Guiding Principles by the ILSI Entities
* Preparation of an implementation plan

 Communications about ILSI’s scientific integrity policies

* Guest Speaker on Scientific Integrity at ILSI Annual Meetings
* Consideration of an ILSI Scientific Integrity Officer
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Setting Priorities for our Scientific Integrity Work

5 major priorities were identified:

* Adoption to the Eight Guiding Principles by the ILSI Entities
* Preparation of an implementation plan

 Communications about ILSI’s scientific integrity policies

* Guest Speaker on Scientific Integrity at ILSI Annual Meetings
* Consideration of an ILSI Scientific Integrity Officer
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Objectively
Designed

Scientific research

must be factual,

transparent, and

designed
objectively with

robust hypotheses.

Full
Disclosure

ILSI entities must
require full
disclosure of all
financial interests of
scientific
investigators in
publications and
conference
presentations.
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industry-sponsored by investigators and

ILSI Mandatory Policies on Scientific Integrity

Under Control of

Freedom
Scientific Investigators Renumeration to Publish
Both the study Scientific ILSI entities must
design and the investigators must ensure that
research itself must not be

investigative teams

have the freedom

to publish research
results without
interference,

always be under
the control of the
scientific
investigators.

offered or accept
remuneration
geared to the

outcome of the

research project.

No Undisclosed
Authorship

Accessibility to

Transparency of
All Data

Afiliation

ILSI entities must
not participate in
undisclosed paid
authorship
arrangements in

ILSI entities must
guarantee
accessibility to all
data and control of
statistical analysis

ILSI requires
academic
researchers who also
act as contract
researchers to clearly
state their affiliations
and publish under the
auspices of the
organization they are
working for when
undertaking studies.

publications or

appropriate
presentations.

auditors/reviewers.



Compliance with the 8 Principles
on Scientific Integrity

e |LSI President—

— Establishment of a formal process to ensure ILSI research (and publications)
complies with the 8 Principles on Scientific Integrity

— Recommendation to include standard language in the acknowledgment section
of the manuscript
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Setting Priorities for our Scientific Integrity Work
5 major priorities were identified:

* Adoption to the Eight Guiding Principles by the ILSI Entities
* Preparation of an implementation plan

— Policies & procedures to ensure compliance with scientific integrity best
practices (Mandatory Policies)

— Conduct Scientific Integrity Survey of the ILSI Entities

— Develop training materials to keep ILSI staff, volunteers, and stakeholders well
versed

 Communications about ILSI’s scientific integrity policies
* Guest Speaker on Scientific Integrity at ILSI Annual Meetings
* Consideration of an ILSI Scientific Integrity Officer
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Scientific Integrity Survey of ILSI Entities

e Scientific Integrity Survey sent to each ILSI Entity
— Addressing awareness among stakeholders
— Policies in place to address scientific integrity
* The response rate was high, with 12 out of 17 responses

e Although answers vary considerably, there are some generalizable
conclusions
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Scientific Integrity Survey Result

 Thereis a high awareness of scientific integrity among Entities and their
stakeholders

* Most Entities have an interest in scientific integrity

— Most report that maintaining scientific integrity for their projects is not
especially challenging

* Most Entities use a combination of ILSI’s Mandatory Policies and peer review
to ensure scientific integrity

— These are likely adequate to ensure scientific integrity

— But are probably not enough to proactively demonstrate scientific integrity
to a skeptical public
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Development of Training Materials on the
ILSI Mandatory Policies

Development of outline of the different modules discussed by the subcommittee
(Q1 2020):

1) Introduction to the ILSI organization and the federation of ILSI entities
2) Scientific Integrity—What is it? What is the context for ILSI?

3) ILSI’s role as a scientific organization

4) through 11) ILSI Mandatory Policies

Intent is to leverage existing training materials in the development of our
modules

ILSI South Andean has offered to help translate training materials (Q2 2020)
Pilot test with ILSI staff (Q1 2020)
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Setting Priorities for our Scientific Integrity Work
5 major priorities were identified:

* Adoption to the Eight Guiding Principles by the ILSI Entities
* Preparation of an implementation plan
« Communications about ILSI’s scientific integrity policies
— Develop a shared definition of scientific integrity
— ILSI Annual Meetings
— 6t World Conference on Research Integrity 2-6 June 2019 in Hong Kong
* Guest Speaker on Scientific Integrity at ILSI Annual Meetings
e Consideration of an ILSI Scientific Integrity Officer

@) ILS|
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Shared Definition of Scientific Integrity

“The condition that occurs when persons adhere to accepted standards,
professional values, and practices of the relevant scientific community.
Adherence to these standards ensures objectivity, clarity, and
reproducibility, and utility of scientific and scholarly activities and

assessments and helps prevent bias, fabrication, falsification, plagiarism,

outside interference, censorship and inadequate procedural and
information security.”

@) ILS|
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Setting Priorities for our Scientific Integrity Work

5 major priorities were identified:

* Adoption to the Eight Guiding Principles by the ILSI Entities
* Preparation of an implementation plan
 Communications about ILSI’s scientific integrity policies

* Guest Speaker on Scientific Integrity at ILSI Annual Meetings

« 2019 ILSI Annual Meeting, Dr. Lex Bouter, Netherlands
« 2020 ILSI Annual Meeting, “Who is an Expert? Who gets to decide?”

* Consideration of an ILSI Scientific Integrity Officer
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2020 ILSI Science Symposium:
Who is an Expert, Who Gets to Decide?

Defining the issues—Sylvia Rowe, SR Strategy

2. Policy Panel Selection Processes in North America—Ann Yaktine, Director of the
Food and Nutrition Board of the National Academies of Sciences, Engineering, and
Medicine

3. Expertise of Policy Panels—Connie Weaver, Purdue University Distinguished
Professor Emerita

4. Role of Public-Private Partnerships—Alan Boobis, Professor Emeritus of Toxicology,
Imperial College London (unconfirmed)

5. Panel Discussion
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Setting Priorities for our Scientific Integrity Work

5 major priorities were identified:

Adoption to the Eight Guiding Principles by the ILSI Entities
Preparation of an implementation plan

Communications about ILSI’s scientific integrity policies

Guest Speaker on Scientific Integrity at ILSI Annual Meetings
Consideration of an ILSI Scientific Integrity Officer

— ILSI Global Board approved part-time position January 2019
— Appointed a Scientific Integrity Officer March 2019

— Scientific Integrity Officer will serve all the ILSI entities

@) ILS|

17



Scientific Integrity Resource Guide

 |LSI North America published a Scientific

Integrity Resource Guide in 2016

CRITICAL REVIEWS IN FOOD SCIENCE AND NUTRITION
2017, VOL. 57, NO. 1, 163-180
http://dx.doi.org/10.1080/10408398 2016.1221794

Taylor & Francis

e Taylor & Francis Group

@ OPEN ACCESS

Scientific integrity resource guide: Efforts by federal agencies, foundations, nonprofit
organizations, professional societies, and academia in the United States

Alison Kretser®, Delia Murphy?, and Johanna Dwyer®

“ILSI North America, Washington, DC, USA; bSchool of Medicine and Friedman School of Nutrition Science and Policy, Jean Mayer USDA Human
Nutrition Research Center on Aging at Tufts University, Frances Stemn Nutrition Center, Tufts Medical Center, Boston, Massachusetts, USA

ABSTRACT

Scientific integrity is at the forefront of the scientific research enterprise. This paper provides an
overview of key existing efforts on scientific integrity by federal agencies, foundations, nonprofit
organizations, professional societies, and academia from 1989 to April 2016. It serves as a resource for
the scientific community on scientific integrity work and helps to identify areas in which more action
is needed. Overall, there is tremendous activity in this area and there are clear linkages among the
efforts of the five sectors. All the same, scientific integrity needs to remain visible in the scientific
community and evolve along with new research paradigms. High priority in instilling these values falls
upon all stakeholders.
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KEYWORDS

Research integrity
misconduct; transparency;
reproducibility; open data;
scientific integrity principles

Updates to the Scientific Integrity Resource Guide

As part of the publication of this work, ILSI Nerth Americ;

a committed to keeping the "Resource Guide" a living

document by creating a page on the ILS| North America website to post additional and new waork on scientific

integrity in the 5 different sectors twice a year.

2018

Federal Agencies +
Foundations +
Nonprofit Organizations +
Professional Societies +
Academia +
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Scientific Integrity Resource Guide

e Scientific Integrity Subcommittee developed “How To” Manual on
Developing a Resource Guide

* |LSI Entities Developing their Own Resource Guide on Scientific Integrity
— ILSI Southeast Asia
— ILSI Global
— |LSI Europe
— ILSI Argentina (identifying resources)
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6th World Conference on Research Integrity

2 - 6 J u n e 2 O I 9 The International Life Sciences Institute is a global, non-profit organization whose mission
is to provide science that improves human health and well-being and safeguards the

environment. We are a world leader in creating public-private partnerships that advance
science and achieve positive, real-world impact.

— Poster on ILSI’s scientific integrity
activities was presented at the
conference

International Life
Sciences Institute % -

Scientific integrity is fundamental to the mission and work of the International Life Sciences Institute (ILSI). Specifically, ILSI
North America and its partners throughout the scientific community have been leaders in defining principles, guidelines, and
best practices for establishing and maintaining the integrity of the scientific process when diverse stakeholders collaborate - now
ILSI and its 16 entities are building on this work. As ILSI is a global organization that is present on the 5 continents, it faces
challenges of implementing these findings of ILSI North America |n reglons of the globe where there are different cultures and
ways of working. Nevertheless, ILSI i llenge th by building on its expertise and strengthening its efforts.

ILSI Scientific Integrity Activities ILSI Principles for Scientific Integrity

Appointed Scientific Integrity Officer \

3 E 3 Objectivaly Under Control of No Froedom
goz)med Global Scientific |ﬂfegl‘liy Designed Scientific Investigators Renumeration to Publish
ubcommittee
Scientific research Both the study Scientific ILSH entitles must
must be factual, design and the investigators must ensure that
vansparent and  research itself must not be investigative teams
. o designed always be under offered or accapt have the freedom
Collection of Resource Guides X objectively with the control of the remuneration to publish research
ILSI North America | ILSI Southeast Asia Region robust hypotheses. scientific geared to the results without
nvestigators. outcome of the interfarance

> )

Develop Training Materials

ILSI North America Implementation of
the TOP Guidelines

i Q [ ooy

Full No Undi ibility to of
Disclosure Authorship All Data Afiliation
. N . LS entities must ILSI entities must ILS| entities must ILS! requires
3rd Latin American Forum on Responsible require full not participate in quarantee academic
Communication of Science and Health Siclosre atal paid ity toal who sheo
June 14, 2019 | Buenos Aires, Argentina e authorship data and control of act as contract
scientific arrangements in statistical analysis  researchars to clearly
in byi and  state their affiliations
and ar and publish under the
conference pl:szr‘ ations. suditors/reviewers. auspices of the
presentations. organization they are

working for when
undertaking studies




6th World Conference on Research Integrity
The Hong Kong Principles for Assessing Researchers: Fostering
Research Integrity

* Draft shared with MT Scientific Integrity Subcommittee
« Submitted comments on 26 April to WCRI

« Additional input gathered from the WCRI conference participants at 2
sessions held during the conference.

* Third draft posted on the conference website on 9 September
— http://wcri2019.org/index/programme/focus-tracks
— Scientific Integrity Consortium’s manuscript is cited
— Manuscript will be submitted for publication N

»
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http://wcri2019.org/index/programme/focus-tracks

6t" World Conference on Research Integrity
2-6 June 2019 in Hong Kong

The WCRI Singapore Statement on Research Integrity

* Released after the 2" WCRI, September 2010

4 components: Honesty, accountability, professional courtesy and
fairness, duty of care

* During the 6" WCRI, Singapore Statement was updated to include
2 new components: transparency (in the research process and in
the presentation of results) and clarity of communications
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Act on promotion of
"FOOD LOSS" reduction In
Japan

Fumiko Sekiya ILSI Japan
Sep. 26, 2019
ILSI BeSeTo meeting@Penang



Note:

* In this presentation, the term “~7 — F @ X (FOOD
LOSS)”means “waste of foods that still be edible™*”.

* In FAO definition, it is classified into “food waste”.

2019/9/26 ) 3
(Pictures from: http://www.fao.org/platform-food-loss-waste/en)



http://www.fao.org/platform-food-loss-waste/en/

Background info:

--- global Loss & Waste volume = 1.3 billion ton/year
(1/3 of edible parts of food produced for human consumption)

Per capita food losses and waste (kg/year)

350

| Consumer

300 Production to retailing

250
200 . - .

150 — —
|
100 —— I
50 — —
| | . '
Europe North  |ndustrialize Sub-Saharan North Africa, South and Latin America
America _Asia Africa  Westand Southeast

& Ocs Central Asia  Asia

2 (FAO. 2011. Global food losses and food waste — Extent, causes and prevention. Rome)
China, Korea,

& Japan

* “FOOD LOSS” in Japan: 6.4million ton/year
 About 45% is wasted @consumer level

2019/9/26 2019 ILSI BeSeTo meeting ’



Why is “FOOD LOSS” a problem in Japan?

Economically,

* High cost in disposal

* Highly rely on import (Self-sufficiency ratio: 38%)
* Can not expand the harvest area

Ecologically,

e CO2 and ashes derived from incineration of wastes have a
negative impact on the environment

and Ethically,

* Non-balanced distribution--- 1in7 children are in hunger
Plus

* Japanese culture-specific background:
» Strong demand on “high” quality (shape, size, etc.)
* Interest in seasonal events + Heat up & Cool down easily
=leads to waste of special foods for specific event



Example: Eho-maki (special sushi roll for the good fortune)

Hina-matsuri

Eho-maki will come soon!!

In store now!! Pal
Q=
-/ UCKY
9 X

|

N (g

[
—
4

N 4th
S 2
| -

d In the evening of
< - this specific date

Lucky Divection of this year 2019 ILSI BeSeTo meeting




Efforts in the past:

» Establishment of Food recycle act

e Several project had started at MAFF, MoE

since2014

Example: Eho-maki:MAFF issue a notification
recommending to stake holder to take actions to reduce

the discard of Eho-maki

http://www.maff.go.jp/kinki/keiei/syokuhinkigyo/syokuhin recycle/attach/pdf/syokuri index-1.pdf

(Jpn.)

But as a result, the waste volume was not so reduced.

% Needs more promotion at national level
=) eStablishment of
“FOOD LOSS reduction promotion act”

Date of publication: May 31%t, 2019
Will be effective within 6 months from publication


http://www.maff.go.jp/kinki/keiei/syokuhinkigyo/syokuhin_recycle/attach/pdf/syokuri_index-1.pdf

“FOOD LOSS reduction promotion act”(FLRPA) : summary

* Responsibility of Government: to plan and act related
implement regulations

* Responsibility of Local authorities - while in corporation
with %overnment and other local authorities, to plan and
act related implement local regulations considering its
specific circumstances

* Responsibilty of Industries/distributers :

* To tr?/ to contribute in enactment of above-mentioned
regulations

e To act proactively to reduce “FOOD LOSS”

* Role of consumers -

* To enhance interest and understanding of the importance of
“FOOD LOSS”-reduction

e To act voluntary to reduce “FOOD LOSS” by reconsider one’s
behavior in food purchase, brushing up the way of cook, etc.

* Set one-month promotion event in October, in order to
enhance the interest and understanding of
consumer/industries



FLRPA : summary(2)

* Basic plan

1) promote education and learning of Consumers
and Industries about “FOOD LOSS” reduction

2) support the activities by Food-related business

3) Commendation for those with outstanding
achievements

4) to research on current situation of “FOOD LOSS”
and effective activities of reduction of “FOOD LOSS”

5) to collect and distribute of information: e.g.
advanced activities, etc.

6)To support “FOOD BANK" system/activities,
Investigate / examine the responsibilities that arise
from supporting food bank activities and providing
food for food bank activities



Examples of actions in each stakeholders:
1) Local authorities

Reduce the food discard in corporation with local restaurants
Promote a nation-wide “clear your plate” action through
enhance the connection with other authorities

2 ) Industries/Distributers

Effort for extending the period of “quality assured” by

advancing the quality of packaging/vessels

Prevent leftovers by serving small-size packaging

Developing IT-supported food tracking services in corporations

between System-developers and food restaurants

Considering to change the date-of- expired declaration format

from Y/M/D to Y/M for some food categories(under discussion)
* also under consideration at the government side

3) Schools/Universities

Develop recipes helpful for the reduction of “FOOD LOSS”.
Educational activities in local events, free paper, etc.
Contribution to FOOD BANK etc.



https://cookpad.com/kitchen/10421939

[=[E8] % ]
& Consumer Affairs Agency Off X 4
& - C @ cookpad.com/kitchen/10421939 B A 2
& Google Chrome 57 )L bOTSOH & LTHRESNTVERA X
€ Cook pad List of services Premium service User registration (free) Login -

BEOHBERLACIZ . HNEL - BVZ Recipe search - MY folder
cookpad o

Free research ginger mapo eggplant Jew bitter gourd °

Yh“

&GS ' p—— e TR,
’ 2 " NG 2, o fo 3 = h iy
“ Consumer Agency kitchen of \ Dt B Ly fi#E Y3480 ma)

T The Consumer Affairs Agency is making various efforts to reduce food loss and ensure
e food safety and security ...

Updated weekly! Recomm§licietiete Sot-thelfist

Recent posts Recipe Tsukurepo menu Rice diaiy You can make it! Satisfied rice (p]
657 i

I won't lose to the heat! Fine (p]
recipe

=

| 19/06/27 Recipe

19/06/24 Recipe released

Easy lunch in the range > Easy (3

lunch

On a hot day! Easy ) cool (p]
noodle recipe

@ Low sugar recipes to suit (D]
alcohol

No guilt > Healthy lunch (b

Convenient recipe without fire [

Excellent recipe with drained o
yogurt

[Reduce] Lots of chicken [Reduce] Healthy Taihei
fice Aoi Color @ Easy recipe for (b

summer vegetables

19/06/2 e relea

19%/20 Recpe e ased S e T easer Lentin and easy! Soroban (b

11


https://cookpad.com/kitchen/10421939
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To achieve SDG 12.3.....
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RESPONSIBLE
CONSUMPTION
AND PRODUCTION

1

Wangarl Muta Maatha|
(1940-2011)
2019/9/26 2019 ILSI BeSeTo meeting 12



THANK YOU!

1 RESPONSIBLE
CONSUMPTION
AND PRODUCTION

By 2030, halve per capita global food
waste at the retail and consumer levels
and reduce food losses along production

and supply chains, including post-harvest
losses.

-
o
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African Swine Fever
INn China

Wendy Gao
Cargill Hong Kong Ltd.
September 26t, 2019

11th BeSeTo Meeting, Penang, Malaysia



Agenda

v ASF Outbreak in China
v ASF Prevention and Control

v ASF Impact

11th BeSeTo Meeting, Penang, Malaysia




ASF Qutbreak in China

African Swine Fever (ASF) is a fetal animal disease affecting
pigs and wild boars with up to 100% mortality.

No effective vaccine is available.
[t is a very serious health risk to pigs, but not to human beings.

ASF virus is sensitive to high temperature. The survival days of
ASF in blood are 18 months at 4°C, 15 weeks at room
temperature, {0 minutes at 56°C, 30 minutes at 60°C.

The first ASF outbreak was in Shenyang, Liaoning Province in
August, 2018. The pig-seller managed to avoid of quarantine
and inspection, illegally trading infected pigs.

11th BeSeTo Meeting, Penang, Malaysia



ASF Qutbreak in China

Heilongjiang

Beijin
I-? Tianiji
_eben o
| 6\(\'60
9

Xinjiang

Jiangsu

Shang
hai

Zhejiang

Qinghai

Tibet

Jiangxi

Hunan
Fujian

Guizhou
Taiwan

Guangd

ong

Guangxi

Hainan

11th BeSeTo Meeting, Penang, Malaysia

From 02/08/2018 to 11/09/2019
- A total number of 157 ASF outbreaks in 32

provinces(cities) in China.

=m Continuing ASF outbreak provinces
ASF epidemic area have been released
Non-ASF area

Source:



http://www.moa.gov.cn/gk/yjgl_1/yqfb/

ASF Outbreak in China

Main Transmission Routes of ASF Outbreaks

11th BeSeTo Meeting, Penang, Malaysia




ASF Prevention and Control

Live Pigs and Pig Products Movement Control

v Restrict the movement of live pigs and pig products
without high temperature treatment for the

provinces having ASF outbreaks (MARA
Notification, Aug 8, 2018).

v Restrict the movement of live pigs for the provinces
neighboring to the province having ASF outbreaks,
and close the live pig trading markets of the province

having ASF outbreaks (MARA Notification, Sept 11,
2018).

11th BeSeTo Meeting, Penang, Malaysia



ASF Prevention and Control

Ban Kitchen Waste Feeding

v Ban the kitchen waste feeding at national wide

(State Council Notification, Oct 18, 2018).

Vehicles Management

v Proper conditions during the transportation;
GPS in the vehicle for cross-province movement
tracing; Strict cleaning and disinfection before

and after loading (MARA Circular No. 79, Oct
31, 2018).

11th BeSeTo Meeting, Penang, Malaysia



ASF Prevention and Control

Other Measures

v Strengthen the inspection on sl

aughtering

> ASF Testing for each batch of products in slaughterhouse is
required since Feb 1, 2019. The animal health certificate is

issued for the products whos

e ASF testing result is negative

and confirmed by the resident official veterinarian. (MARA
Circular No. 119, Jan 2, 2019)

v Pig product producers should check the animal health

certificate and ASF testing resul

t of the pig raw materials

(MARA&SAMR Circular No. |

7, Apr 3, 2019).

v Collaboration with all stakeholders nationally as well globally.

11th BeSeTo Meeting, Penang, Malaysia



ASF Impact

v Although ASF does not directly impact human health, it
has big negative impact on social stability, economics and

food safety.

v China is the biggest country of pork production and
consumption.

> In 2018, China’s pork production is 54,040,000

metric tons, and pork consumption 55,900,000 metric
tons.

> In China, the pork production accounts for more than
60% of the total meat production.

> The most commonly consumed meat in China is pork.

11th BeSeTo Meeting, Penang, Malaysia



ASF Impact

Global pork production in 2018, by country (in 1,000 metric tons)

China 54 040
European Union
United States
Brazil

Russia

Vietnam
Canada
Philippines

South Korea

Mexico
Japan
Others
0 10 000 20 000 30 000 40 000 50 000 60 000 Source: Statista
Production In thousand metric tons

China held the first position in 2018. Its pork production was
twice as much as the EU's.

11th BeSeTo Meeting, Penang, Malaysia



ASF Impact

China Meats Production in 2018
10000

9000 8624.63
8000
7000
6000
5403.76

5000

4000

10,000 Metric Tons

3000
2101.76
2000

1000 644.06

475.07

Total Meats Pork Beef Lamb Other Meats

Source: National Bureau of Statistics of China

11th BeSeTo Meeting, Penang, Malaysia




ASF Impact

Global Pork Consumption in 2013-2017
by Country (in 1,000 Metric Tons)

100%

- -

o T

T0%

50% w dE 0 AL A

- =

o ]

i’ -

2 ]

b ]

0%
2013 2014 2015 2016 27
m i[E nEPHESE e T oEBH m i B
= nEHE eJFERE 53 CEgEs

Source: Public Data

11th BeSeTo Meeting, Penang, Malaysia



ASF Impact

v The pork price is significantly increasing. According to the data
of National Bureau of Statistics of China , in July, 2019, CPI
achieved year-on-year growth of 2.8%. The pork price had year-on-
year growth of 27%, which contributed 0.59% to the 2.8% of
CPI year-on-year growth.

> A large amount of suspected infected pigs are killed. The live
pig supply has largely reduced.

> More ASF testing as well as cleaning and disinfection
requirements in the food chain leads to the increase of pig
production cost.

v Farms has reduced pig breeding. It is expected the pork

price will continue to rise in the next couple of years.
11th BeSeTo Meeting, Penang, Malaysia



ASF Impact

v 'The China’s food supp

> On February 15, 20]

y is increasingly affected by ASFE. (1)
9, three batches of frozen pork

dumplings producec
suspected to be ASF

| by Sanquan Company were
virus nucleric acid positive. Sanquan

is one of China’s top frozen food brands.

> Sanquan immediately recalled all products suspected of

contamination with

ASF.

> The company’s share price fell sharply by 3.58% on

February 15, 2019.

> Big damage to consumers’ trust on Sanquan brand foods

11th BeSeTo Meeting, Penang, Malaysia



ASF Impact

v The China’s food supply is increasingly affected by ASF. (2)

> Other Chinese food products have also been found being
suspected to contain ASF since the Sanquan incident.
Consequently, the government issued stricter rules for
slaughterhouses including a requirement on ASF testing for
each batch of products.

> Consumers worry about eating infected port although ASF
does not present a human health risk.

> The government has issued dozens of notifications to
strengthen the ASF inspection. However, the communication
to public is not in place to avoid of the rumors leading to

food safety perceptions and consumption disruption.
11th BeSeTo Meeting, Penang, Malaysia



ASF Impact

v The need on the consumption of other meats such as
beef and chicken is increasing, which leads to the
price increase of other meats.

v Have negative impact on pork products export.

v ASF prevention and control is a long term battle and
needs lots of social resources.

11th BeSeTo Meeting, Penang, Malaysia
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The New China National Food Control System

Leon Liu, Qinxuan

International Flavors & Fragrances (China) Ltd.

11th BeSeTo Meeting, Penang, Malaysia



Overview of the New Authorities

The State Council

National Standardization

Administration

National Health General Administration
of Customs (GACC)

Commission (NHC)

Division of Food Safety

Standards Monitoring and

Assessment

Bureau of Disease
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State Administration of Market Regulation (SAMR)

State Administration for Market Regulation (SAMR)

Direct Division and Bureau

Division of

Division of

Division of Food

risk communication.

Division of

Division of

Division of Food o . Supervision on Supervision on
Supervision on Food Supervision on Food Sampling _ '
Safety Coordination . . Safety of Special Product Quality and
Production Safety Trading Safety Surveillance
Food Safety
1)Major policies and = :
1)Supervision and 1) Food Trading License 1)Food safety System and measures 1)Industrial product
measures to promote food 4h ! : : : b o
Management of Food 2)Food and Salt supervision sampling Jor registration, filing, production license and
safety str 'ategy. i Shlt Prodidtdn e e L plan and regular relevant supervision and food-related product
2)Issues in the whole PO iy 0975 9 e information publish management of special quality and safety.
procesL? (,)f food 2)Fodd BT G e 2) Inspection, disposal food , health food, 2)Production License
supervision, licensing, involving Manketingat and recall of unqualified formula food for Management and
3)Daily work of the Food - ; : S -
r ) licensing and on-site Agricultural Products Jfood. special medica Supervision of Food-
Safety Comn?zttee of the inspection 3)Food safety evaluation purposes and formula related Products
s TG 3)Label Supervision sampling inspection, milk powder for infanis
and Management early risk warning and and young children,
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State Administration of Market Regulation (SAMR)

State Administration for Market Regulation (SAMR)

o)

ion and Bureau Certi](ication and

bl L 8 o
aaccereulruLiurt

National Standardization Indirect Divi

Administration

Administration

Division of Standards and Division of Standard Division of Certification Division of Accreditation,
Innovation Management Supervision and Management Inspection and Supervision

Technology Management

1)Standardization strategies, plans, 1)Industry standards, local 1)Supervision and management system ~ 1)Supervision and management
policies and management systems standards, group standards, of certification and conformity system of accreditation and
2)Mandatory national standards, enterprise standards assessment. inspection.

BBty o) | A LIee A RS 2)Certification of uniform 2)Development of certification industry — 2)Integration and reform of
(including standard samples) and social credit codes of legal 3)Activities of international or regional ~ Mspection and testing resources
international. standards related work persons and other organizations organizations for certification and 3)plan and guide the development
3)National Technical Committee for 3)Commodity bar code work. conformity assessment. of inspection and testing industry

Professional Standardization.
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Draft and renew National
Food Safety Standards

Approval of new food

materials

Approval of new food

additives

Approval of new food

related materials

Food-borne disease

surveillance and

traceability

Food Safety Risk

assessment

National Health Commission (NHC)

National Health Commission (NHC)

Division of Food Safety Standards Bureau of Disease Prevention and
Monitoring and Assessment Control

Prevention and

National food safety standards, Major disease prevention and control of foodborne
food safety risk monitoring, control plans, national immunization diseases
assessment and communication, plans and interventions plan for

and safety assessment of new diseases, improve disease prevention S aT 0 el
food materials, new food and control system, and publication on foodborne diseases
additives and new food-related of epidemic information on infectious

materials. diseases.
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National Health Commission (NHC)

National Health Commission (NHC)

Subordinate units

Chinese Center for Disease

China National Center For
Control and Prevention

(CDC)

Food Safety Risk Assessment
(CFSA)

1)National food safety risk monitoring plan, carry out
/ s ety 52 = 1)National public health monitoring system

food safety risk monitoring work, and submit monitoring - oLl i
2)Public health monitoring on nutritional food,

data and analysis results. - =i g
labor, environment, radiation and school hygiene, as

2)Technical guidance for food safety risk assessment; to ) . 1 5% -
well as infectious diseases, endemic diseases,

undertake relevant work on food safety risk assessment; Bk - i
parasitic diseases, chronic non-communicable

3)To communicate the information about food safety risk . .
diseases and occupations.

assessment, food safety standards etc.

4)Secretariat work of the National Food Safety Risk

Assessment Committee on and the National Food Safety

3)Epidemiological surveillance of occurrence,
development and distribution of major diseases, and

g provide preventive and control measures.
Standards Committee
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General Administration of Customs (GACC)

General Administration of Customs (GACC)

[ make policy in advance ] [ supervise in process ] [ supervise afterwards ]

Division of Animal and Bureau of Import and Division of Commodity Division of Port Division of Enterprise
Plant Quarantine Export Food Safety Inspection Supervision ietegetiienn oipe
Inspection
)Inspection and Quarantine )Safety of imported 1)Inspection and supervision 1)Implement the customs inspection 1)Customs credit
of entry-exit of animals and and exported food system for import and export and quarantine procedure for management system,
plants and their products R g A commodities entry-exit of all things Jormulate the
2)Entry-exit of genetically 2)registration and 2)Risk assessment, early risk 2)Implement the work system for management system of
modified organisms, their filing imported food warning and rapid response of  logistics monitoring, supervision of bonded business such
products and biological enterprises safety of imported workplaces and operator as processing trade
species resources. commodities. management 2)Customs inspection,
3)Risk analysis and 3)Verification of imported 3)Supervision of prohibited or trade investigation
emergency preventive commodities under the restricted goods and articles, and and market
measures, licensing system, and legally importing solid waste, importing investigation systems
inspected commodities. and exporting precursor chemicals.
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Ministry of Agriculture and Rural Affairs (MARA)

Ministry of Agriculture and Rural Affairs
(MARA)

Division of Quality and Safety Division of Planting Division of Science and Technology
- . Bureau of Animal Husbandry - . . .
Supervision of Agricultural Management/pesticide Education (Agricultural Genetically

d Veteri
Products R management Modified Biosafety Office)

1)Safety Assessment and Management

1)Quality and Safety of D) ?e‘v:,lolz mentt Ui 1 ey 1)Fertilizer and pesticides, of of Agricultural Genetically Modified
Agricultural Products ]; e)e o l'us ’y; ; R P el pesticide Registration and Organisms
2)Agricultural product safety LAabnignd Sajew of g pcADT quality 2) Formulation and Revision of

: poultry slaughtering, feed, raw milk r o .
and quality standards el -2 i 2)Revision of standards of Policies and Laws for Agricultural
4) Revision of Standards for Aj ESRITaon, Vp P r(?va anD residues of pesticides Genetically Modified Organisms
Residues of Veterinary Drugs ;ma.gemezt 7 etelrjmary ug, 3) Promoting Zero Growth of 4) Management of Testing, Production

pEpreers Sand Pesticides and Processing of Agricultural

4)Promoting Antibiotics Reduction G otizatly Mo RO i
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Definition of Cold Chain System —

Pulmuone

The term cold chain or cool chain
denotes the series of actions and
equipment applied to maintain a
product within a specified low-
temperature range from e IO e

Manufacturing

Tainted turkey burgers, 2011: 50,000 |bs
of ground turkey recalled following illness in 10
states. Cause: Salmonella Hadar.

Manufacturing Prevention
Emnl oy pre-harvest food safety stra
als, o m
ntal

Risky eggs, 2010: Sing i kness 46 states. Cau
Chicken and(eedconlam ination resuits i Salmane” fa Typhimurium.

harvest/production to consumption. A g s s

Keep factories clean, separate raw and processed

- - Prevention foods, ensure that steps to reduce contamination
cold chain is a temperature-controlled — “irmememme =

control programs, testing poutry houses for SE,

and setting temperature requirements for storing

supply chain. An unbroken cold chain =&

IS an uninterrupted series of O

refrigerated production, storage and ‘[

distribution activities, along with | 'si’m
%! Preparation and Consumption

associated equipment and logistics, s O

Germs spmad rosmram 2008: Poo cold shipments at correct temperatures, track

Distribution and Delivery

Contaminated ice cream, 1994: Trucks
hauling raw eggs, then ice cream, sicken 200,000
nationwide. Cause: Salmonella Enteritidis {SEJ.

ktl n pra 11 s e food to b defc k d shipments and storage.

which  maintain a desired low- sy 18 ieg
temperature range. It is used to ";‘;‘:{}:mmm!p 5 ]
preserve and to extend and ensure the - N AR G
shelf life of products, such as fresh

agricultural produce, seafood, frozen $ — .
food, photographic film, chemicals, .

and pharmaceutical drugs.

Frozen pot pies, microwaves, and cooking
instructions, 2007 Under: k d pies sicken
people in 35 slates, Puerto Ru:n. and the
Caribbean. Cause: Salmoneiia |,4,[5],12:i:

Prevention

From: Wikipedia

ovens.
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Necessity of cold chain ~—

Pulmuone

€ Keep food fresh and extend the shelf life to reduce food waste

€ Prevent growth of pathogenic bacteria and food poisoning

Staphylococcus
aureus

Salmonella E. coliO157:H7

AR Y

Campylobacter
jejuni

Copyright 2018. Pulmuone Co. Ltd. all rights reserved 4



Global cold chain market Belmnors

KEY TREND MARKET DRIVER MARKET DRIVER FORECAST
Integration of GPS Rise in trade of frozen Demand for security The market is
tracking systems food and sea food of the pharmaceutical projected to
helps trucks to products continuesto  supply chain due to reach $260.09
stay on schedule increase globally. counterfeit issues. billion by 2021.

for deliveries.

Copyright 2018. Pulmuone Co, Ltd. all rights reserkage from: Global Cold Chain Market - Drivers and Forecasts by Technavio 5



Cold chain market is growing highly! S——

Pulmuone

€ CAGR cold chain industry into 2019 = 16%.
® Perishable food distribution = $250 billion.

® Biopharma industry = $10 billion;
Esp. in Asia = $1.2 billion.

Global Cold Chain Market Revenue, 2014-2020 (USD Billion)

Global biopharma logistics spending ($hillions)

$80.0
$70.0
$60.0
$50.0

12%
| 110.20 | $40.0
I $30.0
' I $20.0
L T T T T r $10-0

2014 2015 2016 2017 2018 2019 2020 $ 0.0

mmRevenue —B-Growth 2012 2014 2016 2018

Growth Rate

Revenue (USD Billion)

Source: Zion Research Analysis 2015 M Cold chain 2 Non cold chain
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Growth rate of world population

S —

Pulmuone

& Since the Industrial Revolution, the world's population has been

exploding.

WORLD POPULATION

THE WORLD’S GROWING POPULATION

10 Years 0-2150 I— 10 Years 1750-2050 100
g 0 bifbons = Wonld Population Annual Pop. Change
n tilions in miions
6 /' 9 bin
8 8 bln, 80
2 / ! :
=l —_
0 — - 7 b'“.
0 1000 2000 /
6 6 bln, 60
it ook less than a cantury to Population / i
reach the next billion people 20 Projections 2050 5 bin LA
after reaching the first bilion billons HMigh .. . 24& 10. 2t s
in 1804. Since 1960, the !ﬂ*ﬂﬂﬂ!ﬂ“"ﬂ“ﬂ nzns / I
world population has s / bbb bbb A 4 bln. % =
doubled, With recent figures i = Medium §tinsg :
Wﬂing !he aﬂmal numbo' /—-——_ 6 W NWE i * 8-1 /i E }
of poople added 10 the world e, o ..VMMT' bin 3"'". :
population at 80 million por f 1 Poputation if a3 UN-agreed poputation i
yoar, the world adds the 2010 2100 polcies ara implsmantod < coe™> (S !
numerical equivalent of 2 ..,.-" I 20
another United Statos to Its eet®™*** i2DIn : !
population every four years 1bln . L juassuparaents . ; : :
-oan-c--....--o""“ i E<hmm : . d : :
Yeas next bilion roached” =esteetttttt 1804 19505 records 1927 1958 1974 1987 1898 2011 2025 2043
Yo s aftor provl e M | ot | o 15 ! ' L3 'd I8
* Basod on UN estrmatos | I R I ) | 0
1800 1850 1500 1950 2000 2050

Copyright 2018. Pulmuone Co, Ltd. all rights reseSoerte: http://www.dailymail.co.uk/news/article-2053652/UK-population-hit-70m-2027.html
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How about the cultivating area for food? S—

Pulmuone

€ The area for food supply is not enough in the future!

(a) Global population (b) Global food production
20 120
7.0 b= (1]
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6.0 L et 3 )
= L =3 o®?
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» Cultivating area based on year 1960~2007, FAO » FAOStat. http://faostat.fao.org
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Then what do we do? .

Pulmuone

€ Food production is expected to fall short of population growth rate.
v' Eat less and eat better
v Improve food production yield for a given cropland: smart farming
v Reduce food waste: expanding infrastructure in less developed countries

45

Reduce food demand mmm Food demand
40 -

m=m  Food supply -
increased
351 production
307 Increase production
per unit area

257 Food supply -

avoided losses

N
o
|

=== Food supply -

Avoid loss of current business as
production capacity usual

-3
v
1

Amount of food, globally (Petacal/day)

10 7

0 [ [ [ [ [ [
1980 1990 2000 2010 2020 2030 2040 2050

(Commission on Sustainable Agriculture and Climate Change)
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World Food Production and Waste S~——

Pulmuone

€ In 2007, about 1.6 billion tons of primary foods were discarded and disappeared.
€ The edible part is about 1.3 billion tons.

€ About one third of food is discarded.

Agricultural production volumes vs. Food wastage volumes

2,500
2,000 -
w
g 1,500 -
=
=]
-
=
2
= 1,000
=
500 -
Cereals Starchyroots |Qilcrops & Pulses Fruits (excluding Meat Fish & Seafood | Milk (excluding | Vegetables
(excluding beer) wine) butter) & Eggs
Commodityl | Commodity2 | Commodity3 | Commeodity4 | Commodity5 | Commodityeé | Commeodity7 | Commodity 8

M Agricultural production (FBS) B Food wastage 1 Food wastage - Edible part only

Copyright 2018. Pulmuone Co, Ltd. all rights reserved  Source: http://www.fao.org/docrep/018/ar429e/ar429.pdf 10



Waste categories

S ————
Pulmuone

€ Major contributors to food wastage volumes

® Cereals (25%) > Vegetables (24%) > Starchy roots (19%) > Fruits (16%)

® Plants (85%) vs. Animals (15%)

g

Million tonnes
(]
=

g

g

L
=

Meat Fish & Seafood

=]

Fruits (excluding
wine)

Cereals Starchyroots |Qilcrops & Pulses

(excluding beer)

Commodity 6 Commoaodity 7

Commodityl | Commodity2 | Commodity3 Commodity4 | Commodity5

Copyright 2018. Pulmuone Co. Ltd. all rights reserved

Milk {excluding
butter) & Eggs

Vegetables

Commodity 8

11



Food market size in Korea

€ In 2012, about 330 hillion USD.

€ Annual average growth rate;
® Agricultural market 5.3%,
® Processed food market 11.0%,
® [ood service market 9.9%

€ The market for fresh food was about 160 billion UDS that is 48% of total food

market size.

Pulmuone

® Cold chain system is important in order not to waste fresh foods.

200

180

160

140

120

100

20

60

40

Market Size (Unit: Trillion Korean Won)

20

Copyright 2018. Pulmuone Co.
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Effect of storage temperature on shelf life of foods

Pulmuone

The shelf life of 5 major cold storage foods (tofu, fish cake, jelly, kimbap, triangle
gimbap) was extended by 45 ~ 87% and 87 ~ 171% when stored at 7 °C and 5 °C,

respectively.

Effect of shelf life elongation of major cold storage foods
Storage Temperature

Food
Tofu 13.52 days 19.84 days (146%) 26.39 days (195%)
Fishcake 23.82 days 34.88 days(146%) 47.56 days (199%)
Agar jelly 20.40 days 29.67 days (145%) 38.21 days (187%)
Gimbab* 1.45 days 2.47 days (170%) 3.93 days (271%)
Triangle Gimbab 3.16 days 5.93 days (187%) 7.68 days (243%)
A"eragfogzg‘aj“ > 12.47 days 18.56 days (159%)  24.76 days (201.8%)

* A Korean traditional RTE foods made with steamed rice, vegetables and chopped meat that is wrapped with dried green seaweed

sheet
Source: A Study on the Management Plan of Foods for Refrigerated Display, Sangdo Ha, ChungAng Univ,, 2007

Copyright 2018. Pulmuone Co. Ltd. all rights reserved 13



Effect of storage temperature on shelf life of foods —

Pulmuone

As a result of storing our main products: tofu, fresh noodles, and bean sprouts by
temperature, as the temperature increases, the growth rate of general bacteria increases
rapidly, resulting in poor quality and inferior merchandise.

In general, when stored at 5 °C, the freshness was twice as effective as when stored at
10 °C.

Change of APC by Storage Temperature by Refrigerated Foods

107 25 Tofu |
objectionable
106 : |
% 10 BEZ+ AYE & 2XF 0|4E HE
G
L —m It
O 10#
< . Changes in Smell of Soy Sprouts by Storage Temperature
B 3
10° . = acceptable
2 1
LU 1 S
10® O i
% B _.50C
N = 1() °C

[[" & a ® " & i -
0 10 20 30 40 S50 ¢

objectionable = 15 °C
== )() °C

Storage time (¢ _
Copyright 2018. Pulmuone Co. Ltd. all rights reserved D+«1 D+2 D+3 D+4 D+5 D=& D+7 0D+B

v Y Y
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How cold should perishable food be? o ——
Food pathogens have optimal conditions for growth, and there is also a minimum
temperature at which growth stops. Most food poisoning bacteria stop growing when
they are less than 5 °C.

TABLE A-1
LIMITING CONDITIONS FOR PATHOGEN GROWTH
MIMN. MIN. MAX. MAX. % WATER OXYGEN
PATHOGEN USING %LT] pH pH PHASE SALT L TE AL, TEw. REQUIREMENT
BACILLUS CEREUS 0.92 4.3 9.3 10 39.2°F 131°F facultative
4°C 55°C anaerobe’
CAMPYLOBACTER JEJUNI 0.987 4.9 9.5 1.7 86°F 113°F micro-

30°C 45°C aerophile?
CLOSTRIDIUM BOTULINUM, 0.935 4.0 9 10 S0°F 118.4°F anaerobe?

TYPE A, AND PROTEOLYTIC 10°C 48°C

TYPES B AND F

CLOSTRIDIUM BOTULINUM, 0.97 5 9 5 37.9°F 113°F anaerobe’

TYPE E, AND NOMN- 3.3°C 45°C

PROTEOLYTIC
TYPES B AND F

CLOSTRIDIUM PERFRINGENS 0.93 5 9 7 50°F 125.6°F anaerobe’

10°C 52°C
PATHOGENIC STRAINS OF 0.95 4 10 6.5 43.7°F 120.9°F facultative
ESCHERICHIA COLU 6.5°C 49.4°C anaerobe’
LISTERIA 0.92 4.4 9.4 10 31.3°F 113°F facultative
MONOCYTOGENES -0.4°C 45°C anaerobe’
SALMOMNELLA, SPP. 0.94 3.7 9.5 8 41.4°F 115.2°F facultative
5.2°C 46.2°C anaerobe’
SHIGELLA SPP. 0.96 4.8 9.3 52 43°F 116.8°F facultative
6.1°C 47.1°C anaerobe’
STAPHYLOCOCCUS AUREUS 0.83 4 10 20 44.6°F 122°F facultative
GROWTH 7°C 50°C anaerobe’
STAPHYLOCOCCUS AUREUS 0.85 4 9.8 10 S0°F 118°F facultative
TOXIN FORMATION 10°C 48°C anaerobe’
VIBRIO CHOLERAE 0.97 5 10 6 S0°F 109.4°F facultative
10°C 43°C anaerobe’
VIBRIO 0.94 4.8 11 10 41°F 113.5°F facultative
PARAHAEMOLYTICUS 5°C. 45.3°C anaerobe’
VIBRIO VULNIFICUS 0.96 5 10 5 46.4°F 109.4°F facultative
8°C 43°C anaerobe’
YERSINIA ENTEROCOLITICA 0.945 4.2 10 7 29.7°F 107.6°F facultative
-1.3°C 42°C anaerobe’

Copyright 2018. Pulmuone Co. Ltd. all rights reserved  Source: Fish and Fishery Products, hazards and Controls Guidance, 4" Ed., 2019, FDA 15



Danger zone for the PHFs

When food is removed from refrigeration, the
temperature of the food gradually increases and can
reach the temperature associated with the growth
range specific to particular pathogens.

Traditionally, the rule of thumb for foods that will
support microbial growth has been no more than 4
hours in the danger zone (41°F (5°C) to 135°F
(57°C)).

Source: HARPC for Human Food: Draft Guidance for industry, FDA

Leaving food out too long at room temperature can
cause bacteria (such as Staphylococcus aureus,
Salmonella Enteritidis, Escherichia coli O157:H7,
and Campylobacter) to grow to dangerous levels that
can cause illness. Bacteria grow most rapidly in the
range of temperatures between 40 °F and 140 °F,
doubling in number in as little as 20 minutes. This
range of temperatures is often called the "Danger
Zone.*

Neyerdesie Foedouvief refrigeration over 2 hours.

Copyright 2018. Pulmuone Co. Ltd. all rights reserved

Pulmuone

4170'F
75°C+{ -= Death in a few seconds

1 150°F 70:cH| —a Death in several seconds

T1

150'F gs'c}| - Death in a few minutes
+140'F 60°C}| - Death in several minutes

130°F 55°CH| - Death after a few hours

m-c = ——
-| -={ Dangerous

+120'F

| - Very Dangerous
Dangerous in
a few hours

25'Ct| - Dangerous

-« Dangerous in several hours

| == Dangerous in a few days

- Dangerous in a few weeks

a0'r 9CH| - Slow die-off for vegetative forms of most
bacteria, but may survive for months

Figure 2. Effects of time-temperature exposures on vegelative bacte-

na in moist foods, including “danger zones."
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Temperature specification for the PHFs in each country

€ Most developed countries manage below 5 °C.

€ The UK is divided and managed according to the characteristics of the product.
€ To reduce food poisoning hazards and maintain food quality, the refrigeration

temperature needs to be operated below 5 °C because the growth inhibition
temperature of Sallmonella, a typical food poisoning bacterium is 5.2 °C.

{ )Temperature specifications of food categories

N
Country |(g~% . * 1 : m 3 : N z
w
Foods L‘l & — ﬂ z N
Refrigerated 0~10°C <10°C <5°C <4°C <5°C <8°C
<-18°C | =-15°C [ =£-18°C | £-20°C | =-18°C | WHHEAE}] | =-12°C
Frozen <-28°C o2 <-18°C
=5°C = = <5°C = <5°C < 8°C
RTE =60°C
Fresh fruits s5°C | =10°C =5°C AEE | =5° <8°C
Milk & Dairy 0~10°C | =10°C | 2~6°C <7°C <4°C ¢ <10°C
Meat & -2~10°C| =£10°C 0~-4°C <4°C <4°C =5° =7°C
Meat Products | -2~5°C B=
Eggs 0~15°C <8°C 0~4°C <=7°C <4°C <5’ =4°C
Fishery =5°C <10°C 0~4°C <4°C <-1°C <5’ <0°C
\_

Copyright 2018. Pulmuone Co, Ltd. all rights reseS@uce: Investigation on the storing and distributing temperatures of foods and their evidences in

major foreign countries, MS Chung, ChungAng Univ., 2017

Pulmuone
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New trend in Korean Food Industry ~—

Pulmuone

@ Delivery of fresh food is increasing due to on-line shopping.
€ Demand for early morning delivery continues to increase due to the increase in
single-person households and dual-family homes.
® Preferred Early Morning Delivery Items: Fresh Foods, HMR*
@ Difficulties exist in refrigeration temperature during fresh delivery:.
® Difficulty in Temperature Control of Refrigerated Vehicles
® Destruction of cold chain when loading and unloading fresh food

® Aging of Refrigerated Vehicles

Distributors Jump into Dawn Delivery of Fresh Food

Al ORI OICIA S )

= =y
— = s Market Kully | S 1% X0, Xict 38 BokE 1009, 214 6092 S, Atieha’ = 7242 i
. tmon | AWM -WH . USAE 1600015 OF, B AN ANABHE SEE 0%
P cszanress (O BGF | SKERRA XS SRUIOI 3000 SXH KIE 50%+17 8, ZFAO
p— w GS Retail | GSHAAIESH AR KIODI 2UEA| - AMIAIE § 5000014 A1 22 1~7ADE ¥
- HanKook Yakult | 7= SXE RS SRS XA 7P IPIA e QIZR' MM H7kiS AllA
Tomane e MReON Lotte | RCUDMARE|BSH AWAS IS, TRIBUO EOM 100% e B

ShinSeaGye T2|0[Q) AVMA HAE ‘Just Fresh' 22, ‘UHid 2O AR AHIA 2 3

Copyright 2018. Pulmuone Co. Ltd. all rights reserved 18



In the case of frozen foods...

Pulmuone

All food poisoning bacteria cannot grow below -10 degrees. Therefore, if there is no
problem with the quality of the food, the storage temperature of frozen food needs to be

reconsidered the current standard.

°F
100—
90—
20—
70—

60—
50—

— [

°C

—35
—30
—25
—20
—15
—10

-5
-10
-15

Food Poisoning

Psychrotroplic

Psychrophilic

Organisins Organisms Organisms
Eapid growth
Rapid growth
slow growth SLow growth Rapid growth
Slow growth
Mo groweth, may Mo growth, may il
decline decline HNo growth, may
decline

°F
100—
30—
80—
70—
60—
50—

™

40
30
20
10

0

—35
—30
—25
—20
—15
—10

-5
-10
-15

*Note: Listeria monocytogenes has the characteristics of a psychrophilic organism, but is a food
poisoning organism.

Copyright 2018. Pulmuone Co. Ltd. all rights reserved

Note however that the ATP Agreement** requires

that temperatures in international transport
should be no higher than:

Ice cream -20°C

Frozen or quick (deep)-frozen -18T

fish, fish products, molluscs

and crustaceans and all other

quick (deep)-frozen foodstuffs

All frozen foodstuffs (except -12T

butter)

Butter -10°C

..Follow the procedures outlined in Annexes IV and V
Agreement on the International Carriage of Perishable

Foodstuffs and on the Special Equipment to be Used for

such Carriage (drawn up by the Inland Transport Committee

of the United Nations Economic Committee for Europe):

for detailed references see Appendix
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Guidance for the frozen foods delivery in Korea

S——
Pulmuone

+ - <~
P
oy (e
L2 hod
[

Copyright 2018. Pulmuone Co

H/2/F/9

] *))]

B3] pAR!

d(C
<

Fully frozen below -18 °C
Recommended workplace °
temperature below 15 °C
Styrofoam box more than

2cm thick

Refrigerant is recommended

to use dry ice

Meticulously sealed

packaging

Frozen food identification

sticker

.Ltd. all rights reserved

Receive and collect frozen
foods first O
Minimize exposure to

outside air when getting on

or off

Be careful not to damage it

by loading it on the top

Same day or next day

delivery recommended

Do not accept if next day
delivery is difficult

Sending sns message to help
consumers get back quickly
Guide consumers to check
box and contents after
receipt

Store frozen foods promptly
and ingest them as soon as
possible.
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Guidance for the frozen foods delivery: temperature profile —

Pulmuone

Since the cold storage effect of frozen food parcel delivery usually lasts for 24 hours
after the product is shipped to consumers, it is difficult to secure the quality and safety of
frozen foods. Refrigerant used for frozen food parcel delivery is recommended to use dry
ice, as it has better cooling effect than gel ice pack.

Temperature profile during delivery of frozen food
10
L%'—’FE o o IF I 2R A= |
S Ew =H =g ¥ Y =¥ =Y =%
{ | 1 ! 1 I | !
ﬂ I T I I I I I I T I I T I I I I I I
—~
8 -5
o
5 10
<
g -15
5
H
25
-30
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18
Delivery time (hrs)
s [Ce paCK wmm= Drylce, 0.6 kg === Dry Ice, 1.2 kg

Copyright 2018. Pulmuone Co. Ltd. all rights reserved 21



Food Supplier Compliance Manual of Sysco Co., USA ~——

Pulmuone

€ Ensure that the Time-Temperature Recorders (TTR) of the transport vehicle on receipt
of food from the supplier do not exceed the following criteria (Source: Supplier
Compliance Manual, 2015).
® RTE Seafood, shellfish, dairy products and agricultural products: Air
temperature in the vehicle for transportation 4.4 °C not to exceed 4 hours.
® Meat and poultry vehicles: The internal air temperature does not exceed 45
7.2 °C for more than 4 hours.
® Ambient temperature not exceeding 1 hour at temperatures above 21 °C.
® Ambient temperature not to be left for more than 4 hours at temperatures below
1.7 °C for produce and -3.9 °C for uncooked meat or poultry.

Copyright 2018. Pulmuone Co. Ltd. all rights reserved 22



Take away

Pulmuone

€ As a result of the Fourth Industrial Revolution, the cold chain industry is developing
in various ways, with high growth of 16% annually.

€ The benefits of cold chains in the food industry can reduce food waste by increasing
the shelf life of fresh food. In the case of major 5 kinds of refrigerated foods in Korea,
the shelf life is extended about twice when stored at 5 °C, which is lower than 10 °C
specified by the Food Sanitation Law.

€ Increasing on-line purchases and early morning deliveries make it can be difficult to
comply with legal standards for frozen and refrigerated temperatures during the
distribution stages. However, in order to protect the safety of fresh food from
pathogens, substantial cold chains must be secured. To do this, the on-line order
delivery should be operated with the criteria of suppressing the growth of pathogens
by maintaining the minimum temperature handling manual for refrigerated food.

Copyright 2018. Pulmuone Co. Ltd. all rights reserved 23
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Risk assessment of glutamic acid
and glutamates in China

Junshi Chen

China National Center for Food Safety Risk Assessment
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LS| Background

Focal Point
in China

Glutamic acid and glutamates are approved as flavor enhancer

food additives by many countries, e.g. China, EU, USA, Japan,
Food South Korea, Australia, etc.

additives Total global production of monosodium glutamate (MSG) is about

3.3 million tons per year, and the total demand is about 3 million

tons. 90% of the world total production of MSG is in Asia. China,

Japan and South Korea are the world largest MSG producers.

Glutamic acid occurs as one of the non-essential amino acids,
which binds with other amino acids in proteins, and this binding
form accounts for about 20% of the total protein intake.

sSources Natural free form glutamate occurs in many foods, including
(free form) meat, fish, poultry, breast milk and vegetables.

11th BeSeTo Meeting, Penang, Malaysia
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Focal Point

in China

Country
CAC

EU

USA

Australia
& New
Zealand

Japan

China

Food additives

glutamic acid +sodium
glutamate +potassium
glutamate +calcium
glutamate +magnesium
glutamate +ammonium
glutamate

glutamic acid +sodium
glutamate +potassium
glutamate +calcium
glutamate +magnesium
glutamate +ammonium
glutamate

sodium glutamate
+potassium glutamate
+ammonium glutamate

glutamic acid +sodium
glutamate +potassium
glutamate +calcium
glutamate +magnesium
glutamate +ammonium
glutamate

glutamic acid +sodium
glutamate +potassium
glutamate +calcium
glutamate +magnesium
glutamate +ammonium
glutamate

glutamic acid +sodium
glutamate

Background

Authorised uses and use levels

Authorised uses and use levels

Be authorized at quantum satis (QS)
at 16 kinds foods.

Be authorised at QS in salt
substitutes, seasonings and
condiments, and at the MPL of
10,000 mg/kg or 10,000 mg/L in 67
kinds of foods.

Do not exceed the reasonable
amount required to achieve the
desired physical, nutritional, and
other effects.

Be authorised at QS, and do not
exceed the reasonable amount

required to achieve the desired

effects.

Calcium glutamate cannot be used in
special foods for meals, and there is
no limitation about glutamic acid and
other glutamates.

Monosodium glutamate is authorized
at QS in foods. L-glutamic acid is
authorized to use as synthetic spices
in foods

Health-based Guidance Value
(HBGV) of Glutamates

JECFA 1970

1973

1987
2004

EFSA 1990

2015

2017

FSANZ 2003

0-120 mg/kg BW

ADI not
specified

ADI not
specified
0-30 mg/kg BW

ADI not
specified

11th BeSeTo Meeting, Penang, Malaysia



:

7

)j
5

)

Q)

)
)

)

5

)

®)
&

D
£

2

)]

)

4

)
%)
£

)

)

)

5

72

N
A
o

)
2

)

)]

Vi

)

7

)
L

25

)

)

)3
)
)

)
52

)

)
)
2
)

S
5
AN

3

%)
)

)
o

)

R
)

)

)

%

)
W

3
)

2

v,
o

A

)
K

)

)

)

7Y

N

)
L

5

)

%)
)

)
4

V%
25

)
2

)

®)

);
N
D)

W

2
)
2

2
)

)

)

2

))23

%)
W

)
)

)
A

2%

)
K

)

)

)

7

N

)]
L

25

)

%)
)

)
4

Ok
25

)
2

)

®)

o

&/

5
£

5

%

)

%)

%
))23

);
W

)
)

)
A

2

)
K

)

5,
)

)

&

2\

)]
N

5

)33
2
)

)
I

.
£

5

5
>5.’

Y,

5
A

)

)

%)

%

X

)
A

72

)
2

)

)

&

2\

o,
5

5

oy
)]
L

)2
A

.
£

7Y

5
2

5
A

)

%
)

)

%)

5

%
2,
2

)
A

4)2’
2.

)

%

)

W
%)

Y

5

J$3
N
)2
%75

.
)

P

5%
2

)
2

)

%
)

)

%)

)

%
o
0

)
A

4)2’
2.

)

%

)

W
%)

Y

5

)4
N
PR
HEHG
2))_:3

)

)
)
2
)

%)

¥
o

%)

2
25

)

%)

)

)

)
%

s

2)

)3
)
s

)
A

4)2’
))'?
A3

)

)

9
))i

,)_’2;

N

4)
2%

)
52

)

A
)

)

s
&
2
) E
2)

5
5
D

4
&)
=

5

5

)

%)

%

)
W

%)
)

)
A

2

v,

)
2

)

2
K
237,
£

5
%

2
)

)

2

)
)
£

5
5
D

)

v,

AN
9)0)
)3) 2

) ’3))
D)2

)
A

)2
2

®)
&

7
£

%
25

)

)

%)

)

)
%

L

2

X3
)
3

)
K3

2\

)
)
od

N

5)
5%

)
5

)
VY
)
)2

D?

)

))

oy
2)

)

S

)

)

J

e Background

Focal Point
in China

Preliminary exposure assessment in Chinese population —
screening methods

Maximum use levels in foods (data from literature )

Budget method Maximum physiological consumption:3kg+6L Dally intake of
; glutamic acid

Theoretical maximum daily intake =maximum use levels 1.614 me/ke BW
in solid foods (mg/kg)*0.05(kg/kg bw)*25%+ maximum ! g/kg

Screenmg use levels in liquid foods(mg/L)*0.1(L/kg bw)*25%

Assessment

Data from China Seasoning Industry Association and
China National Bureau of Statistics

Daily intake of
glutamic acid

Exposure level= (production+ imports- exports- non-
food use)/the number of population/365 days

59.71 mg/kg BW

Further exposure assessment is needed and included in the priority list of
national risk assessment projects in China (conducted by CFSA).

11th BeSeTo Meeting, Penang, Malaysia
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LS| Objectives

1. To evaluate the scientific basis of EFSA ADI for glutamic
acid and glutamates;

2. To collect information on the use of glutamic acid and
glutamates as food additives in China;

3. To assess the exposure level of dietary glutamic acid and
glutamates in Chinese population, as well as the
contribution rates of natural and added glutamic acid
and glutamates as food additives;

4. To provide scientific support to risk management of
glutamic acid and glutamates in foods in China.

11th BeSeTo Meeting, Penang, Malaysia
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LS| Project Design

in China

& Data sources
> Collect existing data
> Focus on filling key data gaps

& Framework for risk assessment
> Hazard identification
> Hazard characterization
> EXxposure assessment
> Risk characterization

11th BeSeTo Meeting, Penang, Malaysia
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LS| Project Design

Focal Point
in China

Hazard identification and hazard characterization

Reliability Ao Systematic Review the
Toxicological evaluation of evaluation of review and scientific basis
data collection toxicological toxicological meta-analvsis of ADIs
data data t
@ QD'\t"Et - Focus on neurotoxicity and developmental Revi N th
& Acute toxicity . . eview and discuss the
© Genetic toxicity neurotoxicity results of systematic
& Reproduction

toxicity ©» Animal studies: neurotoxicity and developmental neurotoxicity | review of neurotoxicity

. . . & Population epidemiological studies: neurotoxicity and of MSG and proposal of

¢ Chronic toxicity developmental neurotoxicity ADI f :
& Carcinogenicity . : : . rom the Working

L . & Risk assessment report of international agencies: key Group
z Neurotoxicity literatures used to establish the HBGV value )
& CFSA & Jiangsu Center for | ¢ Beijng Center for | « Huazhong & National Expert
% Southern Medical Disease Control Disease Control University of Committee on Food Safety

University and Prevention and Prevention Science and Risk Assessment
Technology % China National Toxicology
Plan

% Panel group
& Working group

Finished Finished Finished Finished On going

11th BeSeTo Meeting, Penang, Malaysia



ILSI

Focal Point
in China

| method

Screening

Exposure
assessment

Project Design

Exposure Assessment

r—_—_—_—_—_

—| 1. Budget method

2. Poundage data method

3. Theoretical maximum
daily intake

4. Exposure level of the
general Chinese
population

—

|| Sophisticated

method

6.Exposure level of the
population eating at
restaurants in China

5.Exposure level in
—| China Total Diet Study

Background exposure level
(background concentration in foods X food
consumption)

+
Exposure level by processed foods
(use level/ concentration in processed
foods X processed food consumption)

+
Exposure level by cooking condiments
(use level/ concentration in condiments X
condiment consumption)

11thBeSeTo Meeting, Penang, Malaysia



D Project Design

Focal Point
in China

Data Collection for Exposure Assessment

Concentration data Consumption data
Concentration of Concentration traceability
Use levels of glutamates . .
. glutamates in analysis
in processed foods )

fﬂﬂ(‘]ﬂ

Food Category Data sources
(based on National Standard
GB2760)
Prepared and cooked meat & Chinese Flavoring Association
Meat products DAL e products ® China_qud Science and Technology
Condiments 4,610 24.06 Condiments Association o
& China Food Industry Association
Cereal products 4,167 21.75 Cereal products ¢ China Baked Food and Sugar
Nuts 1,071 559 Nuts Prc_)ducts Indugtry Association
China Federation of Commerce
Processed fruits 7,26 3.78 Processed vegetables
Cooked aquatic .
oroducts 5,77 3.01 Cooked aquatic products . N\ '
Baked food 488 2.55 Baked food
axed foods axe O(_) > 896 products
Egg products 137 0.71 Remanufacturing eggs / .
: : maximum use level
Processed fruits 54 0.28 Processed fruits N
regular use level
Infant foods 42 0.22 Infant foods
Others 1,648 8.60 Soy products \/_
total 19,164 100.00

. . The Report on MSG Production China Biological Fermentation Industry
GNPD global product information database and Sales in China Association
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ILSI

Focal Point
in China

Concentration data

Use levels of glutamates
in processed foods

Project Design

Data Collection for Exposure Assessment

Consumption data

glutamates in

Concentration ot ]

analysis

foods
Food Category N Detection Method
Cereal foods and their 819
products
Vegetables and their 281
products CFSA detection method for glutamic acid
Meat and its products 285 and glutamate_s |r! foods: ultra-high
performance liquid chromatography -
Aquatic products 602 tandem mass spectrometry.
Eggs and their products 238 The detection method was verified by Chi<
Beans and their products 296 National Center for Food Quality
: Supervision and Inspection, China National
Nuts and their products 117 Research Institute of Food and
Baked foods 328 Ferr.nentatiorr Industries, and China
National Institute of Food and Drug.
Condiments 604
Puffed foods 95

Concentration traceability

4725 food
samples
9 food categories
48 food
subcategories

11thBeSeTo Meeting, Penang, Malaysia



e Project Design

Data Collection for Exposure Assessment

Concentration data Consumption data

)
. U . 19

Use levels of glutamates
in processed foods

analysis

.
Y P dl UUU

» The concentrations of stable carbon isotope in
glutamates was used to estimate the ratio of natural

and added glutamates in foods.

» Food samples with high content of glutamates (such as
soy sauce, soybean paste and oyster sauce) were

selected.

11th BeSeTo Meeting, Penang, Malaysia
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e Project Design

Focal Point
in China

Data Collection of Exposure Assessment

. Consumption
Concentration data b

» Food consumption

H’;‘:z:» B iw Ha a A i‘ﬂ H B ::H data of population in
The survey in Chinese restaurants was conducted

in 7 provinces in China. 1 city and 1 county in » Condiment

each province were selected with a total of 14

survey sites. In each survey site, 9 restaurants of

consumption data in

different sizes were selected, and the food /7 Chinese restaurants in
categories, the product information, and the use 2018.

levels of all condiments as well as the number of

people eating in every restaurant were k /

investigated for three days by the weighing
method and the three-day accounting method.

11th BeSeTo Meeting, Penang, Malaysia



&)

"l Preliminary Results

in China

Hazard assessment (Neuro-toxicity)

1. Dose-effect relationship in neurotoxicity of MSG was

not found in systematic review of current literatures.

2. There is no adequate evidence to support the ADI

established by EFSA in 2017 (30 mg/kg BW).

11th BeSeTo Meeting, Penang, Malaysia
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Focal Point
in China

Exposure level based on individual data

Mean of Exposure Level(mg/kg BW)

= = [ [ae] w
o o o o o

exposure levels of glutamic acid
(¥ ]

0 I I I I I I I I I
P FEEFE S
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N Y N © 2 o
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)
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age-sex group

= Preliminary Results

Exposure assessment

Exposure level from Total Diet Study

Exposure level (mg/kg BW)
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Next Step

. Submit data to EFSA;

. Develop ADI for glutamic acid and glutamates
(independent);

. Estimate intakes of glutamic acid and glutamates in
different sub-populations and exposure scenarios;

. Distinguish dietary intake of glutamic acid and glutamates
as food additive and as natural-occurring ingredient;

. Draft scientific findings and opinion for peer review.

11th BeSeTo Meeting, Penang, Malaysia
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ILSI

Focal Point
in China

Thank you !
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The need for NGS




ANESTRY OF FOOD AND ORUG SAFETY

National Institute
of Food and Drug Safety Evaluation

Next Generation Sequencing

NGS: nhigh throughput sequencing technology
Produce massive amount of sequence information

ATCTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAG
ATCTTCTCCATCTCCGACAACGCCTATCAGTACATGCTGACAGGTGAGAG
ATCTTCTCCATCTCCGACAACGCCTATCAGTACATGCTGACAGGTGAGAG
ATCTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAG 20 1 O OOOX
TCTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGG - ] C ove ra g e
TCTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGG TGAGAGG .« .
TCTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGG D | g |ta |
TCTTCTCCATCTCCGACAACGCCTATCAGTACATGCTGACAGGTGAGA .
TCTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGG M a SS Ive Iy pa ra | | el
TCTTCTCCATCTCCGACAACGCCTATCAGTACATGCTGACAGG TGAGAGG
TCTTCTCCATCTCCGACAACGCCTATCAGTACATGCTGACAGGTGAGAGG . " 11 . 7]
TCTTCTCCATCTCCGACAACGCATATCAGTACATGCTGACAGGTGAGAGG Ll ke M | | | | O n S Of Sa n g e r rea Ct | O N S
TCTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGG
TCTTCTCCATCTCCGACAACGCCAATCAGTACATGCTGACAGGTGAGAGG
CTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGGC
CTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGGC
CTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGGC
CTTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGGC
TTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGGCC
TTCTCCATCTCCGACAACGCCEATCAGTACATGCTGACAGGTGAGAGGCC

Sanger Sequencing
4 N\

Ul A/W\MM\/\/\[\ g

GACAAC GCC%AT CAGTACATG




National Institute
of Food and Drug Safety Evaluation

ThermoFisher lllumina
lon Proton & PGM HiSeq, NextSeq & MiSeq
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>
NGS application in Food Microbiology

® Whole genome sequencing is the process of determining the complete
DNA sequence of an organism's genome at a single time.

® Metagenome Sequencing is the process of finding genetic materials from
environmental or food samples to analyze microbial community.

Pure culture of food- Mixed microbial
community in food

related microorganisms
‘ -
S o
s 2

gDNA DNA
extraction extraction
Marker gene
amplification
;‘i_i ey o Amplicon sequencing
me sequence Genus-level microbial [
F S composition of food metabolic potentia

PacBio MinION lon torrent PGM IHHlumina MiSeq HHlumina NextSeq Illumina HiSeq

i — 1 C b = =1
Ed « = - o
_ Walsh et al., 2017
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£ ¢o/i0104 outbreak in Germany (2011)

A KILLER STRAIN NORWAY

The Escherichia coli outbreak has swept across Infected: 1 ¥ = 3 FINLAND
Europe from Germany over the past month. - Infected: 1
Numbers correct as of 7 June. e

THE NETHERLANDS

Infected: 4 -
A

HUS: 4 o 4 : B SWEDEN
I ; f Infected: 32
HUS: 15 (1)
v A :

3
Y

UNITED ”
KINGDOM
Infected: 8
HUS: 3
POLAND
HUS: 2
LUXEMBOURG
Infected: 1

SPAIN A GERMANY
Infected: 1 Infected: 1,683 (7)
HUS: 1 ‘ CZECH HUS: 642 (15)
AUSTRIA REPUBLIC
i Infected: 2 Infected: 1

Infected: Cases of enterohaemorrhagic E. coli
without haemolytic uraemic syndrome (HUS).
HUS: Cases with HUS.

Numbers in brackets show recorded deaths.

FRANCE
i 4 Infected: 10

<

v 53 dead, 4,500 hospitalized, fenugreek seeds imported from Egypt

v" Delayed and misleaded investigation caused damage estimated 1.3 billion USD
v" Paid 236 million USD to other EU countries for the damage of E. coli outbreak
v The novel £ coli O104:H4 was confirmed by NGS technology
v’ E coli mutant has combined characteristics of EHEC and EAEC
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Salmonella Barelly outbreak (2012)

24 states
410 patients

ia Thailand

r UAE

n

= &2 & o

n
hst
iw
ila
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= S = o

= N ~

Fish Stomach Vietnam
ilsa Fish Thaila
Rock L
r Tails
Whole

G | e N P AR B - W e
TR — SR — B — S — S —
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Same PFGE but not
part of the outbreak

Outbreak Isolates

v PFGE result showed homology with unrelated Salmonella strains
previously isolated from Thailand, Taiwan and India.
- it was difficult to find the food of responsible with PFGE




National Institute
of Food and Drug Safety Evaluation

SNP phylogeny for S. Bareilly strains

CFSA Taiwan -
CFSANO000191 Thailand
4’—|— - CFSANDDaOZ;IZ United Arab Emirates T Same PFGE
'CFSANO000211 Thailand — but nOt part Of
= the outbreak

CFSAN000189 India
CFSAN000189 India
CFSAN000661 USA
CFSAN001118
CFSAN000961 USA
CFSAN001088
CFSAN000969 USA
CFSANOD0680 USA Outbreak Isolates
CFSANO00662 USA
CFSAN000962 USA 2-5 SNPs
CFSAN001089
CFSAN001109 India
| CFSAN000960 USA
- CFSAN000753 USA
CFSAN000970 USA
CFSAN000959 USA
CFSAN001090
CFSAN000957 USA
| CFSAN000700 USA
CFSAN000963 USA
CFSAN000952 USA
CFSA usA
CFSAN001112 India
CFSAN000958 USA
| CFSAN000954 USA
CFSAN000953 USA
CFSAN001099 India
CFSAN001087
CFSAN000951 USA
CFSANO00968 USA
CFSAN001115 India
CFSANO00966 USA
CFSAN001140 India
| CFSAN001105 India
CFSAN001102 India i lat f t
CFSAN001108 India
CFOANGOOGEEUBA Isolates 1rom tuna scrape
CFSANODO6E69 USA
CFSAN0D0964 USA
| CFSAN000967 USA
CFSAN000752 USA
CFSAN0009E5 USA

004

v US FDA find out the tuna scrape was the food of responsible for the Salmonella outbreak
v’ 6 strains with the same PFGE pattern but not part of the outbreak categorized differently
by WGS
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v (US) Whole Genome Sequencing technology is used for quick and accurate

outbreak investigation ("13~) : Develop and run GenomeTrakr network
v The UK ('14~, FSA), China ('09~, BGI): collect and apply WGS in food safety

management

* FSA: Food Safety Agency, ** BGI: Beijing Genome Institute

Total Number of Sequences in the GenomeTrakr Database

275,000
® Salmonella Olisteria OE. coli/ Shigella B Campylobacter B V. parahaemolytficus O Cronobacter
250,000
Average Number of Sequences  Average Number of Sequences Aerage Number of Sequences Average Number of Sequences _Average Number of Sequences
Addad Per Month in 2013 = 169 Added Per Manth in 2014 = 1.076  Added Par Month in 2015 = 2,362 Added Per Month in 2016 = 4,529 Added Per Month in 2017 = 5.826
225,000
200,000
w &
3§ 175000
c
2 o
3 =
o=
= 150,000
w 3
s 8
pu 125,000
R
EZ
S 5 100,000
=8
75,000 .
o . .
25,000 First sequen &s
uploaded i
1] ! = >
1st Qtr 2nd Qtr3rd Qtr 4th Qtr 1st Qer 2 d Qtr 4th Qtr 15t Qtr 2nd Qtr 3rd Qtr 4th Qtr 1 d Qtr3rd Qtr 4th Qtr 1st Qtr 2 tr3rd Qtr 4th Qu t Qer 2 atr

2013 2014 2015 2016 2017 2018

FDA GenomeTrakr (252,000 WGS)




Establishment NGS analysis system

v" Foodborne Pathogen Resource Center
v WGS

v' Metagenome

v Genome DB

v" Analyzing program O

Ministry of Food and
Drug Safety



>
Foodborne pathogen resources center

(Korea Culture Collection for Foodborne Pathogen)

Pathogen Freeze drying
isolation and culture ' |

Medium
. -re
preparation B |

Analysis of
characte‘ristics 7

Metagenome analysis ~ WGS analysis

Pathogen storage

v" We built FP resource center to collect and systematically store foodborne
pathogens from outbreak and surveillance program

v The collected strains can be used for various analysis including WGS and MG
analysis
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WGS

ANESTRY OF FOOD AND ORUG SAFETY

National Institute
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= (Collect whole genome of foodborne pathogen

= All WGS information is stored in DB for homology analysis

= WGS: identify virulence factors (genes),

str. MFDS1004026 (serovar Thompson (7:k:1,5) )

S enterica subsp. entenca serovar Thompson str. RM6836
S. enterica subsp. enterica serovar Thompson str. RM1984
S, entenca subsp. enterica serovar Thompson str. ATCC 8391

S enterica subsp. enterica serovar Thompson str. RIM1986

S. entenica subsp. enterca serovar Typhimurium str. LT27
S enterica subsp. salamae serovar 58:,213,228:26 str. 00-0163
S. entenca subsp. salimae serovar 60:r:enxz15 st 01-0170

S Bongor str. NCTC 12419

C0G Description Genes %
- Translation, ribosomal structure and biogenesis 176 409%
£ K| Transcription 32 748%
L Replication, recombination and repair 181 420%
D Cell cycle control, cell division, chromosome partitioning 39 091%
Posttranslational modification, protein tumover, chaperones 178~ 413%
M Cell wall/membrane/envelope biogenesis M 632%
Cell motility 73 170%
Inorganic ion transport and metabolism 242 562%
Signal transduction mechanisms 154 358%
Energy production and conversion 300 697%
Carbohydrate transport and metabolism 398 925%
Amino acid transport and metabolism 3713 866%
Nucleotide transport and metabolism 9 211%
Coenzyme transport and metabolism 149 346%
Lipid transport and metabolism 84 195%
Q  Secondary metaholites biosynthesis, transport and catabolism 56 130%
R General function prediction only 0 000%
S Function unknown 1217 2821%
Total 4305 100%

<COG and CDSs>

resistome, etc

Cell cycle / Cell division proteins
Chromosome replication

ATP synlhcm
Formate dehydrogenase m Sytochroma,c blogenedls
\ \\\\‘i\“\“ i w 1l ,;flli//,
l
N\ /////

Nitrite reductase complex \ Ny
Type I restriction-modification system N

7 *}:-«“""“\M "7 / 7"5‘4,
'

Type Il restriction-modification system \\
General secretion system §\
S
&Y &
ol S
&> } Beta-lactamase
-—= : Salmonella pathogenicity island
5 = MFDS1004026 sy
Heavy metal resistance —— i 4,742,942 bp =
Type I restriction-modification system = ‘f; <!
Cytochrome ¢ oxidase = =z
2%
2 %
,:/ A < Type Il restriction-modification system
%
Neacetylglucosamin util 7 1 tei
acetylglucosamin utilization nvasion proteins
//Z//, ‘/;4/ "v‘llw‘ N} \\&
Wl ’ \
Yy / ‘.”"‘1 \\Q Arsenic resistance
Multidrug efflux system 7/ / l \ W \
| 1 l \\\

Flagela iynmem i 5 i}
Chemotaxis Vitamin B12 utilization

Cell wall synthesis

<Genome Map>
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€ Microbial community analysis of various food commodities for quality control

» The containing species of lactic acid bacteria
* Confirmation of compliance with labeling and quality control of probiotics and
fermented milk products

= Application of microbial community analysis to microbiological quality control

p Kale N\ “
.. -— - = 8- HE w3y
refrigerated room temp 71 oy @ 224
unwashed washed unwashed washed e _—.—.." 28 i
o0 T T T T wos ST Tt T E -~
95 -~ MESH %
a0% ] o g iy 4578 70|
H H H 4
H 6% j T 60% N g
il i il mE ;]
R | |  BEE =20
< i @ i 5
0% ; 20% g 2
o 8
[ [=] & 1+
n Bacllus n Kilebsiella Buchnera Pantoea ~
Escherichia Enterobacter Exiguobactenium Mesorhizobium 0 0 ili 12
\ Pseudomonas Propionibacterium Other 23 AZH }'5%§§:—=ﬂ 'Wy
\_ Proportion of bacteria # of bacteria Y,




National Institute
E t I I ] I t f G D B of Food and Drug Safety Evaluation

= Establishment of genome DB: identify and analyze genome-level information on
foodborne Pathogens.
= WAGS including high quality standard WG, transcriptome, metagenome are stored

= At the end of 2019, about 3000 genome information will be collected

Data analysis Y DB accumulation N\
Web service

Omics Research Contar DataBase @

: ’ X
N
ESI Iil IiI IQI IEI
FoRc

o=

Metagenon

Whole geno?®

Standard whole genome

Whole genome

2015

I- Metagenome
2016 I Whole genome
207 |
2018 |

0 200 400 600 800 1000 1200 1400 1600 1800 2000

Standard whole genome Transcript Metagenome Whole genome

\. _ _____100 cases 36 cases 756 cases 1168 cases J




Analysis program — MFDS SNPIng

= SNP-based genome homology analysis

National Institute
of Food and Drug Safety Evaluation

» Development of pipeline for comparative analysis on foodborne pathogen genome

information to be utilized for exact identification of causes for foodborne outbreak.

= Web based, minimize the steps of work flow, easy use (for non-expert)

Purpose

Program

Check the quality and
effectiveness of raw data

Tri .

Comparative analysis
for standard genome

Prepare file format
for analysis

e+~ SAMtools

Implementation Process

Data Quality Control

Data

Picard

Analyze area with
single nucleotide

nalumarnhicm (CSNID)
Fvl,lllvl Fl LLES AR R} \Ul‘l I

° Python

Manipulation

Variants Calling

gatk

Check genome homology
through SNP results

o FasTree

from

Results

Trimmed Sequence Data

Aligned SAM file
Manipulated BAM file

Newick/Matrix file
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Analysis program - HGTree

= Horizontal gene transfer database
= Analyzes the acquisition of virulence and/or antibiotic resistance genes

through different microbial species

= Database with horizontal gene transfer in between 2,472 microbial genomes
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Analysis program — Metagenome

= Pipeline to observe the composition of the lactic acid bacterial species
and their ratio in food

- Accurate identification of lactic acid bacteria by comparing and analyzing
microbial genome information

O Propet Name  Probucnc i
© Outaba 2 referens b ; -]
£

O sequenc atform uving tomen g

0 Mamr ot UL | s o L B
it EEY
£z s 8§52

Menama dweas oy E3 ¢ 2.8

201005 sonXpee MOV_probuotica/sample_data20180 EEZ E
523 £

GS17:8_2018_08_. petAADY_proteoticuSample_data20140. ] it =

8
£y %2
candidate species. 23 § =g
s3E 4
£d
ta 2
g
mmmmm
© Ot Dewe Selact Direc
resui
o

< Metagenome analysis program> < Analyzed result>




WGS for outbreak investigation
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Process of Foodborne OQutbreak Investigation

[ Identify fooﬁborne I
\ N ' = =
! lé\f — @ — VE‘ . [ ==
1 | - =

Sample from ISOI?:J?:a:‘mm Identify foodborne

h patients (feces, il pathogen ‘
etc.)

o

Outbreak of I Identify food that causes I LLLLLL
food poisoning isoni | 4588
Ny Food A » . | b7
.- 4:\' ‘ ik ugzR ‘
~ , ‘ ‘ v ‘r '. ’:M . Causative
Food B C R AL food
R Isolation Match between
Suspicious food that may frso?na f:o d Identify patient/food separated
cause foodbome outbreak foodborne strains
. pathogen - Homology analysis
(preservative food, etc.) gy y

(PFGE, etc..)

The genetic homology of pathogen isolated from patients and food samples
are confirmed through PFGE > PFGE & WGS
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Salmonella Thompson outbreak (2018}

No. of Schools that experienced food poisoning

(the number of suspect cases)

1 school in Gyeonggi
(31)

2 schools in Chungbuk

(122) T G— -

13 schools in Jeonbuk -
(700)

1 school in
Jeju (23)

Chocolate Blossom Cake
of Pulmuone Foodmerce
which is suspected to
cause food poisoning

4 schools in

Gyeongbuk (249)

5 schools in Daegu (275)

2 schools in Ulsan (11)

10 schools in Busan (626)

11 schools Gyeongnam

(234)

f)orrsa

datel Sep. 2018
No. of patients: 2,207
Causative agent: S. Thompson

Responsible food: chocolate cake

S. Thompson identified in patients,
preserved foods, raw and processed
liquid egg whites, and the environment

(whippers)




- A. PFGE Analysis

PFGE-Xbal PFGE-Xbal

1007743
| 1007712
| 1007715
| 1007716
| 1007717
| 1007718
| 1007720 ./
| 1007637
| 1007638
| 1007639
| 1007640
| 1007641
| 1007642
| 1007643
| 1007644
| 1007645
| 1007646 =/
1004835
1004836

1004838
1004839
1004840
1004841

1004843
1004844
1004845

|
|
|
|
|
|
|
‘I 1004842
|
i
|

1004834 -/
1011630
|| 1011640
[| 1011643
|| 1011653
|| 1011655
| 1011678

1011679
| 1011680
1011681
[| 1011682

1011683

1011684

1011685
| 1011686
| 1011687
| 1011688
[l 1011689
[l 1011690
| 1011691
| 1011692
| 1011693
| 1011694
| 1011605
| 1011696

[l 1011697
1011698

ANSTRY OF FOOD AND DRUG SAFETY
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B. Genome Analysis

1011640

2016, Gyeongbuk, Braenderup

2016, Gyeongnam, Bareily

10048371— 2014, Gangwon, Enteritidis

80

2018
Outbreak
(Chocolate Blossg,
Cake)

1011686

1011721 _J

1011690

2018 outbreak
(Chocolate Blossom
Cake)

SNP < 21

84 1007641
1007644
1007639
1007645
1007637
1007638

87} 3007640
100 [ 1007646

87
8

2016, Gyeongnam, Bareily
SNP < 14

100

1007642
1007643
88 1007743

oo X85772e 2016, Gyeongbuk, Braenderup
100 | 1007715 SNP < 19

1007712

1007713

0.1

2014, Gangwon, Enteritidis
SNP < 17

92
80|
81

81! 1004844

The same PFGE pattern and WGS result were identified within Salmonella
isolated from patients and chocolate cake product, raw and processed
materials and environment.




Metagenome for probiotic products



Culture-Independent Metagenomic
Surveillance of Commercially Available
Probiotics with High-Throughput Next-
Generation Sequencing

Jennifer N. Patro, Padmini Ramachandran, Tammy Barnaba, Mark K. Mammel,
Jada L. Lewis, Christopher A. Elkins

Division of Molecular Biology, Center for Food Safety and Applied Mutrition, U5, Food and Drug
Administration, Laurel, Maryland, USA

ABSTRACT Millions of people consume dietary supplements either following a
doctor's recommendation or at their own discretion to improve their overall
health and well-being. This is a rapidly growing trend, with an associated and
expanding manufacturing industry to meet the demand for new health-related
products. In this study, we examined the contents and microbial viability of sew-
eral popular probiotic products on the United S5tates market. Culture-inde-
pendent methods are proving ideal for fast and efficient analysis of foodborne
pathogens and their associated microbial communities but may also be relevant
for analyzing probiotics containing mixed microbial constituents. These products
were subjected to next-generation whole-genome sequencing and analyzed by a
custom in-house-developed k-mer counting method to wvalidate manufacturer la-
bel information. In addition, the batch variability of respective products was ex-
amined to determine if any changes in their formulations and/or the manufac-
turing process occurred. Owerall, the products we tested adhered to the
ingredient claims and lot-to-lot differences were minimal. However, there were a

few discrepancies in the naming of closely related Lactobacillus and Bifidobacte-

rium species, whereas one product contained an apparent Enterococcus contami-

nant in two of its three lots. With the microbial contents of the products identi-

fied, we used traditional PCR and celony counting methods to comparatively

National Institute
of Food and Drug Safety Evaluation

US FDA, NGS need for quality control of probiotic product
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" Seqguencing of probictics sold In US
market

FDA emphasized the need for the introduction of NGS for
metagenomic surveillance on probiotic products.
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+ Researches on the test of LAB by metagenomic sequencing and analysis

& 8 & $
Dietary Supplement Brand Name m B. breve
Lot 1 90% g
Lotz m L. helveticus
Product A Lot3
- - 80% = B. bifidum
70% B. longum
Product B ] " 60% m S. thermophilus
50% m L. zeae
ProductC m P. acidilacti
3 40%
- ‘ m C. perfringens
30% -
m L. salivarius
Product D
7 . v v 20% m L. plantarum
10% ® B. animalis

- = E.faecium

ProductG Product Product Product Product Product
Lot1 Glot2 Glot3 Hlotl Hlot2 HLlot3

Relative Percent Present

Product E

m L. reuteri

Product F

B. The relative abundance of each bacterium in a product also
shows the inconsistency in different lot of the same product

Product G

Product H

> This study gave us a good reason why we need to test and
control the guality of the commercial probiotic products.
> The NGS clearly demonstrated its utility for quickly analyzing
o, commercially available products containing multiple
microbes to ensure consumer safety.

Product|

ProductJ

R v

S |
“'V'indicates a positive PCR indentification using strain specific primers
** 'V'indicates single colongy growth on selective media

A. ltis notable that some of the indicated LAB and
bifidobacteria ingredients from 5 probiotic products
were not detected

mSphere, 2016, 1(2):e00057-16
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US FDA, researches on probiotic products

FDA developing next-gen toolbox for
probiotic products

By Stephen Daniells+ i’
16-May-2016
Last updated on 03-Jun-2016 at 17:12 GMT

e
S— -

-

iStockPhoto

Related tags: Probiotics, DNA microarray. FDA, GMPs, IPA World Congress + Probiota Americas

The US Food and Drug Administration is developing a next-generation toolbox for
analyzing live microbial products, including DNA microarrays, metagenomic sequencing
and analysis, and a whole genome database development.
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Labelling probiotic products

_ Supplement Facts Lactobacillus plantarum,

T — Lactobacillus rhamnosus,
Lactobacillus case;,

Lactobacillus paracasei,

Lactobacillus fermentum,

Bifidobacterium longum,

_ Bifidobacterium breve

!l“ Illll o | RO Bifidobacterium bifidum,

8 809520 vsehoe € Bifidobacterium lactis,

Streptococcus thermophilus

)

Relieves
Stomach upset

ulated

Lactobacillus acidophilus,
Bifidobacterium longum, Made i orn probiocap
Lactobacillus plantarum, X

Lactobacillus acidophilus,

e S Lactobacillus case;,

Supplement Facts Lactobacillus gasseri, =

Smrate Lo 5 Lactobacillus plantarum, e J

T o —_— Lactobacillus paracasei, ;

Lacsbait iz Lactobacillus rhamnosus, : ; ﬁ Streptococcus thermophilus

' - ; ' X ]
Lactobacillus fermentum, e B | Lq;;o[zaa//u; aC/C//OP(”/US/
Lactobacillus bulgaricus, il 1/ LB/ 1 tobaf;;?f/wz actis,
Lactobacillus salivarius, -7 B (11a/TNI0SUS,
Bifidobacterium longum, 7 Z’,}':’,Zog"’c;er = ff;gum,
Bifidobacterium breve f , ifidobacterium bifidum

Orga Biend 407 mg
ot Starch] (tuber), Organic Acasia Fiber

Bifidobacterium bifidum,
Bifidobacterium lactis,
Bifidobacterium infantis

With the conventional culture based detection, it is impossible to identify the
variety of microbial species contained in probiotic products
- However, microbial species can possibly be identified by NGS technology
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Metagenome for probiotic products

= Add NGS based metagenome analysis for the standard test method
» Propose to submit WGS information of each bacterial strain for certifying

probiotic products

Sample

Bioinformatics Data

Sample
P analysis Report

Preparation

Library loading } Sequencing Run >

NS

MASSIVELY
PARALLEL

o
~— ]

4&/
24 &
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Metagenome pipeline

The development of the pipeline is working in two steps which are building a reference
genome database and a software for detecting LAB and calculating ratio of each species

Construct reference database species A

D selecting representative strain

. Species Species Species
T Data filtering  Species B A B C
Complete genome ' )
Species C %E g% %&

%

Species identification & Proportion analysis

Species Species Species

ﬁé{ -’)é

Metagenome

Species
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Automated analysis

B Probictic Detectiicn Program

File Help ‘ nput

@ setting Input Files

@ Machine Type: @illumina Oion torrent

@ RawFiles: \ Select File |

filename directory

SRRS5359833_1.fastq E:__ 0400_20170101~#23.F [
SRR5359833_2.fastq EW__ 0400_20170101~W23.F

Pipeline has been developed to automate the input of metagenome data
and verify the results.
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Analyzed result

Identification of species Ratio of LAB species

X Advanced Probictic Detection Program - [m} x X Advanced Probiotic Detection Program - ] X
File Help File Help
Probiotics_7 Probiotics_7
Save back | forw 2 | of 4 pages. Save back | forw | 3 | of 4 pages.
Probiotics_7
N DN | USSR . Probiotics_7
L)
ga.:-
-]
[¥]
Species
oo | [T e N e O e e e - [l siidcbacterium_animais
Y EOEVEVNGESET VG ETC D U O D B eifidobacterium breve
E:%:E‘Eggﬁsaagagagtg .Enmmmccusjaeclum
E E 5 gl 8 gﬁ v 8 g g -] 3 g o ﬁ .Lartoha:n\lus,acidopmlus
'E '-E Ig ‘I‘E T O UII-E v o> E E hl E ; lﬂl o .Laclohaci\lu_n)lamarum
® £~ e 2= E w o g B wnwg®3E B tactobacitus_salvarius
EZESwioz8aos5=s%23e"yE
E:'Zs:’:mutu-— ) I=‘-|.n|g° B Lactococcus tactis
E'EB‘:Sgmlgmlmligﬂgzmlﬂuﬁ
s 8 ¥Yy8eos SSm===®835=90",
LSt 83=Ez=85358=3¢ 8
CpS g loTVUTTegmERC g 3
B alasdgpgafroaeatd2aZ0rmaay
'gogo‘éu.n"-ﬂ-ﬂgoﬁ'gj-ﬁs <]
=8 =8ufe Z2E8-4HUH-8%¢v X

This pipeline enables the identification of lactic acid bacteria contained
in probiotic products and proportions of lactic acid bacterial spices.
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Probiotics 3 Probiotics 4 Probiotics 5

Probiotics 2

Probiotics 1

Real product applications
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Future plan




Major goais

v' continuing collection of WGS information
v" Develop pipeline for serotype analysis
v" Collaborating research with US FDA

v Expanding metagenome DB for LAB

v' Establishment of fb-pathogen genome network




National Institute
of Food and Drug Safety Evaluation

Foodborne Pathogen Genome Network

( Genome DB ) ( Analysis system )

/\ GUI-based
WGS data

Analysis Reports

Standardize & Transfer \/

r 1

- Identification of causes of foodborne disease
- SNPing and Clustering

Isolates
from outbreak

Isolates from
contaminated
food/environment

Genome characterization

- Comparative genomic analysis

- Virulence marker search

- Domestic vs Foreign isolates comparison

cration

Foreign Genome DB,

\ S
- - Relevant organizations Health and Environment .
MFDS and regional offices (National Institute of Fisheries Science, Research Institute Domestic researchers
National Institute of Animal Science)

v This network is intended to collect WGS data on foodborne bacteria isolated from outbreak
and contaminated food/environment by MFDS and relevant organizations.

v It is expected to obtain various analysis results in one place and short time

v" It will be written and published in English, It will be available for everyone in 2021
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Healthy China 2030 Vision to Action

Sugar Related Policies and Regulations Update
Jennie Zheng, Tate & Lyle, Sep. 26
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The overall objectives related with sugar
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Healthy China 2030 landscapes

~-~from Guidance to Executive Actions
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The overall objectives related with Sugar

2012 2015 2019 2022 2030
[ hcoea sugar cay miake

Premature mortality rates
| for Diabetes (30-70y)

Adult obesity rates
5 Diabetes Control rates 30.6% SoTTIE 1 G U

| Knowledge rate of nutrition Up 10%
| and health

continue to slow down

I Anticipatory objective
Advocacy objective

11th BeSeTo Meeting, Penang, Malaysia
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Government Action 1: Regulation approach
~~Strengthen Nutrition Regulation from top-to~-down

ZAONRS 2020 2022 2030

Nutrition and
(o Speed up sugar labeling ) f Health Standard
\_ J
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e Limit high sugar product

e Set up added sugar intake commercialization
guidance for Children as
soon as possible
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Government Action 2: Visual-target approach
~~~Label/Packaging

2017 2018 2019 2020 2022 2030

Nutrition Information Panel in 2011. Reinforce low sugar or none sugar claim

Nutrition Information Panel is under drafting and plan to add sugar Label

VVoluntary FOP nutrition label in May 2018, reinforcing the adoption

oluntary Health Choice logo Oct 2018, reinforcing the adoption,

Start the trial for Sugar label in food service industry

g‘ BiEE . . . .
.lw Add sugar daily intake warning label on sugar packaging

BEEE

Smart Choice

B2 “BEBER" BiR (L0GO)

_ Health Choice example FOP example NIP example

11*h BeSeTo Meeting, Penang, Malaysia
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Society Action: Recipe innovation approach
~~~Sugar replacement

2019 2020 2022 2030

Food manufactures

¢ Use natural sweet substitutes
or sweeteners to replace
Glucose in the recipe

* Scientific based glucose
reduction during food
processing

e strengthen “low sugar” or
“none sugar” claim on
packaging

Whole Society

e specific counters for low-
sugar foods in supermarket
or stores

e Limit to commercialize high
sugar content beverage and
snacks in schools.

* Reduce to serve sugar
containing beverage and
food in canteen

11th BeSeTo Meeting, Penang, Malaysia




- Personnel Action: Habit Initiative approach
= -~~Consume less sugars

A

AN
AN,
)
NN

e limit added sugar consumption
* Less sugar containing beverage/desert consumption

e Improve capability to identify low/none- sugar food
through nutrition label

General Population

Primary and middle

* Avoid high sugar containing
school students food consumption

e Reduce calorie intake 400-500 kcal/day

Agingpeople o Low GI food

Obesity and Diabetes ® Reduce energy intake
* Choose beverage or food containing natural

population : X
sweet substitutes or sweeteners instead

11thBeSeTo Meeting, Penang, Malaysia
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Food producers’ commitment 01

~-~~Nestle : Further decrease sugars

ZAONRS 2020 2030

i : ENE

¢ Cutting sugars in cocoa and ‘Eé:?;’f,\z%\
: Nestle Good Food, Good Lif
malt beverage products, with estlé Good Food, Good Life

the detail approaches: By 2020

X Increasing fiber while reducing Reduce the sugars we add in our foods and
sugar beverages by 5% to support individuals and
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families in meeting global recommendations.
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¢ without added sucrose
..O In progress
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Our result: 0.8% of sugar removed from our
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foods and beverages’.
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Food producers’ commitment 02
~~~Pepsico : “2025 objective”

2019 2025 2030

@ oepsi Global Beverage Portfolio Volume

<100kcal
from added

sugar/
12o0unce
serving

11" BeSeTo Meeting, Penang, Malaysia
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Summary

Added sugar daily intake <25g by 2030

Government top to down sugar regulation

Reinforce sugar labeling from every aspects

Food manufactures continue to reduce sugar in the recipe

Chinese population start to consume less sugar

Food producers’ set up each commitment for sugar reduction

11" BeSeTo Meeting, Penang, Malaysia



THANKS AND QUESTIONS

Jennie Zheng,

Regulatory and Scientific Affairs Manager, Greater China
Tate & Lyle, Sep. 26, Penang

169
i

Jennie.zheng@tateandlyle.com

11" BeSeTo Meeting, Penang, Malaysia
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The Circumstances
Surrounding Sugar in Japan

Merina Sugimori
Coca-Cola (Japan) Company
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Disclosure

| have no actual or potential conflict of interest in relation
to this presentation.
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Agenda

= QOverview
= Administrative views on sugar in Japan

Positioning of sugar in terms of nutrition

= Sugar labeling regulation
= Types of sweeteners
= Sugar with health functions

= Conclusion
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Overview
Annual sugar intake by country

100 r

Kg per person
per year

60.0

50.0

Australia

Canada

“
/ \ ~ ’ﬁ"'\
40.0 / EU X Nermaemm e

30.0

200

e —
-
-
-
-

10.0

- —
- - —
’_.-" ——

-
-
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44.2kg Thailand
37.7kg Australia

35.4kg EU

33.5ke Canada
30.8kg U.S.

30.6kg Korea

— —

0.0
1956 1960 1964 1968 1972 1976 1980 1984 1988

Reference: ISO “Sugar Year Book 2018”
*The amount of sugar in terms of raw Sugar ciassified - confidential
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Overview
WHO sugar recommendations

= \WHO guideline (2015) strongly recommends adults and children
reduce their daily intake of free sugars to less than 10% of their
total energy intake to prevent obesity and tooth decay

»/A further reduction to below 5% or roughly 25 grams (6 teaspoons)
per day would provide additional health benefits.

Classified - Confidential



Administrative views on sugar
Ministry of Health, Labour and Welfare

The ministry which determines Dietary Reference Intakes (DRIs)
The target amount of sugar is not determined in DRIs
Also, Sugar tax is NOT introduced

wever, sugar is recognized as a food which can be harmful
if it is taken excessively

The standards of “no sugar” and “reduced sugar” are determined
(described later)

Some types of foods with functions are required to explain that it
doesn’t lead to excessive intake of sugar

Classified - Confidential



Administrative views on sugar
Ministry of Agriculture, Forestry and Fisheries

MAFF conducts “Ariga-To (DHWE) ” campaign
Arigato (DHED) =Thank you
To (#E) =Sugar

e major purposes of this campaign are:

Support the stable supply of high quality sugar

Encourage the culture of foods which contain sugar, especially
traditional Japanese cuisine and sweets

Promote Japanese foods containing sugar to inbound tourists

Classified - Confidential




Positioning of sugar in terms of nutrition

[ Carbohydrates (i&/K{E4M) }

[ Saccharides (HEES) ] Dietary Fiber
(EDHEHE)

Cellulose, inulin,
Indigestible dextrin etc.

Starch, sugar alcohols,
oligosaccharides etc.

Sugars (¥E3XH)

Classified - Confidential




Sugar labeling regulation
Energy: 4kcal/g

Labeling standards
Appropriate intake of sugar labeling

No sugar
<0.5g/100g or <0.5g/100m|

” Low sugar
<5g/100g or <2.5g/100m|

Reduced sugar
>5g/100g or >2.5g/100ml reduction
as well as >25% relative difference

“No sugar added” labeling

No sugar added
Neither any types of sugars including honey nor
sugar equivalents such as dry fruit are not used

*In addition to meet each standard, sugar amount
labeling is also required

Classified - Confidential

Nz sm

__RELTTIRORC __
REEWMH B

[(W@E L]

EERAET00mMINED)

I x)F— 19keaktetlssdl 0.62.FEE 0.5g.
Exitn 3.0d08E 21 ol BEHLE 0.8

Nutrition panel (per 100ml)

Energy 19kcal, Protein 0.6g, Fat 0.5g,
Carbohydrate 3.04 (Sugar 2.1g)| Salt

equivalent 0.1g




Sugar with health functions

Two functional food categories, FOSHU (Food for Specified Health
Uses) and FFC (Foods with Function Claims) admit some kinds of
sugars as active ingredients respectively.

Types of sugar Functions Category

Isomaltulose (disaccharide) Improve tooth health FOSHU

Moderate the rise of blood sugar level

FFC
after meal

Rare sugars - psicose, sorbose, . :
5 P A sweetener with lesser rise of blood
tagatose,allose FFC
. sugar level than sugar
(monosaccharide)

\

Classified - Confidential




Conclusion

Sugar intake of Japan is relatively low, one of the reasons is
because more people are health conscious

DRIs for sugar is not determined nor sugar tax is not introduced
while sugar is recognized as a food which can be harmful if it is
taken excessively

The labeling standards are determined to encourage the
appropriate sugar intake

Some sugars are admitted to claim health functions

Classified - Confidential




THANK YOU!!
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Sugar Related Policies
and Regulations in

SEA Region

Pauline Chan
Director
Scientific Programs
ILSI SEA Region
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Sugar reduction in SEA

« With the rising prevalence of NCDs in SEA Region,
health authorities in many regional countries are

taking actions to promote healthy lifestyles including
healthy diets

* One of the strategies used is the reduction of sugar
in the diet

— Education to cut down sugar consumption

— Encouragement of product reformulations
— Sugar tax

@) ILS|

" Southeast
Asia Region



Product reformulation

* Healthier Choice Logo programs have been
implemented in several countries to improve the
content of food products, including the reduction of
sugar content
— Singapore

— Malaysia

— Thailand

— Brunei

— Indonesia* ( September 2019)

@) ILS|

" Southeast
Asia Region



Singapore-Healthier Choice Logo __..
Q,& C&oﬁ

+ Singapore ¥
\ %%

— Implemented in 1998 4
— Currently consists of 14 categories and 105 subcategories

Beverages
Fat Saturate Trans Sodi Total Added
Sub-category G -'130 ) dFat Fat o q‘n‘a") sugar Sugar Tag for HCS
U g0 groeg ETE (gnang  (g100g)
Lower in Sugar
{Lower in Saturated
Malted or chocolste - @ o1 =12 i e Fat}
{Trans Fat Fres}
{Lower in Sodium}
Lower m Saturated Fat
Zum-1 or 2-n-1 {Trans Fat Free}
coffeetea beverages ! =1 =01 =3
{ Lower in Sugar}
{No Added Sugar}
ey NoAdisd ) _ | NoAdded  No Added Susar
with no added fat) Fat Sugar
Sweetensd drinks'
* Non-carbonated - - - - =6g

fnksl Acian deink Lower in Sugar*

* Isotonic drinks - - B B =6g No Added Sugar ¥

[ SugarFree®
o Juice drinks
(at least 10% fruit - - - c40mz =6z .
juice)
J T
M . . . B .

=Tg

Southeast
Asia Region

» Carbonated drinks

Water
(Still or Carbonated)

= 20mg

No Added Sugar
i

Sugar Free




Singapore - Healthier Ch

Desserts NEW

oice Logo

S \\\

Calories/ Saturated . .
. Fat Dietary Fib - Total &
Sub-category serving (g-'l;ﬂg} (g}.;aac) 12(;:,\00;) re Sodium (mgz/100g) ‘(’;mlul;;r Tag for HCS logo \
| ’ )
Local Soup Dessers™ % \ i
‘b Vi
+ Clear soup desserts 000 y 4
=200 - - =30 - =60 Lower in Sugar r 4
e cheng g, green bean p’Omoﬁ\o“ Y
soup, tau suan, red bean N o 9
soup, ete. =
N B Fat Sugar Sedium Tag for HCS
Sub-category (/100g) (2/100) (me/100g)
*  Soup desserts contaming
)
i Lower in Sugar \
e i =200 =25 =13 =30 - =60 Juice
:ji:;c:;e, nalf:l;‘;;stg: {Lowsr in Saturated Fat}
pulut hitam_bobo chacha,
chendol, etc. . L m sodi
o et Vegetable ? (100%) 125 <120 QWer m sodium
. {Lower in Sugar}
Jellies #5V15H
-3 [ NEW ] REVISEL ;i
e.g. grass jelly, aryu jelly, frut - ° ) =0 = = Tomerin Suger Fruit® (at I 60%
jelly, ste f;‘:‘(]‘“m;fj,‘) ? 2125 - No Added Sugar
Pudding #FV15:0 Lower in Sugar
; 3 NEW _ 17 REVISED ) . .
e.2. mango pudding, almond - =15 (c) =30 =120 =11 {Lower m Sodium} i::::and WVegetable 125 2120 Mo Added Sugar
pudding, etc {Lower in Satuated Fat}
ERE T T
Calaories’ Saturated .
- Fat Dietary Fibre - Total Sugar y
Sob-category Servim Fat - Sodinm 10 s Tag for HCS loy
tegors E {g/100g) @100) (g/100g) {mg100g) {2/ 100g) E Ba
Local and seasonal cakes *'
7T e
&.F. MEaN F30, mooncakes, - = 25% fat reduction 31_2:1"‘ SnEar Lower in Sugar
pinsapple tarts, nonya kueb, compared to reference =30 - compared to
tapioca kush, enc. food™ refarence fpod!® {Lower in Sarurated Fat}

Southeast
Asia Region



Singapore-Health

Soy products
* Soymilk / beverage' = 2t =40 =6 = &0
Lower m
Cultured mlk Saturated F
drink/ yoghurt =1 - - . .
drink! {Lower in
Sugar}
Hemburger, botdos type - =5 <450 =3 - =10
Buns, rolls (filled) Cream, et _ S e
jam, fruits, custard, savoury - =8 =400 =2 =15 10
Steamed buns
*  Filled (e.g"Pau”) B =8™ =150 - =18 =10@
’ I(Jen:n*;{dmmu“) - B =250 N 15 zise
Cakac, muffins - =2 =300 230 =2 =100
Biscuits and erackers =250 =25 =420 - =24 =300

@) ILS|

Southeast
Asia Region

ier Choice

Logo

Dietary

Energy Fat Saturated Trams Sodi Total % of
Sub-Category (eal’ (’_.IEDG} Fat Fat I t-‘l‘ﬂ“ﬂn) ) Sugar Whale-
erving 50 @00 @00 0 Raaf (@100g  grains
Whole-grains
« Rice (unpolished) All acceptable 100
»  Mixed rice' All acceptable =20
*  Wholegrains' All acceptable 100
Flour, wholemeal . . . No added . 100
sodinm
Flour, selfraising - - - - =330 - 100
HNo
Instant Qats / Oatmeal * - - - - N‘:;.dd*d Added 100
5 .
Sugar
Breakfast cereal, cereal bars,
cereal and fruit bars (ready-to- - eyl - B - 400 s =35
@at) — Adult’s careal
Children’s Cereal - =33 - - - =35 =25
Cereal Mix* - =2 - =01 =120 =8 > 250
Pasta N =2 - - 120 - 100
Dairy Products
Sub-Category .Fat S@W Total Added C?lcmm Dietary Fibre Tag for HCS
(=100g) (mg/l00 Sugar Suzar ~ 1008
il (=100g) (2/1002) (mg/100 NEW
ml)
Lower m
Liquid milk ) Saturated Fat
Tain) =15 - - - =130 B
® {Higher in
Caleium}
Lower m
Saturated Fat
Liquid milk - e N {Higherin
(flavoured)! =13 - - =6 =130 Calcium}
{Lower in
Sugar}



Malaysia- Healthier Choice Logo

« The HCL was officially launched in April 2017 and
the guidelines were revised in June 2019

— Existing 41 HCL categories remained
— 2 New HCL Categories added:

» Cereal Group: Cereal Drinks + Bread
» Beverages: Mixed Vegetable & Fruits Juice + Botanical Drink
(Powder)
— Standardization nutrient criteria between “Healthier
Choice Logo Malaysia” & “Sugar-Sweetened Beverages

Tax
* Drinks: Total Sugars <5.0g/ 100ml
« Flavoured Milk: Total Sugars <7.0g/ 100ml
* Fruit & Vegetable Juices: Total Sugars <12.0g/ 100ml

@) ILS|

" Southeast
Asia Region




Malaysia- Healthier Choice Logo

« The HCL was officially launched in April 2017 and
the guidelines were revised in June 2019

— Products with permitted sweetening substances will be
considered for HCL authentication

— Introduction of Additional Criteria (AC): it gives extra
value for HCL products

NUTRIENTS FOOD (SOLID) DRINK (LIQUID)
VALUE PER 100g VALUE PER 100ml

Vitamin A 120 pg 60 ug

Vitamin E 1.5mg 0.75mg

Vitamin D 0.75 pug 0.375 ug

Vitamin B1 0.21mg 0.105 mg

Vitamin B2 0.24 mg 0.12 mg

Vitamin B6 0.3mg 0.15mg
Folic Acid 30 ug 15 ug

Vitamin B12 0.15 pg 0.075 ug

m Vitamin C 9.0 mg 45mg
@ I LS | Calcium 120 mg 60 mg
_/ T lron 2.1 mg 1.05mg
Southeast Dietary Fiber 3.0g 15¢g

Asia Region



Malaysia- Healthier Choice Logo

Nutrient criteria (per 100g/ 100ml)

Fat **Total Sugars
2 <1.5g < 6g
x Tea Drink (maintain) < 5g
=
3
- . < By per serving < 12g per serving
Tea Mix @ <10.0g/ 100g @ < 33.3g/ 100g
. <1.5g < 6g
Coffee Drink (maintain) @ = 5¢

. = 5g per serving < 12g per serving
Coffee Premix  d1"<75.00/ 1005 I} <3339/ 1009

Nutrient Criteria (per 100g/100ml)

BEVERAGES

@ - £2.0g <8.0g Fat **Total Sugars (TS)/ Sodium
= Chocolate Drink <1.59 £5.0g Added Sugars (AS)
Q
= . =2.0g =8.0g - ]
S Chocolate Drink < 5.0g/ serving < 12.0g/ serving Malted Drink US 1.59 ﬂ $5.09 £37.5my ‘;‘E
Powder <10.0g/ 1009 (exl lactose) 8 <50 ) ‘
= . = 5.0g/ serving = 12.0g/ serving -
< 33.09/100g = IVIaFI’teddDrlnk <10.0g/ 100g <33.0g/ 100g < 250mg
owder
79
. o - No AS -
Nutrient Criteria (per 100ml) LLl = Tes : TS<12.09 & No AS .
**Total Sugars LD
. i i - £6.0 <40
Botanical @ < 6g < Frucllt -Jllj(lce . ﬂ <5 ﬂ < 20mg
< 5¢ . rin
(7] F A D A k - =6.0g <40mg
= _ Ll ruit Drin . <59 <20mg
= Isotonic Electrolyte @ < 6g >
= < 5g Vegetable ; No AS < 120mg
2 (e Jui - TS= 12.0g & No AS <100mg
S _ P uice
D g S < <
& =59 & Fruit Juice . TS= 12.0g & No AS <100mg
Flavoured drink }Mﬁ:ﬁ: As per Food Regulation 1985
(Carbonated) G f;g _ e

Source: Ms Fatimah Sulong, Nutrition Division, MOH Malaysia



Malaysia- Healthier Choice Logo

Plain Meal/
Oatmeal

- No added <25¢g
- (maintain) No Added

<3g <400mg < 25¢g
(maintain) (maintain) <20g

<30g

<39 <400mg

<632mg **< 429
< 250mg <33g

= 37.5g/ 100ml

<11g
=109

=1.5g/100ml

TF< 25g, SAFASs

Sub-Categories of Breakfast Cereal for Children & Adults has
been combined & shared for same nutrient criteria

£5.0g/ 100ml

> 6g 100%
(maintain) (maintai —-
> 3g > 250, | _Cultured Milk/ <159
> 6g (maintai | Fermented Milk ~ (maintain)
. <1.5
2 3g 225% [~ Yoghurt Drink  inain)
<2.0g
(maintain)
= 3g ;
(maintain) s 1‘{"09

2 0.45g/100ml

<250 kcal/ s
<500 keall | | 109: TFAS 0.5 [} <420mg < 249
100g *TF= 209 < 400mg < 20g
Milk Substitute
a Nutrient Criteria (per 100g) 20mg < 5g <200
: v 1 Soy Bean Milk _
Light & dark ﬂ < 3000mg e ) Bean v

SFA< 5.0g,
ﬂs 380Kcal TFA< 1.0g ﬂs 20.0g <750mg
< 350Kcal Total Fat = 5.0g =11g (maintain)
% - SFA<10.0g,
Protein: TFA< 0.5g <30.0g <400mg
l 2 25g é <15.0g (maintain)

Nutrient Criteria (per 100g/ 100ml)

As per Food Regulation 1985 (Standard 82)

(maintain)

< 8.0g (ex lactose)
ﬂ =7.0g Ex
Lactose)
- < 8.0g (exd lactose)
2 60mg <5.0g x

Lactose)

ﬂ < 10.0g (ex
lactose)
=7.0g (Ex

Lactose)

Probiotic:

>108
CFU/mI

; i <830mg

= 240mg -
(maintain)

Nutrient Criteria (per 100g/ 100ml)

2 60mg <6.0g -
(maintain) <5.0g 2 2.5g
z400mg £33.3g 216.7g

Source: Ms Fatimah Sulong, Nutrition Division, MOH Malaysia



Thailand- Healthier Choice Logo

Product group

Criteria

Fruit juice & Vegie juice (not include
100% juice)

- Total sugar £6g/100ml

Soda drink& Flavor drink

? - Total sugar <6g/100ml
Cereal drink
- Total sugar <6g/100ml
Soy milk

o - Total sugar *_‘iﬁgélﬂﬂml

@) ILS|
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Thailand- Healthier Choice Logo

product group  Criteria

Beverage Coffee
- Total sugar <6g/100ml|
- Total fat< 1%
. Tea
- Total sugar <6g/100ml|
- Total fat<0.6%
Chocolate drink
- Total sugar <6g/100ml|
- Total fat < 1%

@) ILS|
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Brunei- Healthier Choice Logo

{z/100g) (13 Fat {mg/100g)  sugar Sugar  Choice Logo and
(e/100g)  (g/100g) (2/100g) (g/100g) nutrition claim
Water (still or - - - <20mg 0 0 Sugar Free
carbonated) No Added Sugar
Malted or =2 Z0.1 2120 =3 - Lower in sugar
chocolate drink (including
lactose) Lower in
Saturated Fat

Trans Fat Free

Lower in sedium

3-in-1 or 2-in-1 € - 0.1 - =5 - Lower in
coffee/tea Saturated Fat
beverages

Trans Fat Free

Lower in Sugar

Mo Added Sugar

Sweetened drinks

Sub-Category Energy Fat Satursted TransFat  Sodium Dietary Total % of
*  Non- (keal/  (gf100g) £ (g/100g) (mgf100g) fibre Sugar Whole-
carbonated - - - - =5 - serving) (g/100g) (g/100g) grains
drinks/ Asian
drink
*  lsotonic - - - - =5 - * Rice All acceptable oo
drinks 0 - 1
®  Juice drinks < <
- - - Z40mg =6 -
{at least 10% o All acceptable 520
*  Mixed rice
fruit juice)
*  Carbonated - - - - Z6 - + Wholegrains All acceptable =20
drinks =8
Flour, wholemeal - - - - No added 25 - 100
sodium
Flour, self-raising - - - - <350 =5 - 100
Instant Oats [ - - - - No added - No Added 100
Oatmeal sodium Sugar
Adult's Cereal, =4 - - <400 24 225 225
breakfast cereals,
cereal bars, cereal
bars
, \ I S I Children’s Cereal £33 - - - z4 235 235
U/ L Cereal beverages B =2 B 0.1 <120 - <8 =25
T
M
Southeast Pasta B <2 B B <120 23 B 100

Asia Region



Sub-category Fat Total Calcium Healthier Choice
(ef1D00g) (mg/f100g) Sugar {mg/100mil) Logo and nutrition
(=/100g) claim
Liquid milk =15 2130 Lower in S5aturated fat
[plain}
Higher in Calcium
Liquid milk 215 =10 2130 Lower in Saturated fat
[flavored) {including
actose) Higher in calcium

@) ILS|

Southeast
Asia Region

Lower in Sugar

Sub- category Fat

(2/100g)

Juice (Mo added sugar
allowied)

Sugar
(e/100g)

Sodium
{mg/100g)

Healthier Choice Logo
and nutrition claim

* Vegetable juice - 2125 =120 Lower in sodium
Lower in sugar
* Fruit juice [at least - 2125 - No Added Sugar
60% fruit juice)
Fruit and vegetable - =125 =120 No Added Sugar
Juice




Sugar reduction tax in SEA

* Sugar-sweetened beverage (55B) tax is also
currently being implemented in several
SEA countries

—Malaysia
—Brunei
—Philippines
—Thailand

@) ILS|
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Sugar reduction tax in Malaysia

« Malaysian government has implemented sugar tax
which took effect on July 1, 2019

— The excise duty rates were gazetted in May 2019 and
affected manufacturers were given a transition period
to adapt and reformulate their existing products

« SSB/Drinks + flavoured milk, soy milk, coffee and tea
beverages, isotonic, etc): Total Sugars >5.0g/ 100ml

« UHT milk based beverages: Total Sugars > 7.0g/ 100ml
* Fruit & Vegetable Juices: Total Sugars > 12.0g/ 100ml
* Non alcoholic beer: > 5.0g/ 100ml

— Exercise tax of MYR 0.4 (USD 0.097)/L
@) ILS|
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Sugar reduction tax in Brunei

* Implemented since 1 April 2017
— SSB : > 6 g of total sugar/100 ml
— Soymilk beverages: > 7 g of total sugar/100 ml
— Malted/chocolate drinks: > 8 g of total sugar/100 ml

— Coffee-based or flavoured drinks: > 6 g of total
sugar/100 ml

— Milk based beverage, fruit and veg juice are
exempted from tax

— Exercise tax: BND 0.40 ( USD 0.29)/L

@) ILS|
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Sugar reduction tax in Philippines

* Since 1 January 2018

 All SSBs of any types ( liquid, powder,

concentrate, etc) need to pay tax

— Including sweetened tea, juice dinks, carbonated drinks,
isotonic/energy drinks, flavoured water, non alcoholic beverages
with added sugar

« Except coffee, all milk products and 100% natural fruit/vegetable
juice are exempted

— Exercise tax of PHP 6 ( USD 0.115 )/L for beverages using caloric
and artificial/non caloric sweeteners or both

— Exercise tax of PHP 12 (USD 0.23 ) /L for beverages using HFCS or
in combination with any caloric/non caloric sweeteners

@) ILS|
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Sugar reduction tax in Thailand

* Implements progressive tax scheme to be carried
out over 6 years since September 2017

— Adopts a mixed tax rate system with both
specific and ad valorem(VAT) duties

— Beverages with only non-sugar sweeteners are
exempted

— Based on total sugar (added sugar and natural
sugar)
— Sugar> 6g/100 ml will be taxed with specific tax

. >6g/100ml; > 8 g/100ml ; > 10 g/100ml, > 14 g/100ml and > 18
a/100ml

@) ILS|
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Sugar reduction tax in Thailand

* Including

 Artificial mineral water, soda water, and carbonated
soft drinks without sugar or other sweeteners and
without flavor

* Mineral water and carbonated soft drinks with added
sugar or other sweeteners or flavors; and other non
alcoholic beverages

 Fruit and vegetable juices
« Coffee and tea
* Energy drinks

« Beverage concentrates to be used with beverage
vending machines for distribution at retail areas

@) ILS|
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Thank You!

Any Questions?
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Organizer In Collaboration With

0 ILSI Focal Point in China, ILSI Japan,
@ "—SI ILSI Korea and ILSI Taiwan

Southeast

Asia Region

11th BeSeTo Meeting

September 26-27, 2019, Penang, Malaysia




the Amendment of the Food Sanitation Act
in JAPAN, Promulgated in June 2018
Progress Since

11th BeSeTo Meeting
Sept. 26, 2019

Hidekazu Hosono



Events, Incidents and Revisions of the Food Sanitati%r

May 1996 Partial revision of the Food Sanitation
Act (introduction of HACCP, etc.)

October Total ban on bone-and-meat feed

2001 Start of 100% inspection of beef
cattle

June 2002 | Enactment of the BSE Special
Countermeasures Law

May 2003 Enactment of the Food Safety Basic
Law

May 2003 Partial revision of the Food Sanitation
Act (introduction of positive list for
pesticide- and animal drug- residue)

July 2003 Launch of the Food Safety
Commission

September | Launch of the Consumer Agency

2009

June 2018 | Partial revision of the Food Sanitation

Act (Council for wide area food
poisoning, etc.)

May 1996

June 2000

June 2001

February
2002

June 2007

December
2007

September
2008

September
2017

Outbreak of food
poisoning by O-157

Snow Brand Milk
Products poisoning by
Staphylococcus aureus

15t BSE infected cow
confirmed in Japan

Standard-exceeding
pesticide residue in
imported frozen
spinach

Meat Hope Co. false
labelling incident

Food poisoning by
Chinese frozen “gyoza”

Tainted rice distribution
incident

Wide area outbreak of
food poisoning by 0157



Outline of the Act Partially Amending the Food Sanitation Act etc.

(Promulgated on June 13, 2018)

Purpose of the amendment

To respond to the change of environment on food in Japan and the glohalization, and to ensure food safety, enhance measures for food poisoning
on a wider scale, improve operators' hygiene control, gather food-related health hazard information and take the countermeasures appropriately. In
addition, organize sanitary regulations for utensils, containers and packaging (UCP) considering international consistency, and take measures such
as updating a business approval and application system that reflect the reality of operators’ businesses, and establishing a reporting system for
food recalls.

QOutline of the amendm

-eved To respond to the change of environment on food in Japan and
meeod the globalization, and to ensure food safety, enhance measures
215 for food poisoning on a wider scale, imprO\{e operat.ors’ hygiene
“HaC control, gather food-related health hazard information and take
n¢l the countermeasures appropriately. In addition, organize
3 EFE' sanitary regulations for utensils, containers and packaging

(UCP)considering international consistency, and take measures
such as updating a business approval and application system
that reflect the reality of operators’ businesses, and

4 establishing a reporting system for food recalls.

7. Others (tfor example, a requirement of a hygiene certificate to import dairy products or seafood and establishment of regulations on loca
governments’ works for food export)

Effective date of the amended Act I

The day specified by the cabinet order, within two years (1 year for above 1. and 3 years for 5. and 6.) from the date of promulgation of the

amended Act https://www.mhlw.go.jp/content/11130500/000537823.pdf




b

The main items in the amendment of the Food Sanitation Act:

a)
b)
C)

d)

f)
g)

Effective date

Strengthening measures taken by national and local
governments for interregional food poisoning cases. 1 year

Requirement of food hygiene control based on HACCP

principles.

Establishment of an adverse event reporting system for

containing the designated substances.

iI

years

—h

oods
PAVLEELSS

Improvement of sanitary regulations for utensils, containers
and packaging for food and food additives considering

international consistency.

2 years

Revision of licensing system and establishment of notification

system for food businesses.
Establishment of a reporting system for food recalls.
Ensuring safety of imported foods and Legalizing

administration related to food export.

After promulgation




The main items in the amendment of the Food Sanitation Act (FSA):

* Call for Public comments on the draft of Cabinet/Ministerial Ordinance Effective within
a) Strengthening measures taken by national and local governments

for interregional food poisoning cases. Enforced!
June 2019

Seven(7) large area councils are settled on April 1, 2019.

b) Requirement of food hygiene control based on HACCP principles.
c) Establishment of an adverse event reporting system for foods
containing the designated substances.

Public comments*/July 19 to Aug. 17, 2019. Small FBOs are to be exempt.

Four(4) substances are designated in May 20, 2019.

d) Improvement of sanitary regulations for utensils, containers and
packaging for food and food additives considering

international consistency.
June 2020

Public comments*/Aug. 9 to Sep. 7, 2019. Positive list is to be fulfilled.

e) Revision of licensing system and establishment of notification
system for food businesses.

Public comments*/July 26 to Aug. 24, 2019. 34 licences - 32 (scrap & build)
June 2021

f) Establishment of a reporting system for food recalls.

Consultation report is issued. Recalls are to be classified Class I, Il and Ill.

g) Ensuring safety of imported foods and Legalizing administration

related to food export. June 2020
Public comments*/July 26 to Aug. 24, 2019. Health certificate for milk and MP.




(a) Strengthening measures taken by national and local
governments for interregional food poisoning cases

to be enforced

within 1 year

In order to prevent occurrence and expansion of interregional
food poisoning cases, national and local governments shall mutually
cooperate. As a framework of such cooperation, the Minister of
Health, Labour and Welfare (MHLW) may establish a council for
wide area cooperation which is composed of relevant parties of the
national and local governments etc.

When urgent response is required, the MHLW may utilize the
council to address interregional food poisoning cases.




Seven(7) large area councils

L'\_/' i

| W b

H Hokkaido large area council

Tohoku large area council

Tokai-Hokuriku
large area council

Chugoku-Shikoku
large area council

Kyushu large area council



Food Safety Commission (isk assessment)

MAFF and the CAA|"

Seven(7) large area councils

(risk management) e
b Cooperation to implement Imt!u-:hm on auditing
Promotion of information and measures and policies imported foods
opinion exchange among stakeholders |
(risk communication) i Q , ons (32
— uarantine stations
B Total coordination health and welfare (7) : |
CAA ki g T
£ = - Registration {cancellation) E & =
_g "g & Public health centers (480) | - - Instruction on audit o - %
. . = =5 == =
Consumer Commission ‘ g% i N g \ |7 HE
Eg B8 \f)Busness foense 2 221 i3
<5 [ e e L R
5 E 25 (3) National sampling assay :?;fﬁi;ﬁ" 5 B + 3
E g - 5 14) Inspection orders E o A Y |
£ EE 5) Examination on food
5s gs e 33 Imported foods, etc. |
25 h=) [6) Consufiation on complaints |
28 Bs [7) Education on food sefefy

Consumers

l

Inspection request

I
Food business

-

operators J

*As of April 2016

https://www.mhlw.go.jp/english/policy/health-medical/food/dl/pamphlet.pdf



(b) Requirement of food hygiene control based on HACCP
principles to be enforced within 2 years

(by June, 2020)

In order to increase the level of food hygiene control by food
business operators (FBOs) in Japan and to be aligned with the
international standards, FBOs™* including operators of
slaughterhouses and poultry processing plants shall develop and

comply with a plan on food hygiene control, adapted to their own
situations (e.g. manufacturing methods and raw materials) covering
both good hygiene practices such as maintenance and cleaning of
the facilities and control measures critically important to prevent or

eliminate specific hazards.
For certain category of FBOs, some flexibility will be applied

taking into account the nature and size of the operation.

* Industries considered having a low impact on public health will
be excluded from the scope (e.g. business that only sells packaged
foods that can be stored at room temperature)



(b) Requirement of food hygiene control based on HACCP

orinciples to be enforced within 2 years
(by June, 2020)

DNJGIEIRGENT  Public comments from July 19 to Aug. 17, 2019.
business operators (FBOs) in Japan and to be aligned with the

international standards, FBOs™* including operators of
slaughterhouses and poultry === ool = i)

comply with a plan on food IS ENTE e L elerii==i o)

ST K -MuEhEWSle= Cup-beverage vending with-machine
both good hygiene practicest 57150\ ils = =1ale | gt
the facilities and control me& =15= (o) == l6= =ie-1]
Sl EIEE il Er1( Sl = S a | b usiness with less than 50 person
For certain category of FBC : Xibili ' '
taking into account the natu SENpems
* Industries considered |1 it :
be excluded from the scope [§ Storage, Transfer and/or Retail only

foods that can be stored at

packaged foods that can be stored at
room temperature



(c) Establishment of an adverse event reporting system for
foods containing the designated substances*

to be enforced within 2 years

(by June, 2020)

* The substances and/or ingredients with a probability that the
uncontrolled use of those may cause serious adverse health
consequences will be designated by the MHLW.

To prevent serious adverse events, FBOs that sell foods
containing the designated substances shall report health-related

adverse events associated with the use of their products to the_

MHLW through local governments.

In addition, relevant stakeholders shall cooperate with the
MHLW for a survey on an adverse event and provide related
information.




(c) Establishment of an adverse event reporting system for
foods containing the designated substances*

to be enforced within 2 years
(by June, 2020)
* The substances and/or ingredients with a probability that the

Ilelgiifelll: Cabinet/Ministerial Ordinance is not notified yet, but
el DIl Four(4) substances are designated in May 20, 2019, by

LRI expert committee.
containing

N4 1. White Kwao Krua Pueraria candollei var. mirifica
V=NV D BIack cohosh, Black snakeroot
In addit Actaea racemose L. Cimicifuga racemose
VI IAYR{eIg 3. Coleus, Forskolin Plectranthus barbatus Andr.
informatio Coleus forskohlii, C. barbatus
4. Celandine, Greater celandine, Swallow-wort
Chelidonium majus L. var. asiaticm (H. Hara) Ohwi




(d) Improvement of sanitary regulations for utensils,
containers and packaging for food and food additives

considering international consistency
to be enforced within 2 years

(by June, 2020)

In order to ensure the safety of utensils, containers and
packaging, and to ensure international consistency of regulations,
FBOs associated with these products shall not sell those made of
raw materials, such as synthetic resins, for which specifications are

not established, except cases that the MHLW specifies as having no
risk to human health. In addition, the manufacturers shall comply

with the codes of good manufacturing practices.

List of Specified Raw Materials for SR
Base Polymers : Plastics
Base Polymers : Coatings, etc.

Elution Test for Synthetic Resin
Cd, Pb

= Total Organic Carbon
Evaporation Residue

Minor Monomers for
polymerization of Base Polymers
- Additives, coating agents, etc.




Positive List Format

(1) Base polymers

More than 98 wt% of the components of a base polymer shall be polymers listed below.

@ AA resin
Food types Maximum
POWmers oily |Milk and temperature
No CASNO |\ igic| and | milk S';Z':ggg Others |||.' __i?gocc Group §Remarks
Japanese name English name fatty | product . =2101°C
1 |[Homopolymer of AA AA polymer 0000-00-0| O | O O O O Il
2 |Copolymer of AA and BB AA polymer with BB |1111-11-1| O | — — @)
@ BBresin
ke Set “group” for each
Polymers polymer
No CAS No Oily |Milk and| ,
Acidic| and milk bevrge :
Japanese name English name fatty | product ||||| ill%(j%
1 |Homopolymer of BB BB polymer 2222-22-21 O | O Q QO O II 3
2 |Copolymer of BB and 727 BB polymer with ZZ |3333-33-3| — | O O O @) Il 3
@ Minor monomers can be used for polymerization of base polymers 3 Minor monomers are restricted to be used in
Minor monomers some polymers and managed by the current
No - CAS No Remarks risk management method (negative list system)
Japanese name English name 35 needed -
sl Restrictions on use level of
1 XX XX 9555-55-5 additives and other agents
2 |YY YY 6666-66-6 will be set by polymer
roup.
(2) Additives, coating agents, etc. group
Ne Substance name CAS No Maximum use level by group (wt%) rd The use level of the
Japanese name | English name 1 2 3 | s s | 6 | 7 additives etc. is described
mm in percentage for the
1 |aaa aaa 9999-99-9 L Wwhole synthetic resin
including the additives etc.
2 | bbb bbb 8885-88-8 g .




000537760.xlsx - FAEWER - Excel (SME_MESHSISESRMTFST &

Irfll I"—A A ~== LA7Ik #H= T4 PHE] == AT P BE = HE [ b 97 o
A B © D E = G H | J K
. |Appended Table 1 Draft of the Tablel (1)(Base polymers (Plastics)) BIEF 1 F1xk (1) & (HERU~— (F7X:
) a EHTEAFTHEEEDEIE, NICEDSLE LTS,
v The mark in “Food lypes” means as follows. . ) _
i @ [0} it BREFETHSSEERT,
O: May be used in UCP for the type of food. ) _
Not allowed to b din UCP for the £ food @ [—) it #EFTEHTHISEERT,
—.: Not allowed to be used in or the type of food.
feean - b REEATERGEEOML, KIED3EEYE T3,
v The Roman numeral in “Maximum femperature” means as follows. . ) -
@ (1), TOCKTFTEFTHETHE L ETT,
I: May be used at 70°C or lower. . ) _
@ () iz, 100°CH T TEFTETHS & FnT,
/- May be used at 100°C or lower. . } B
) @ [} it 100CETEATETHS S LFRT,
Ill: May be used at a temperature exceeding 100°C or fower.
s mot d bed in R o FFERIERICEITS [F) OFSFRIDOEHIATOELD,
's not described in "Remarks'". ) 3 _
. ) i ([#) IBERZEEERET ] 1 EF I EEIFEILFZLETIEDTHSD .
(#: Falls under Article 11, paragraph (1), item (ifi) of the Food Safety Basic Act.)
2

3 (1) Base polymers (Plastics) £ R ~v— (FZ XA F v 7)
1. Polyehylene (PE) ;KU T FL ¥ (PE)

5 Polymer#® 1) v — Food typestE BRI s &M Maximum
Qily Milk and temperature
N CAS Mo - and milk | Alcoholic ERTwaE | Group
0 . . . Acidic Others I =70°C e
Japanese namef1& English nameZi& CASE&H&ES . fatty product | beverage i e %
ERU | A | =ove
. e lll. 2101°C
Ji=tiin e IEE
71 | ZFLBRESE Ethylene, homopolymer 3002-88-4 O O O O O Il 5
9010-79-1
25087-34-7
25213-02-9
25213-96-1
_ 25895-47-0
2 |TFLv s 1 —TFArHEESE Copolymers of ethylene and 1-alken O O O O O Il 5
26221-73-8
25895-46-9
60785-11-7
28879-58-5
i ] = | + 85%

i : P
E O ZILAALTRSR : T 2019/08/26 ai



Schedule for Establishment of the PL for the Existing Materials

August 2019

* List substances using the information from business operators and associations
* Preparation of the draft PL
May-June 2019 The draft PL / Committee for UCP established under the Pharmaceutical Affairs and Food Sanitation Council
Summer 2019 Update of the draft PL){ Public comment / WTO notif@

Ask the Food Safety Commission * List substances to be added in the PL List

for risk assessment * Final work of the drat PL
As necessary  The draft PL / Committee for UCP established under the Pharmaceutical Affairs and Food Sanitation Council
December 2019 @notice of the PL
June 2020* Start of the PL system f the amended Food Sanitation Act

*within two years from the date of promulgation of the amended Act
41



(e) Revision of licensing system and establishment of
notification system for food businesses
to be enforced within 3 years

(by June, 2021)

Prefectural governments shall take into consideration the
criteria to be specified by the Ordinance of the MHLW when
establishing their own food business licensing requirements in the
prefectural ordinance, which now greatly differ from prefecture to
prefecture.

(Note) The category of food businesses requiring license which
are specified by the Cabinet Order will also be reviewed in light of

the current situation.
Those who intend to operate food business shall notify their
local government prior to doing so. Food related businesses with

little impact on public health will be exempt.



(e) Revision of licensing system and establishment of
notification system for food businesses
to be enforced within 3 years

(by June, 2021)
SECRVIENLIT b blic comments from July 26 to Aug. 24, 2019.

criteria to be specifi 34 licences > 32 (scrap & build)
establishing their own food business licensing requirements in the

prefectural ordinance, which now greatly differ from prefecture to
prefecture.

(Note) The category of food businesses requiring license which
are specified by the Cabinet Order will also be reviewed in light of

the current situation.
Those who intend to operate food business shall notify their
local government prior to doing so. Food related businesses with

little impact on public health will be exempt.



The category of food businesses requiring license which are
specified by the Cabinet Order will also be reviewed

Article 35 Businesses for which prefectures shall establish the criteria for their facilities
pursuant to the provisions of Article 51 of the Act shall be as follows:

(iii) Confectionery businesses (including bakery businesses);

(iv) Bean jam manufacturing industry;

(v) Ice cream manufacturing industry(meaning businesses for producing ice cream, ice sherbet,
ice candy, and other fluid food, or food made by freezing a mixture of fluid food and other
food);

(vi) Milk processing businesses (meaning businesses for processing or producing cow's milk
(including skim milk and other milk beverages appearing similar to cow's milk) or goat's milk);
(vii) Special milking and processing businesses (meaning businesses for collecting cow's milk
and processing it into milk that meets ingredient standards specified by an Ordinance of the
Ministry of Health, Labour and Welfare without a sterilization process or through treating it by
pasteurization);




The category of food businesses requiring license which are

Article 35 Businesses for which prefectures shall esta
pursuant to the provisions of Article 51 of the Act sha

X TEE?

(i) Restaurant businesses (meaning businesses of ge
restaurants, soba noodle shops, Japanese inns, catere
bars, and cabarets, and other businesses for cooking f
customers, and excluding businesses falling under the

——

(iii) Confectionery businesses (including bakery busi
(iv) Bean jam manufacturing industry:
A cup- beverage vending machine needed to
be licensed as ‘a coffee shop business),
machine by machine. Jo BALLHS 4587
Vending machine inside building will not need
to be licensed in new system. It should be 2 X F O A/
only ‘notified’ as ‘a restaurant business’. ammm pw3be 3 g3z

. . (202ik)
Outdoor machine needs to be licensed as . BR 15 & RERAR

‘a restaurant business’ under new system.




(f) Establishment of a reporting system for food recalls

to be enforced within 3 years

(by June, 2021)

When a food is in violation of the FSA and is recalled, the
manufacturers or sellers shall notify the prefectural governor of
initiation progress of the recall, unless any food safety hazard etc. is
not expected to occur. The governor who received the information
shall report it to the MHLW.



(f) Establishment of a reporting system for food recalls

to be enforced within 3 years
(by June, 2021)

Consultation report is issued.
Recalls are to be classified Class I, [l and IlI.

When a food is in violation of the FSA and is recalled, the
manufacturers or sellers shall notify the prefectural governor of
initiation progress of the recall, unless any food safety hazard etc. is
not expected to occur. The governor who received the information
shall report it to the MHLW.



Food Safety Commission (isk assessment)

MAFF and the CAA|"

MHLW (risk management)

(risk management)
‘ Cooperation to implement Imt!u-:ﬁm on auditing
Promotion of information and measures and policies imported foods
upjnim emm[gelanmg stakeholders |
sk communication) Prefectures (47), Municipalities with public Regional bureaus of Quarantine stations (32) |
I Total coordination health centers (71), Tokyo's special wards (23) health and welfare (7) :
CAA r | \ 1]
ﬁ = - Registration {cancellation) E & =
=l b= Public health ¢ (480) | r - Instruction on audit E %
- = 52 iE EX: =
Enrsmﬂrﬁmmssm‘ Request of recall-report |- Report \ | FHRE
(108/140 local government) of recall =i 2
=z o e T Pegistered inspection u'gerl[mttns 3
£ E ‘§ _E [3) Mational sampling assay é
E E E 5 [4) Inspection orders + + A\ |
b= £E 5) Examination on food
55 gs e Imported foods, etc. J
{E 2 % E [6) Comsuftation on mplalnts : |
a8 ] [7) Education on food safety inspection request

Consumers

=1

Food business operators J

*As of April 2016

https://www.mhlw.go.jp/e

nglish/policy/health-medical/food/dl/pamphlet.pdf



Food Safety Commission (isk assessment)

Some electrical system will be introduced
within 3 years

[ Clse collaboraton among remed\
mental organizabons

MAFF and the CAA|"

(risk management) di lds
VN Request of Report | Instruction on auditing
Promotion of inforation and recall-report  peds\re of recall imported foods
opinion exchange among stakeholders ¥ |
sk commurication) Prefectures (47), Municipalities with public Regional bureaus of - -
Quarantine stations
I Total coordination health centers (71), Tokyo's special wards (23) health and welfare (7) * « |

I
CAA r | \ 211
ﬁ = - Registration {cancellation) E & =
=l b= Public health ¢ (480) | r - Instruction on audit E %
- _ 2= EE £5i is
Enrsmﬂrﬁmmssm‘ Request of recall-report |- Report \ | FHRE
(108/140 local government) of recall == if
== 5E pp— , Reoisterad Inspection [IE]'I[IEM‘IS E
£ E ‘§ _E [3) Mational sampling assay é
E E E 5 [4) Inspection orders + + A\ |
£ EE 5) Examination on food
55 gs e Imported foods, etc. J
2 b= 85 [6) Consultation on mplalnts
§§ gg [7) Education on food safety

Consumers

I
Inspection request
I

Food business operators J

*As of April 2016

https://www.mhlw.go.jp/english/policy/health-medical/food/dl/pamphlet.pdf



(g) Ensuring safety of imported foods and Legalizing
administration related to food export FTEIITEIIE

(by June, 2020)
Foods requiring measures to control processes particularly important to
prevent occurrence of adverse health effects*, food hygiene control based on
HACCP principles, in exporting countries shall not be imported, unless they are
manufactured at a facility where the competent authorities of the exporting
country confirm that such measures are taken.
*Foods such as meat and poultry meat, etc. are assumed.

HACCP ' t
No HACCP requirement requiremen
(meat, poultry meat)
In addition, when importing food of which risk may increase depending on
hygiene practices™, health certificate issued by the exporting country which

describes the status of hygiene control shall be attached.
* Milk, milk products, oysters to be eaten raw and puffer fish are assumed.

Export food-related measures such as issuance of health certificates and other
necessary measures by local governments are stipulated.
Additional requirement for milk,
milk products, oysters to be eaten

Health Certificate requirement for
meat, bowels, meat products

raw and puffer fish




(g) Ensuring safety of imported foods and Legalizing
administration related to food export e R R LUPALEIS

(by June, 2020)

Foods requiring meas SN comments/July 26 to Aug. 24, 2019.
prevent occurrence of ad

N e HACCP requirement for meat, poultry meat.

e Ea Ol R el Health Certificate requirement for milkanc MP.

country confirm that such measures are taken.
*Foods such as meat and poultry meat, etc. are assumed.

HACCP ' t
No HACCP requirement requiremen
(meat, poultry meat)
In addition, when importing food of which risk may increase depending on
hygiene practices®, health certificate issued by the exporting country which

describes the status of hygiene control shall be attached.
* Milk, milk products, oysters to be eaten raw and puffer fish are assumed.

Export food-related measures such as issuance of health certificates and other
necessary measures by local governments are stipulated.
Additional requirement for milk,
milk products, oysters to be eaten

Health Certificate requirement for
meat, bowels, meat products

raw and puffer fish




The main items in the amendment of the Food Sanitation Act (FSA):

* Call for Public comments on the draft of Cabinet/Ministerial Ordinance Effective within
a) Strengthening measures taken by national and local governments

for interregional food poisoning cases. Enforced!
June 2019

Seven(7) large area councils are settled on April 1, 2019.

b) Requirement of food hygiene control based on HACCP principles.
c) Establishment of an adverse event reporting system for foods
containing the designated substances.

Public comments*/July 19 to Aug. 17, 2019. Small FBOs are to be exempt.

Four(4) substances are designated in May 20, 2019.

d) Improvement of sanitary regulations for utensils, containers and
packaging for food and food additives considering

international consistency.
June 2020

Public comments*/Aug. 9 to Sep. 7, 2019. Positive list is to be fulfilled.

e) Revision of licensing system and establishment of notification
system for food businesses.

Public comments*/July 26 to Aug. 24, 2019. 34 licences - 32 (scrap & build)
June 2021

f) Establishment of a reporting system for food recalls.

Consultation report is issued. Recalls are to be classified Class I, Il and Ill.

g) Ensuring safety of imported foods and Legalizing administration

related to food export. June 2020
Public comments*/July 26 to Aug. 24, 2019. Health certificate for milk and MP.
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Food Related Regulations System

Administrative

Regulations

Ministry Technical
Regulations Standards

Mandatory J Recommended
Standards Standards

Administrative Circulars
Measures

11th BeSeTo Meeting, Penang, Malaysia



Mandatory Standard — GB7718
Labeling of Prepackaged Foods (1)

v It is being revised. The draft will be notified to WTO for public

comments next year. The key changes that may happen are listed as below.

| Curent [ Toberevibed

Allergen  Voluntary Mandatory - intentionally used allergen
Voluntary - unintended allergen presence
No threshold
Big Eight Big Eight (Cereals containing gluten,

Crustacea, eggs, fish, peanuts, soybeans, milk,
tree nuts) + Sulphite >10mg/kg

— Exemptions: ingredient free of protein, e.g.
highly refined oils, wheat based maltodextrins.

11th BeSeTo Meeting, Penang, Malaysia



Mandatory Standard — GB7718
Labeling of Prepackaged Foods (2)

S G Toberobed

“Free of”,
“No added”
Claim

Quantitative
Ingredient
Declaration

Can use “no added” claim, e.g.
no added sucrose.

Can claim a certain food
additive is not added if it can be
used in relevant food category.

Not required to declare the
content of an ingredient if it is
shown in the food name, e.g.

red date milk.

Can’t use “no added” claim.
Should use “free of” instead.

Can’t use “free of” or “no added”
claim for food additives.

Required to declare the content of the
ingredient shown in the food name
unless:

a) the ingredient is used in a small
quantity for the flavor purpose; or

b) the food name is regulated by other
standard.

11th BeSeTo Meeting, Penang, Malaysia



Mandatory Standard — GB7718
Labeling of Prepackaged Foods (3)

_ [Cument Toberevibed

“For a No restriction.
Specified
Group of

People”
Claim

Ingredient Declare “vegetable oil”
List for Oil or “refined vegetable
Products  oil”.

Can be used only if:

a) it is an infant formula, FSMP, or health
food product; or

b) there is sufficient scientific evidence to
prove the product can meet the nutrition
need of a specified group of people.

Declare the specific name of each
vegetable oil, e.g. soybean oil, palm oil.

11th BeSeTo Meeting, Penang, Malaysia



Mandatory Standard — GB28050
Nutrition Labeling of Prepackaged Foods (1)

v It is being revised. The draft will be notified to WTO for public

comments next year. The key changes that may happen are listed as below.

_ (Curent [ Tobereibed

Mandatorily 1+4: Energy, Protein, Fat,
Carbohydrate, Sodium

Claimed

Nutrients

Voluntarily
Claimed

Nutrients

Nutrient
Content

Claim

1+6: Energy, Protein, Fat, Saturated
Fat, Carbohydrate, Sugar, Sodium

Add n-3 PUFAs, EPA, DHA

Add “contain” and “high” claim for
n-3 PUFAs.

11th BeSeTo Meeting, Penang, Malaysia



Mandatory Standard — GB28050
Nutrition Labeling of Prepackaged Foods (2)

T e oberwied

Comparative

Claim

Nutrient
Function

Claim

FOP

Serving Size

The cholesterol daily intake for
adults is no more than 300mg.

Add “saturated fat reduced”.

Add nutrient function

claims for n-3 PUFAs.

Delete it.

Encourage to use

informative FOP (i.e. GDA).

Add “reference amounts of
serving size’.

11th BeSeTo Meeting, Penang, Malaysia



SAMR Administrative Measures on
Food Labeling

SAMR will solicit public comments on the draft, and plan to have
it officially published around End 2019. The regulation would
include the following new requirements:

v Set the requirement on color different between words and
background.

v Imported prepackaged food: require original Chinese labeling.
v Only top 3 ingredients can be shown in the food name.

v For the product produced by different manufacturers, it is
required to have the separate label for each manufacturer.

v GMO labeling is not in the scope.

11th BeSeTo Meeting, Penang, Malaysia
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Foods with Function Claims in Japan
Update 2019

The 11th BeSeTo Meeting
Penang Malaysia

26-27t Sept, 2019

Satofumi Hashimoto Ph. D.
Regulatory Science Group, Quality Assurance Dept.,
Ajinomoto Co., Inc.



'-----------------------------------------------"

| 1
| . Any food labeled as a nutritional supplement, a health supplement, or §
: FOOdS n General a nutrient controlling food falls under this category. :
[ # Cannot label a function claim *"n‘*«} W2 1
: Foods for Specified @ :
: Health Uses D CEEN. E
i i
- : : Foods with Nutrient 0
I Foods with Health Claims : , i
i Function Claims i
: *:Can label a function claim :
' Foods with '
i i i i
: Function Claims FOOd .
‘ ----------------------------------------------'
1991:Foods for Specified Health Uses (FOSHU)
Pha rmace utical prod ucts 2001:Foods with Nutrient Function Claims (FNFC)
2005:Amendment of FOSHU

(Standardized, Qualified Health Claims &
Disease Risk Reduction Claims)
2015:Food with Function Claims (FFC)

Quasi-pharmaceutical products

https://www.caa.go.jp/policies/policy/food_labeling/information/pamphlets/pdf/151224 1.pdf



1991~
Requirements for FOSHU Approval

e Effectiveness on the human body is clearly proven

Absence of any safety issues (animal toxicity tests, confirmation of effects in the cases of excess intake, etc.)

Use of nutritionally appropriate ingredients (e.g. no excessive use of salt, etc.)

Guarantee of compatibility with product specifications by the time of consumption

Established quality control methods, such as specifications of products and ingredients, processes, and methods of analysis

2005 : Amendment
(1) Qualified Health Claims FOSHU (£#-{tZ R EREHAER):

Food with health function which is not substantiated on scientific evidence that meets the level of FOSHU, or the food with certain
effectiveness but without established mechanism of the effective element for the function will be approved as qualified FOSHU.

(2) Standardized FOSHU (B EENBFERBARR):

Standards and specifications are established for foods with sufficient FOSHU approvals and accumulation of scientific evidence.
Standardized FOSHU are approved when it meets the standards and specifications.

No clinical efficacy study, but safety study on excessive consumption is still required on a product basis
Dietary fibers and oligosaccharides etc.

(3) Reduction of disease risk FOSHU (IR AV ERETR ~IEEHREREM):
Reduction of disease risk claim is permitted when reduction of disease risk is clinically and nutritionally established in an ingredient.

No clinical efficacy study, but safety study on excessive consumption is still required on a product basis
Calcium and Osteoporosis, Folic Acid and Neural Tube Defect

Clinical study using final products is needed!



Foods with Function Claims (FFC)

We can apply(notify) FFC without Clinical study.

2015~

FFC FOSHU
application procedures * Notification * Permission
*Clinical Study
Evaluation method for the or . Clinical Stud
Function - Systematic Review Y
(SR)
Responsibility -Company *Government

So not only big enterprises but also small-to-medium-sized
enterprises can make health foods as FCC



Subjects for Clinical Study

Basically...

For the setting of the clinical study participants, participants must be selected from those without disorders
(excluding minors, pregnant women and women giving birth, and women giving milk) with consideration for
the definition of foods with function claims and the ideas regarding the target of the applicable food products.

X The guideline is adapted to the articles for SR.

For example, we can use participants like this...

The lifestyle questionnaire indicated that each subject had dissatisfaction
with their sleep. The mean Pittsburgh Sleep Quality Index score was ><
8.07x1.34 (range 7-11), indicating that the subjects had been

continuously experiencing unsatisfactory sleep.

We can not use

BUT there are exception... data of insomnia patients

The data collected through some study methods for FOSHU shown in Attachment 2 “Considerations for the
Preparation of Application for Foods for Specified Health Uses” in “Permission for Labeling of Foods for
Specified Health Uses” (excluding study methods for Standardized, Qualified Health Claims, and Reduction of
disease risk FOSHU) can be use, even if that includes those with mild conditions may be used as exceptional

measures. ‘ 7 categories are shorn in the Attachment 2
| will show it at the Next page



Foods related to blood cholesterol level

Boundary area : LDL cholesterol 120 ~ 139 mg/dL
Mild area : LDL cholesterol 140 ~ 159 mg/dL

Foods related to blood triacylglycerol levels
(long term)

Foods related to blood triacylglycerol levels
(after meal)

High-normal : blood triacylglycerol 120 ~ 149 mg/dL
Borderline high : blood triacylglycerol 150 ~ 199 mg/dL

Foods related to blood pressure

Prehypertension : Systolic 130 ~ 139 mmHg
or Diastolic 85 ~ 89 mmHg
Hypertension Stage 1 : Systolic 140 ~ 159 mmHg
or Diastolic 90 ~ 99 mmHg

Foods related to blood sugar levels

Boundary area: Prediabetes Fasting Plasma 110 ~ 125 mg/dL
or 75gOGTT (2hr later) 140 ~ 199mg/dL
or casual blood (plasma) glucose 140 ~ 199mg/dL

Foods related to body fat

High-normal : BMI 23 ~ 25
Over weight : BMI 25 ~ 30

Foods to modify gastrointestinal conditions

Tendency toward constipation or diarrhea




and FFC in the 7 Categories

Healthy subject
(include Boundary Mild symptom Remarks
area)
Significant difference Significant difference with whole subjects'

data is required.

FOSHU Significant difference Significant difference
is not required is not required Stratified analysis is recommended
—— (Significant difference is not required).
Principle I : L : , L
Significant difference  § We CAN NOT use Significant difference with healthy subjects
(other than

M

FEC Significant difference Significant difference with whole subjects'
8 » data is required

the data. data is required.

7 categories)

7 categories Significant difference Significant difference Significant difference with each subjects'

M M data is required

We CAN NOT use the data of Mild symptom for notification of FFC except the 7categories.



Latest topic about Mild symptom for
notification of FFC



Differences of FOSHU and FCC in the 7 Categories

2018.4 ~
Consumer Affairs Agency (CAA) announced general competitive bidding for
“Investigation research project for the data collected from Mild symptom patients”.

Fields of investigation research are “Allergy”, “Uric acid” and “Cognition function”.

And Japan Health and Nutrition Food Association (JHNFA) got it.

>¢JHNFA was established in April 1985 and authorized by the Cabinet
2019. 3 Office as a public interest incorporated foundation in July 2011.

The report was published on the CAA’s web page.

https://www.caa.go.jp/policies/policy/food labeling/information/research/2018/pdf/information research 2018 190326 0001.pdf
Commission Member

. Takao Saruta : Keio University
/O UtSO Urci rh Masahiro Akishita : Tokyo University
Keiichi Abe : National Institute of Health and Nutrition

”~ :%E%ﬁ REMEEA  Mariko Uehara : Tokyo University Of Agriculture
o J Eﬁﬁm Kimihiro Okubo : Nippon Medical School

i eemprmer Affsirs Agracy, Gessrmmers of |opan

Toyama Kenji : Kanagawa University of Human Services
CAA \ Re po rt / JHNFA Fujimori Shin : Teikyo University Hospital
Shigeru Miyazaki : Japan Anti—Tuberculosis Association

Takeshi Yamazaki : Jissen Women’s University



https://www.caa.go.jp/policies/policy/food_labeling/information/research/2018/pdf/information_research_2018_190326_0001.pdf

I/

New 3 categories “Allergy”, “Uric acid” and “Cognition function”

Allergy Uric acid Cognitive
(itchy eyes and rhinorrhea) Long term After meal 8
Participants have itchy eyes and
Healthy  |rhinorrhea, but do not use allergy include MCI as Boundary
. . . . <7.0mg/dL
subject medicine before and during clinical area
study.
Participants have itchy eyes and
: rhinorrhea, and use allergy medicine o :
Mild symptom sometimes before and during 7.1779mg/dL undefined
clinical study.
Subjectss Over half of participants should be healthy subjects -
“RCT
-over 12weeks “RCT
. Randomized Controlled Trial ) :

Clinical study (;CnT)omlze ontrofied fria observation period and |-RCT -over 12weeks
dweeks post-treatment observation period
observation period

. s : . J Guidelines f
Evaluation |Japanese Guidelines for Allergic . serum uric apanese Luiaetines Tor
: . serum uric acid ) The Treatment of
index Rhinitis or JRQLQ acid and AUC )
Dementia 2017

¢ AUC (Area Under the blood concentration-time Curve), MCI(Mild Cognitive Impairment)




“Allergy”(eye and nose): Japanese guidelines for allergic rhinitis

Japanese guidelines for allergic rhinitis

4+ 3+ 2+ 1+ -
. Severity Paroxysmal sneezing or rhinorrhea Paroxysmal sneezing
severity 4+ 3+ 2+ 1+ - (Average number of =21 : : .
. . 20-11 times |10~6 times |5~1 times [Below +
episodes of paroxysmal [times
o 4+ most most most most most sneezing in a day)
_g 3+ most severe severe severe | severe | Rhinorrhea
>
% 2+ most severe | moderate |moderate| moderate | | (Average number of ?21 20-11 times 110~6 times |5~1 times [Below +
= ) ) episodes of nose blowingtimes
o |1+ most severe | moderate | mild mild d
<ZU a day)
- most severe | moderate mild silent Severe nasalsevere
nasal
blockage blockage Nasal
Sneezing and rhinorrhea type obstructe|causing @6 blockage
N Nasal blockage causing .
asal blockage type d all prolonged ) without  |Below +
: Completely occasional
Combined type day oral oral
.. |oral :
o _ breathing in .. |breathing
https://www.researchgate.net/publication/313777358_Japanese_guid d breathlng In
elines_for_allergic_rhinitis_2017 a day

a day




Japanese Rhino-conjunctivitis Quality of Life Questionnaire
(JRQLQ No1)

To patients with allergic rhinitis (including pollinosis)

These days, the aim of medical treatment is not just to cure
disease but also to give patients a better quality of life. The
purpose of this survey is to determine to what extent your
rhinitis interferes with your life and whether it would be improved
by treatment. As with all medical treatment, the information
you provide in this survey will remain strictly confidential.

l"!'oumayﬂndaumofmefolbwhgqmﬁons difﬂctﬂtoamwer:'g
I‘hutjustamwtoﬂmbestnfynurahilhy. i

S i S

] Tick the box that best describes the severity of the worst nasal
and eye symptoms you have experienced in the past 1-2 weeks.

Nasal and No 1 2, Vi
eyaassy?nptans % Mild  Moderate Se?:'m ;bv:g
Runny nose O O O O |
Sneezing O O - O O

-
wm&e. ) O O O O
ltchy nose O O O O O
ltchy eyes O O - - -
Watery eyes O (] O O |

Tick the box that best describes the worst extent to which the
symptoms in [ above have interfered with your quality of life

in the past 1-2 weeks. If any of the items listed under Quality of
life below definitely do not relate to the symptoms in / (nose, eye).
then there is no need to tick a box for that particular item.

2 Yoo 5 Vool Yes

; " 1, Yes,
Quality of life 0, No moder:
1. Reduced productivity at worklhome [J O O O O
2. Poor mental concertration [ | L_._E O O
3. Reduced thinking power O O | O O
4. Impaired reading book/newspaper [ O | O 0O
5. Reduced memory loss O O O O O
6. Limitation of outdoor life O Ol . O O

(e.g. spont, picnics)

“Allergy”(eye and nose): Japanese Rhino-conjunctivitis Quality of Life Questionnaire (JRQLQ)

7. Limitation of going out O O O O
8. Hesitation visiting friend or relatives [ O ] O O
e b-ftahmumr s 0 O O O O
10.Not an easy persontobearound [ O | O O
11. Impaired sleeping O O i O |
12. Tiredness | J O |
13. Faligue O O O O |
14. Frustration O O ] O O
15. Imitability O O 5 O O
16. Depression O O O O O
17. Unhappiness (| (. O O
Please circle the number of the face that best describes your
general state (including your symptoms, life and emotion) in the
past 1-2 weeks.
0 1 2 3 4
fine crying
® Do not fill out the following.
Patient's name: Medical record no: Age:yr  SexM F
N f medical Physician’ - Date:
Diagnosis

gig: [An:ljgan: ];raatmant (prevention, grug, immunology mrap',r, upeggm]
RALE Lk T L1 e RS i

QOL score: None 0, Mild 1, Moderate 2, Severe 3, Very severe 4.
Total QOL score
Score by QOL category: [1-5 points daily life QI 6-7 points out-door
(3 8-10 points social 111 points sleep
312, 13 points body T 14-17 points psyche-life
*Please write the names of drugs used if possible
Score: None: O points  Mild: 1 point  Moderate: 2 points  Severe: 3 points
Very severe: 4 points

To be completed by physician

https://www.sciencedirect.com/science/article/pii/S1323893016301654?via%3Dihub




“Cognitive”: Japanese Guidelines for The Treatment of Dementia 2017

Function Abbreviation Name
MMSE Mini—Mental State Examination
HDS-R Hasegawa's dementia scale
MoCA-J Japanese Version of the Montreal Cognitive Assessment
. ACE-II Addenbrooke’s Cognitive Examination III
Multiple N-D test Nishimura Dementia test
COGNISTAT Neurobehavioral Cognitive Status Examination
ADAS-Jcog Alzheimer's Disease Assessment Scale—cognitive component—Japanese version
SIB Severe Impairment Battery
Intelligence WAIS-1II Wechsler adult intelligence scalethird edition
RCPM Raven’s Colored Progressive Materices
Estimate of intelligence befor the disease JART Japanese Adult Reading Test
General WMS-R Wechsler memory scale-revised
RBMT Rivermead behavioural memory test
Memory Visual ROCFT Rey—Osterrieth complex figure test:
BVRT Benton Visual Retention Test
Verbal S-PA Standard verbal paired—associate learning test
L anguage WAB western aphasia battery:
SLTA Standard Language Test of Aphasia
ROCFT Rey—Osterrieth complex figure test
Visuospatial ability kohs Kohs Block Design Test
VPTA Visual Perception Test for Agnosia
Attention CAT clinical assessment for attention:
Directional attention BIT Behavioural inattention test
TMT Trail Making Test
Erontal lobe function FAB Frontal Assessment Battery
WCST Wisconsin Card Sorting Test
BADS behavioural assessment of the dysexecutive syndrome




summary

Healthy subject

FFC

(include Boundary Mild symptom Remarks
area)
Significant difference Significant difference with whole subjects’
data is required.
FOSHU Significant difference Significant difference
is not required is not required Stratified analysis is recommended
Gr—— | G — (Significant difference is not required).
Principle
(other than Significant difference p We CAN NOT use :Significant difference with healthy subjects’
7 categories) —l the data. =data is required.
+Cognitive

7 categories
+Allergy(eye and
nose)
+Uric acid

Significant difference

Significant difference

M

Significant difference

M

Significant difference with whole subjects'
data is required

Significant difference with each subjects'

data is required
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\ Updates on Nutrition
Labeling and Claims

Regulations in
Indonesia and Thailand

Pauline Chan
Director
Scientific Programs
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New Update: Thailand B —

» Expansion of positive list of nutrient
function claims

— Notice of the Food and Drug Administration
(2019). RE: The Statement of Claims of
Nutrients released in June 2019

» Covering 29 nutrients (no additional
nutrients)

e A total of 135 claim statements
— Expanded from the original 46 statements

@) ILS|

" Southeast
Asia Region




New Update: Thailand &

» Expansion of positive list of nutrient
function claims

— Describes the general growth, development
and the functions of the body, in relation to
nutrients

— For example, for Vitamin C, previous

statements were:

 Vitamin C aids in strengthening blood vessels
 Vitamin C aids in the helping of anti-free radical process

 Vitamin C aids in helping of collagen and ligament of
cartilage tissue formation

@) ILS|

" Southeast
Asia Region




New Update: Thailand T

« Expansion of positive list of nutrient
function claims

— For example, for Vitamin C, new expanded
statements ( 3 to 13) were:

« Vitamin C contributes to strengthen blood vessel.
« Vitamin C aids in helping of anti-free radical process.
« Vitamin C contributes to the protection of cells from oxidative stress.

 Vitamin C contributes to normal collagen formation for the normal
function of cartilage.

« Vitamin C contributes to normal collagen formation for the normal
function of bones.

 Vitamin C contributes to normal collagen formation for the normal
function of gums.

@) ILS|

" Southeast
Asia Region



New Update: Thailand T

» Expansion of positive list of nutrient function
claims

— For example, for Vitamin C, new expanded
statements were:

 Vitamin C contributes to normal collagen formation for the normal
function of skin.

 Vitamin C contributes to normal collagen formation for the normal
function of teeth.

 Vitamin C contributes to normal energy yielding metabolism.
 Vitamin C contributes to the normal function of the nervous system.
 Vitamin C contributes to the normal function of the immune system.

 Vitamin C contributes to the regeneration of the reduced form of
vitamin E.

« Vitamin C increases iron absorption.
@) ILS|
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New Update: Indonesia H

* A new nutrition labelling regulation was published

O

n Aug 22, 2019 on Nutritional Value Information on

Processed Food Labels (No 22 of 2019)
— Nutrition labelling is now mandatory for a wide

variety of processed foods

— The NIP now includes:

« Total energy ( total amount derived from fat, protein and carbohydrate)
« Total Fat

« Saturated Fat

» Protein

 Total carbohydrate
« Sugar and

 Salt (Sodium)



New Update: Indonesia H

* A new nutrition labelling regulation was published
on Aug 22, 2019 on Nutritional Value Information on
Processed Food Labels (No 22 of 2019)

— New NIP formats

« Other vitamins and minerals can be declared only if
they are present in amounts not less than 2% AKG per
serving (from 5% in previous regulations)

* Serving sizes have also be defined for foods from a
total of 12 categories and 31 sub-categories

@) ILS|

" Southeast
Asia Region



New Update: Indonesia H

* A new nutrition labelling regulation was published on
Aug 22, 2019 on Nutritional Value Information on
Processed Food Labels (No 22 of 2019)

— Voluntary Front-of-Pack Labeling schemes
A. Healthier Choice Logo P~
* Currently, only two categories of

food are allowed to carry the Healthler Ch01ce Logo:
1. Ready-to-drink beverages
« Maximum limit of sugar: 6 g per 100 ml, sugar excludes lactose
» Ready-to-drink beverages shall not contain food additive sweeteners
2. Instant pasta and instant noodles
« Maximum limit of total fat: 20 g/100¢g
”.Sl * Maximum limit of Sodium: 900 mg/100g

@
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New Update: Indonesia H

* A new nutrition labelling regulation was published on
Aug 22, 2019 on Nutritional Value Information on
Processed Food Labels (No 22 of 2019)

— Voluntary Front-of-Pack Labeling schemes
B. GDA Type

- The following types of nutrients, the amount of
nutrients, and the percentage of AKG per serving or
per package are to be included:

- ( \( 7 " anrm ) N
TOtal energy nenei || MAK Ak | AN G
- Total fat D D D
C OC e XCon e T D
- Saturated fat e ———

Q "_Sl Sugar (excluding lactose) and

Salt (sodium)
Southeast
Asia Region



New Update: Indonesia H

* A new nutrition labelling regulation was published on
Aug 22, 2019 on Nutritional Value Information on
Processed Food Labels (No 22 of 2019)

— Voluntary Front-of-Pack Labeling schemes
B. GDA Type

— GDA label must be in the same form with the same colour

— For food products that do not contain one or more of the
nutrients, those nutrients can be removed from the label

— For example, if the food does not contain sugar, then the
following format without sugar can be used

'rF h 's ™ =
EMERGI LEMAK LEMAK GARAM
TOTAL JENUH (NATRIUNM)
@ ILs
" AN - ) - _ _:_%_d_,_/

Southeast Persen AKG berdasarkan i:ebu_lmn_;nergi EEETEEEJ_

(%] Disesumkan dengan karaktenstik produk Pangan Olahan

Asia Region



Status Update: Asian Report on
Review of NL and Claims in Asia

« Updated Indonesia and Thailand reports and
Conclusion chapter

Received input from Hong Kong
Other countries: completed
Cutoff date: September 2019
Publication October 2019
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Thank You!

Any Questions?
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Outline

* Pre-market regulations
v' Foods in tablet or capsule form registration
v Health food registration

* Post-market surveillance




Definition

Based on the elements above, the essential elements of a food supplement
definition are generally:

JADSA (Int’l Alliance of
Dietary/Food Supplement

Assouatlons) Bj?ji.* =il

« foods (referring to the general legal framework applicable) that are concentrated

sources of nutrients or other compounds, alone or in combination. These may include
nutrients (vitamins/minerals), fish oils (essential fatty acids), botanicals (dried or extracts),
microorganisms (probiotics), other substances or bicactives (e.g. polyphenols, glucosamine,
CoEnzyme Q10, lutein), for example.

marketed in dose form (e.g. tablets, capsules, pills, sachets of powder, ampoules of liquids,
drop dispensing bottles, etc) and not in conventional food form

to be taken in unit doses

intended to supplement the diet for a nutritional or physiclogical purpose

Nutrition and Foods for Special
Dietary Uses
(CCNFSDU)’s the Guidelines for
Vitamin and Mineral Food
upplements

2, DEFINITIONS

2.1  Vitamin and mineral food supplements for the purpose of these guidelines derive their
nutritional relevance primarily from the minerals and/or vitamins they contan. Vitamin and

mineral food supplements are sources in concentrated forms of those nutrients alone or In
combinations, marketed in forms such as capsules, tablets, powders, solutions etc., that are

designed to be taken in measured small-unit quantities’ but are not in a conventional food form
and whose purpose 1s to supplement the intake of vitamins and/or minerals from the normal diet.




Definition

THEEE B GE asrcanepyimas) < =

FAFHHETERFERIR RS SRR TFNE & -

INEE Eam (Functional food) EieEHERESFRENEENEmR, FEETFEARER, ERETIEINGE, LT

HEDPER. et Eaaitirh®EmEn. TFASTHTL, WINETER BHFE. BieEeE: R A FEE
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EMIEm.

shall denote food with health care effects, having
been labeled or advertised with such effects.

The term “health care effects” shall mean an effect
that has been scientifically proven to be capable of ition

Article 2 For the purposes of this Act, the term "health food" O
C

)
D EARASASEYEEE
FDA Taiwan Food and Drug Administration

improving people’s health, and decreasing the

harms and risks of diseases. However, 1t 1s not a ’
medical treatment aimed at treating or remedying AN
human diseases:; such “health care effects” shall be

announced by the central competent authority.
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of Health and Welfare

Ministry of Health and
Welfare: “Health Food”
Is legal term and
“dietary supplement” is
part of ordinary foeds
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Foods? Or Health Food? Or Drug?

/
Drug Ve D | N
Health Ordinary
Food
N N ~ood />, Y
4 \/Health Care\ Nutritional\

Medical Claim effect effect
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Pre-market regulations

Act Governing Food Safety and Sanitation
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Health Food Control Act
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Act Governing Food Safety and Sanitation

Article 3 For purposes of this Act, the following terms shall have the meaning set
forth below:
1. The term “foods” shall mean goods provided to people for eating,

drinking, or chewing, and the raw materials of such goods.

Article 21 None of the foods, food additives, food cleansers, food utensils, food
contamers or packaging and food cleansers which are designated by the
central competent authority in a public announcement shall be
manufactured, processed, prepared, repacked, imported or exported
without filing product registration with and procuring a permit
document from the central competent authority. Any change in the
registered matters shall be subject to the prior approval of the central

competent authority.



Health Food Control Act

Article 7

No health food shall be manufactured or
imported unless and until an application for
review and testing registration supported by
information on 1ts mgredients,
specifications, functions and effects, a
summary of the manufacturing process,
specifications and methods of analysis,
other relevant data and documentation, as
well as label and sample are submitted
along with permit fee, review and testing
fees to, and a product registration permit 1s
1ssued by, the central competent authority or
the organization commissioned thereby.




Foods In tablet or capsule form registration
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Foods In Tablet or Capsule Form registration

* Registration Purpose of Imported Prepackaged Food in Tablet or Capsule
Form:

v'Help customs clearance

* Registration Purpose of Domestic Prepackaged Vitamin and Mineral
Tablets and Capsules:

v'Help consumer Protection
v'Help conversion of drug into food product

12



Foods In Tablet or Capsule Form registration flow chart

'''''''''''''''''''''''''' “Requireiddditional information

|
) Vi
3. Register 4. Review 6. Issue review

! S .
i \1' _ submission papers |y (Org result

2. recelve (Org Commissioned) Commissioned) <€===(Org Commissioned)

: Reject

>»| (Taiwan FDA) |y

olve (regulatory)
guestions
(Taiwan FDA)

/. Issue permit
(Taiwan FDA)

2019 new Organization Commissioned:

* Imported Prepackaged Food in Tablet or Capsule Form -BfEZAEBREEERIZERH=(CAS Association)

* Domestic Prepackaged Vitamin and Mineral Tablets and Capsules -§/&E2REREEEH= (TQF: Taiwan Quality 13
Food Association)




Health Food Registration
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Health Food Registration

Review Reference # and

Trial Cost

time standard logo

Health Care Effect category

Claim

Protection of the liver; Relieving physical fatigue;

Regulation of blood lipid; Regulation of blood sugar

Track 1 long level; Regulation of immune system; Alleviation of
- osteoporosis; Maintenance of dental health; Anti-aging; -
Case_by_ 180 v High Promotion of iron absorption; Promotion of Evidence-based
case days gastrointestinal functions; Aiding blood pressure
regulation; Attenuation of body fat accumulation;
Reducing allergic reactions
Track 2 short
1. Red Yeast Rice .
Spec. d120 - Low > Fish Ol Standardized
standard ays
FabERRTF
The health care
v GRAS effect is from theory
v'Health care effect mechanism is clear Instead of trial
v'Functional ingredient is clear result
v'Ingredient assessment method is clear

15



Health Food Review Organization Commissioned

mAll processes are based on regulations

mKeep transparent
_ . The Center for Drug
Taiwan FDA |  Partially -
Commission Evaluation (CDE)

B Recording the application“ B Complete the draft :
upon receipt/ Accept the assessment report//
case?/// At last, decide Complete the

whether issue the permit revision of the

assessment report

—
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Ministry of Health and A
AR %

Welfare Announcement
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The Center for Drug l
Evaluation (CDE) is | 2
commissioned by the MOHW. | ..
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Update in 2019
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MoHW’s Chitosan precautions required (2019 new)

~
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H—% Tk
AEFR TR T BRI BAE SRR A SRR v" Ochratoxin A in chitosan from Aspergillus niger
# T % #&(Chitosan) 2 1% B FR#| B AR 7 5 RoM 44 o mycellum’ ShOUId be |ess than 1ppb
v' Warning must be in traditional Chinese: “A patient with
chronic disease taking medicine should consult

physicians first” and "Pregnant women, breastfeeding

- 1 women and infants are not recommended for
'éFv& | q . consumption”
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MoHW’s |abeling requirement .
for Health Food
(2019 new: 2019-01-17)

HEBAEE A

FXEM: FEEMIBEIA17E
8OUFR C R R 10713038325
Ké ¥ -

Health food products should significantly label the amount of

related health care effect ingredients on the label of container
or package
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MoHW'’s warning requirement for Health Food (2019 new)
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Warning must be in traditional Chinese

Health Food in Tablet or Capsule Form: “The product
iIsn’t medicine but for health care, and patients still need
to see a doctor” and “The consumption should follow
recommended dosage. Don’t overdose!”

Health Food except Tablet or Capsule Form: “The
product is for health care and please follow
recommended dosage!”




Health food labeling limitation

Article 14

No health food labeling or advertisement shall

misrepresent or exaggerate, and the health claims
shall not extend beyond the approved scope and
shall be limited to the content registered at the
central competent authority.

No labeling or advertisement of health food
shall claim or refer to medical efficacy.




Food labeling and advertising (2019 new)

 “Guideline of identifying foods and related products labeling and advertising
iInvolved with misleading, exaggerative or medical claims” (The guideline is
based on Article 28 of the Act Governing Food Safety and Sanitation)- (2019-
06-12)

 “Guideline of identifying foods and related products labeling and advertising

involved with misleading, exaggerative or medical claims”™ Q&A- (2019-08-15)
(https://www.fda.gov.tw/TC/newsContent.aspx?cid=3&I1d=25519)
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Food labeling and
advertising (2019 new)

Talwan Legislative Yuan promulgates
penalty for misleading food safety rumors
or fake news to damage the public or
personal interest.

(2019-05-24)
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Post-market survelllance




2019 Adverse Reactions Reporting System
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2019 Taiwan Drug Relief Foundation is
commissioned by Taiwan FDA to set up
“the adverse reactions reporting system
of Health Food, Foods in Tablet or

Capsule Form and Special Dietary Food

”
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THANK YOU
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Cooperation between FDA and local DoHs

Taiwan FDA:

Make and interpret regulations
and monitor the customs
import food products

Local Depts of Health:

Inspect local manufacturers
and sellers and related product
labeling and advertising

- C/ DA Food and Drug Adrminist p
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Health Food Registration-key points (Track 1)
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Health Supplement & Nutraceutical Regulations - India
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Market Overview



Market Overview

Global Nutraceuticals market is predicted to :
record a revenue of $671.30 billion by 2024 APAC Nutraceuticals Market

Functional
CAGR of 7.5% food, functional
during the beverage,
forecast period dietary
(2018-2023) supplements
Segmented into Key markets:
3 categories: Japan, China,
type, India, Korea
application,
geography

References: Mordor Intelligence Report, 2018




Global Terminologies



Terminologies used for Health Supplements/Nutraceuticals

The term “Health Supplements and Nutraceuticals” is evolving and the nomenclature varies across countries

European Union: Food Supplements
concentrated sources of nutrients; or other
substances with a nutritional or physiological effect microorganisms, vitamins, etc.

Russia: Biologically Active Supplements
products containing: minerals, amino acids, fibers,

Canada: Natural and Non-prescription Health
Products

vitamins, minerals, herbal remedies,
homeopathic medicines, traditional medicines,
probiotics, amino acids, etc.

USA: Dietary Supplements
products containing vitamins, minerals, herbs,
amino acids & enzymes

India: Health Supplements; Nutraceuticals
sources of nutrients; or substances with a nutritional or
physiological benefits

Japan: Foods for Special Health Use
Products divided into 2 categories:

1) Food with nutrient function claims;
2) Food for specified health uses

Australia: Complementary Medicines
herbal, vitamin, mineral, and nutritional
supplements

References: Links provided in references slide




Evolution of Indian Food Laws &
Regulations



Evolution of Indian Food Laws & Regulations

PFA
Prevention of Food
Adulteration Act, 1954

‘ Several
(  Authorities

| Adulteration

( ;
| Prescriptive

Standards

Inspection /

Control

FSSA
Food Safety & Standards
Act, 2006

Single
Authority

General
Standards

Monitoring &

Surveillance

To prevent the adulteration of any article
of food/ drinks for human consumption
excluding drugs and water

Consolidate all the laws
related to food

FSSAI

Food Safety & Standards Authority of
India, 2011 (MoH)

of Food
Adulteration Act, Commodities Act,
1954 (of 1954) 1985 (10 of 1955)

Science based standards & regulations for manufacture, storage, distribution, sale and
import, to ensure availability of safe and wholesome food for human consumption

References: PFA, 1954; FSSA, 2006; FSSAI website'i reference imaies iioogle search)




Health Supplement &
Nutraceutical Regulations



Health Supplement & Nutraceutical Regulations - India

‘w—
L

IREGUL FUIA’I m\;
e —

e cover 8 categories of food

¢ definition includes the use of
each categories and the
content of the food

FSSAI, India notified the Food Safety and Standards (health supplements,
nutraceuticals, food for special dietary use, food for special medical purpose,

functional food and novel food) Regulations, 2016 (aka Nutra Regulations)

FSSAI regulates the articles of food covered under “Nutra” regulations through Food Safety and Standards Act, 2006

* Regulations were notified on 23"¥ December, 2016; Food Business Operators (FBOs) were required to comply by 1st
January, 2018.

* Industry was provided 12 month’s window to comply with these regulations

References: FSSAI Regulations, 2016




8 Product Categories in Nutra Regulation

Category 1) Health Supplements 4) Foods for Special 5) Foods with added  6) Food with added 7) Novel Food 8) Specialty food
2) Nutraceuticals Medical Purpose (FSMP) Probiotic ingredients Prebiotic ingredients containing Plant or
3) Foods for Special Dietary Uses (FSDU) Botanical ingredients
Content 1. HS: Used as supplement to the diet Dietary management Food added with live  Food added with Novel Food containing
under medical advice microorganisms prebiotic ingredients/foods Plant or botanical
2. NS: Must provide a “physiological beneficial ingredients which Food for which Ingredients not
health benefit” Exclusive or partial to human health are nonviable standards are not specified in regulations
feeding for medical food components specified but is not
3.  FSDU: Formulated for special dietary conditions unsafe

uses, e.g., weight loss/weight
management — MR products; specific
guidelines for calories & nutrient
levels/serve

Notes Label: Not to cure or mitigate any specific Label: “recommended to  Label: Probiotic food; Label: Prebiotic food Does not contain any Having history of
disease, disorder or condition as may be be used under medical Strain, shelf-life, of the foods/ safe usage in India/
permitted by the regulations advise only” efficacy levels must be ingredients elsewhere

stated prohibited

*submit application  *submit application
for approval for approval

References: FSSAI Regulations, 2016




Schedules for Allowable Ingredients in Nutra Regulation

between 5-16 years is % of adults range
* Not recommended for children below
age of 5yrs

primarily used as processing aids, but also
may be used in nutraceutical products

combination; has to be Non-GMO

Open for additions after proper
scientific evaluation

Schedule Schedule IV Schedule VI Schedule VII Schedule VI
List of Plant or Botanical Ingredients List of Nutraceutical Ingredients List of Probiotic Strains List of Prebiotic ingredients
Content List of Plant or Botanical Ingredients = 400 List of Nutraceutical Ingredients = 200+ List of Probiotic strains List of Prebiotic ingredients
ingredients ingredients
botanical name & part used,
common name; permitted range of
usage for adults per day (raw herb/
material)
Notes * Permissible usage range children The enzymes listed in this schedule are May be used either singly or in Open for additions after proper

scientific evaluation

References: FSSAI Regulations, 2016: Schedule — IV: List of plant or botanical ingredients; Schedule —VI: List of Ingredients as Nutraceuticals; Schedule —VII: List of strains as probiotics (live micro-organisms); Schedule VIII:

List of Prebiotic Compounds.
Y




Advertising & Claims Regulations

Advertising & Claims Regulations

Claims Health Claims Nutrition Claims Non-addition Claims Claims related to Dietary Guidelines Conditional Claims

Content Physiological role of the (a) Nutrient Content Claim;  Claims on non-addition Claims made related to a “healthy Claim made where a food is by its nature
nutrient or substance or an (b) Nutrient Comparative of sugars, salt (sodium diet” referring to the pattern of high or low or free of a specific nutrient;
accepted diet- health Claim chloride), additives eating as per current ICMR’s Dietary preceded by the words ‘natural or
relationship Guidelines for Indians naturally’ in the claim statement

*Health and nutritional claims are mentioned under Nutra regulations.

References: Food Safety and Standards (Advertising & Claims) Regulations, 2018; Food Safety and Standards (Advertising & Claims) Amendment Regulations, 2019.




Ayurveda vs FSSAI



Ayurveda vs FSSAI Regulations

MINISTRY OF
AYUSH SS al
AYURVEDA FSSAI

Ayurveda — under Ministry of AYUSH FSSAI — under Ministry of Health & Family Welfare

» Product Categories under AYUSH: » Product Categories under FSSAI regulations:
1. ASU Prescription Medicines (Classical formulations) 1. Health Supplements
2. Patent or Proprietary Medicines 2. Nutraceuticals
3. Balya Poshak/Positive health promoter (Herbal supplements, Food 3. Foods for Special Dietary Use (FSDU)

supplements, Nutraceuticals, Dietary supplements) 4. Food for Special Medical Purpose (FSMP)
4. Saundarya Prasadak (cosmetics for oral, skin, hair & body care) 5. Foods with added Probiotics ingredients
5. Aushadha ghana (Medicinal Plants extracts dry/wet, agueous or hydro- 6. Foods with added Prebiotics ingredients

alcoholic) 7. Novel Foods

8. Specialty food containing Plant or Botanical ingredients

*ASU: Ayurveda, Siddha, Unani Traditional Medicines
Mention “Ayurvedic Medicine” on label Product Category to be mentioned on label
*Product classification shall be made basis on the formulation, usage and *Product classification shall be made basis on the formulation and
its benefits presence of ingredients available in the schedules

References: Drugs and Cosmetics Act, 1940; Drugs and Cosmetics (6th Amendment) Rules, 2010; FSSAI Regulations, 2016.




Claims & Substantiation

AT

fssai

AYURVEDA FSSAI

>

>

Evidence regarding efficacy can be supported by text
reference, published literature & monograph with
reference of classical texts.

Detailed clinical research to establish new formulation
Every product needs to be called out as “Ayurvedic
Medicine”- this is a mandatory labelling requirement

Manufacturing, process, specification and draft label —
licensing approval.

>

>

Claims can be made based on:

1. Nutrient or nutritional ingredients

2. Health related benefits

All health claims must be validated through adequate scientific data and on

the basis of human studies.

No claims to be made to treat or cure diseases

Label requires self compliance

*ASU: Ayurveda, Siddha, Unani Traditional Medicines

References: Patvardhan et al, 2017; FSSAI Regulations, 2016




Focus of FSSAI for Future

“One Nation One Food Law”

FSSAI’s Focus — 3 Way Partnership:

FssAl building New India

Nation
h Food Law

Enabling citizens to have Safe & Nutritious Food

Robust Regulatory Framework — to have globally
benchmarked food standards & practices, expansion of
Food Laboratories Network capacities

Self-Regulation - responsible food business operators to TRUSTWORTHY THREE-WAY PARTNERSHIP |

ensure compliance to regulations — -
Increasing Awareness - the last mile connectivity g m @
through consumer awareness & education, National RESPONSIBLE RESPONSIBLE RESPONSIBLE

food campaign #EatRightIndia; Public Private REGULATORY SYSTEM FOOD BUSINESSES CITIZENS
Partnerships (PPPs), etc.
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PN DAESANG

GMO Labeling ---

¢ ST

\‘\‘.HW_
ﬁccup); new mexico "\J)\ \"\

O Proponents:
- Provide the Rights to choose because GM Foods are different from regular foods
and there are no hard evidence or information to approve of its safety.
O Opponents:
- Science and related industries report that GM foods are safe and not different
from regular foods, and the implementation of the labeling system is costly, while
the effects are minimal.

Various GM labeling standards among countries depending on their opinions.




International GMO Labeling Status

[GM Labeling Standards by Different Countries]

PN DAESANG

Types

Country

Items

Unintentional
Contamination
Allowance Rate (%)

‘Not Concerning’
Residual
GM DNA

* Raw-material based

EU

5 Agricultural Produce Types and Processed Goods

0.9%

5 Agricultural Produce Types and Processed Goods

0.9%

Specified Agricultural Produce Types and Processed Goods
(Total 17)

Specified Agricultural Produce Types and Processed Goods
(Total 20)

3%

‘Concerning’
Residual
GM DNA

Specified Agricultural Produce Types and Processed Goods
(Total 13)

5%
(various rules for
exemption avail.)

Australia/
N.Zealand

9 Agricultural Produce Types and Processed Goods

1%

Japan

8 Agricultural Produce Types and 33 Processed Goods

Korea

6 Agricultural Produce Types and Processed Goods
- soybean, maize, cotton, canola, potato, alfalfa, sugar beet

¢ Grain Self-Sufficiency Rate: World Avg. 102.5 %, FR 193 %, US 125 %, CN 98 %, JPN 28 %,
S.KOR 24% (Soybean 5.4 %, Corn 0.8%)
¢ World-wide GMO Plantation Area: Continual growth since '96

2 Price Trends : Non-GMO products are more expensive (Recent 5 year average: Soybeans x1.47, Corns




PN DAESANG

GMO Labeling in Korea

O Definition: Genetically Modified Foods

FOOD SANITATION ACT

Article 12-2 (Labeling of Genetically Modified Foods, etc.)

(1) Foods or food additives that are manufactured or processed with agricultural products,
livestock products, fishery products, etc. cultivated or bred by utilizing biological
engineering technologies falling under any of the following as their raw materials
(hereinafter referred to as "genetically modified foods, etc.) shall be labeled as
genetically modified foods: Provided, That the foregoing shall be limited to genetically
modified foods, etc. in which genetically engineered DNA (Deoxyribonucleic acid) or
genetically engineered protein remains after the manufacturing or processing thereof:

(D Technologies that artificially recombine genes or directly inject nucleic acids forming

genes into cells or organelles within cells;

@ Cell fusion technology beyond a family on the basis of taxonomy.
Genetically modified foods, etc. that are required to be labeled pursuant to paragraph (1)
shall not be sold, or imported, displayed, transported or used for business for sale unless
they have been labeled.
Matters necessary for persons that are obliged to label, objects and methods for labeling, etc.
pursuant to paragraph (1) shall be determined by the Minister of Food and Drug Safety.




GMO Labeling in Korea JN DAESANG

O Implement of GMO Labeling (2001)

"FOOD SANITATION ACT Article 10 (Standards for Labeling)
(Established ‘00.1.12, Enforced '00.7.13)

"Labeling of Genetically Modified Foods, etc. |
(Established ‘00.8.30, Enforced ‘01.7.13)

V(Labeling Target) the food or food additive to be labeled as GMOs pursuant to
Article 16 of the Agricultural and Fishery Products Quality Control Act shall be
used as the main raw material (five ingredients used in large quantities) to
indicate that it is a genetically modified agricultural and fisheries product, and
shall be classified as the next item that contains DNA or foreign protein of the
genetic material after manufacturing and processing.




PN DAESANG

GMO Labeling Implement in Korea

O Major Progress of GMO Labeling (2017)

1. Labeling Target Range: From the 5 major raw materials to all raw materials;
2. Enlargement of labeling font size from 10 pt to 12 pt
3. ‘Non-GMO’, ‘GMO-Free’
- In case the GMO approved ingredients are not used (0 % unintentional
contamination); first raw materials with the highest contents over 50 %

@ According to Article 18 of the "Food Sanitation Act, genetically modified resources
that are approved for food uses; and any products using those as raw materials of
which a trace of protein is remaining after manufacturing processes must label GMO.

(@ Exceptions:

1. Agricultural products whose genetic modification is unintentionally less than 3%
and foods prepared and processed using this as raw material or food additives.
However, in this case, a separate distribution certificate or a government
certificate must be prepared.

2. certain food types (i.e. sugars, oils etc.) which are highly refined and do not
contain a trace of genetically modified DNA or proteins




GMO Labeling Implement in Korea JNDAESANG

O GMO Labeling Example:

“May contain genetically modified [name of agricultural product}”
- to mention possible composition of genetically modified materials if it is

difficult to identify the status
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GMO Labeling Implement in Korea JNDAESANG

O NGOs demands full GMO labeling based on raw material

- To indicate GMO status of soy sauce, oil, and sugar which
undergo high-refining processes and do not have protein remaining

[HHZE] GMOATEAIM Al S ZFELICH

- FtE|nze| 7|gt - Mol facebook - ***
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=

o
- HAAF 2018-03-1 o 2018-04-1

EEEEEEE————————
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[National Petition System]




PN DAESANG

Issues on GMO

No Consensus on Safety
Scientifically Unmanageable to Detect
NON-GMO Labeling
Unintentional Contamination

Price Increase
(production equipment, storage, new package, testing...)

Trade Friction




PN DAESANG

Conclusion / Suggestions

O Need an Advancement of GMO Inspection Methods
- A standardized method for detecting GMO in soy sauce, oil, sugar
that have undergone a high-refining process.

O Establishment of International Standard for GMO Labeling
- As with the Codex and OECD Guidelines on GM Analysis, an internationally
harmonized standard for GMO Labeling could be effective.

O Public Educations
- By the different age groups (i.e. children, housewives, etc.)
- The government approval processes to confirm the safety of GMO
- Risk of non-government approved GMO
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Updates on Amendment of Infant Formula
Regulations

Management Measures for Formulation Registration of Infant Formula Milk Powder
Products (Draft for comments) (WTO Notification Aug.05th.2019 )

Working Rules for On-site Inspection Of Special Food Registration(Interim) (Draft
for comments) (July.17th.2019)

GB 10765 Infant formula,GB10766 Older Infant, GB10767 Young Children
Formula (Draft for comments) (Aug.31.2018)

Technical Guidelines for the Alteration of Formulation Registration

of Infant Formula Milk Powder Products (Draft for comments) (July.24th.2018)
GB 23790 Good Manufacturing Practice for Powdered Formula for Infants and

Young Children (Draft for comments) (not public)



Management Measures for Formulation Registration
of Infant Formula Milk Powder Products
(Draft for comments)

Key Changes

1 The whole production process capability

2 Seven cases that registration is not yranted

3 Working days of procedures are shortened

4  Clarify that for practical manufacturing reasons, the formula
can be adjusted in a specific range, no need to apply for
alteration registration



Technical Guidelines for the Alteration of Formulation
Registration of Infant Formula Milk Powder Products
(Draft for comments)

If the science and safety If the science and safety of the
of the formula is not being affected formula is being affected

_ ﬂ?elocation of the manufacture\
The name of the enterprise, the

production address and the legal : :
representative. Varle_ty, st_atus and quallty_ |
specifications of food additives

The content claims on the label and raw materials.
and instruction allowed by the
GB standard. The amount of raw materials

_ and food additives is altered
Registered trademarks , and caused the sequence
graphics, product standard change of the ingredient list on
codes, certification items on the /

I(bel and instruction etc. / the label etc.




Technical Guidelines for the Alteration of Formulation
Registration of Infant Formula Milk Powder Products
(Draft for comments)

Should re-apply for new
reglstiaion Obvious alteration of product formula;
Th ducti The nutrition composition table
e production process | being altered

type(wet process, dry and
wet process) being

altered:



Key Changes on Infant Formula Standards

Adjust the nutrient limits O Seperate standards for older infants and
‘ Young Children

7 Key '
Changes

Set maxmium level limits Set minimium level limits

y D

Separate requirements O O Alignment with other safety standards
for soy formula and cow's milk

formula



Key Changes on Infant Formula Standards

Infant GB10765 Older Infants GB10766 Young Children GB10767

Nutrients

Se((ug/100kca
1)

Choline(mg/10
Okcal)

Mn(ug/100kca
1)




Key Changes on Infant Formula Standards

Infant GB10765 Older Infants GB10766 Young Children GB10767

Optional
Nutrients

Taurine
(mg/100kcal)

DHA
(mg/100kcal)

AA/ARA(mMg/1
OOkcal)




Working Rules for On-site Inspection Of Special Food
Registration(Interim)

1.This regulation applies to infant formula, FSMP and health food on-site
inspection. When necessary, it applies to the inspection of the raw

materials, excipients, packaging materials and other production process.

2.SAMR could authorize a qualified third-parties to conduct on-site registration

inspection.

3. The applicant shall be prepared to accept the on-site inspection of registration before

submitting the application for registration; the applicant shall, within 30 working days

from the date of being informed, correspond and confirm.



Amendment on the Regulations of FSMP

GB 29923 GMP of FSMP(draft for comments) July.22th.2019

Working Rules for On-site Inspection of Special Food Registration(Interim) (draft for
comments) July.17th.2019.

Administrative measures for the examination of Advertising of Drugs, Medical
Devices, Health Food, FSMP (draft for comments) June.6th.2019

Detailed rules for examination of production license of FSMP Feb.1th.2019.

GB25596 Standard of FSMP Intended for Infants(draft for comments) (not public)
GB29922 General Principles of FSMP,other nutritional complete formulation standards
for specific diseases

Guidelines for Clinical Trial of FSMP



Key Changes on GB25596 Standard of FSMP
Intended for Infants(draft for comments)

Adjust the nutrient limits O O Add 6 new categories

| > |

Key
Set maxmium level limits ~— \‘Changes’ - Set minimium level limits

y |

Adjust Applicable condition O O Alignment with other safety standards



Other Standards of FSMP

GB29922
General Principles of FSMP

Kidney Disease Tumor

Sarcopenia

Refractory
Epilepsy Liver Disease

Diabetes Trauma,infection;
surgery
or other stressingsState




Guidelines for Clinical Trial of FSMP

Tumor tandard of FSMP

g.31th.2018

GB**** Clinical Applica

June.13th.2019 draft for comments )

Diabetes
June.13th.2019

Sarcopenia

Jan.23th.2018

Kidney Disease

June.13th.2019



—— THANK YOU——
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The Update of Regulations for
Food Cultures and Probiotics in China

11t BeSeTo Meeting
Penang, Malaysia
September 26-27, 2019

Yan Wen

Head of Regulatory Affairs & Product Stewardship, Greater China
DuPont Nutrition & Biosciences

11th BeSeTo Meeting, Penang, Malaysia



Contents

 Food Safety Control Framework in China

 NHC Regulations for Food Cultures and Probiotics
« SAMR Probiotics Health Food Regulation

» Scientific Consensus on Probiotics

e Summary

11th BeSeTo Meeting, Penang, Malaysia



State Food Safety
Council

Secretariat of the
Council
SAMR

Ministry of National Health State General
Agriculture and Commission Administration for Administration
Rural Affairs (NHC) Market Regulatory of Customs

P
=
=
&5

China National Centre for
Food Safety Risk
Assessment (CFSA)

CFSA serve as secretariat for

» National Food Safety Standards Committee

* National Food Safety Risk Assessment
Committee

UL SFLOMOUIRL] [011U0r) AlojeS POO;]




Live Microorganisms

Distinguished by function

Used for food fermentations —
starter culture

Substantial and characterizing
component

Used as a probiotic

Beneficial physiological effect on the
host

11*hBeSeTo Meeting, Penang, Malaysia
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NHC Regulations for Food Cultures and Probiotics

Product Standards
LAB - QB/T4575
Yeasts — GB31639

Food Cultures—
drafting since 2016

Finished Food

Food
Cultures &
Probiotics

Detection Methods
Standards

Detection of LAB -
GB4789.35

General Standards
Labeling - GB7718

Use of Food :
» Detection of
Additives - GB2760 Procedure of Bifidos —

Safety Assessment GB4789.34
for Food Cultures -

drafting since 2018

11th BeSeTo Meeting, Penang, Malaysia



NHC Regulations for Food Cultures and Probiotics

The list of culture species permitted for use in general food

Year of Sum of
approval species

<2005

2010

10

21

(excluding fungi)

Latin Name Year of Sum. of Latin Name
approval species

Bifidobacterium bifidum

2010 22 Propionibacterium.freudenreichii ssp.shermanii
B. adolescentis (1
.o 10 | ,

B. infantis b\o\\c 5 Lactococcus lactis subsp.lactis
B.1 el O‘ 9(0 d‘” —200 Lactococcus lactis subsp.cremoris

longum iy S ¢00 2011 25 . ) ) .
Bl  yedt® Lactococeu lactis subsp. Diacetylactis The list of strains permitted for use in
L. acidophitus GFOP infant and young children’s food
L. Casei subsp. Casei 2012 26 Leuconostoc.mesenteroides subsp.mesenteroides

' ‘ Year of Sum of Latin N No. Strai
Lactobacillus. bulgaricus Pediococcus acidilactici approval  strains SAELNEN IS @o DA
Strept th hil

dEpie ol 2014 28 Pediococcus pentosaceus Bifidobacterium animalis Bb-12
Lactobacillus reuteri
Bifidobacterium animalis (B. lactis) Kluyveromyces marxianus Lactobacillus acidophilus NCEM
Lactobacillus delbrueckii subsp. Lactis Lactobacillus sakei 2011 6 HNO19

2015 30 Bifidobacterium lactis
L. fermentium Propionibacterium acidipropionici Bi-07
L. gasseri . HNOO1
Driliplosaasy ol Lactobacillus rhamnosus
L. helveticus LGG
, B Staphylococcus carnosus
L. johnsonii 2016 35 2014 7 Lactobacillus reuteri DSM17938
. Staphylococcus xylosus

L. paracasei
L. plantarum Bacillus coagulans G 5 Lactobacillus fermentum CECT5716
L. rhamnosus 2019 36 Lactobacillus curvatus Bifidobacterium breve M-16V

L. salivarius

L. crispatus

11th BeSeTo Meeting, Penang, Mala7ysia



NHC Regulations for Food Cultures and Probiotics

Procedure of Safety
Assessment for

Food Cultures —
drafting since 2018

Traditional food cultures notin « Scope may include microorganisms

the list — grey area (mold cheeses as food starter cultures, probiotics,

ban crisis) strains for food enzyme
productions, but GMMs are not

Follow the procedure of Novel included.

Food Ingredients for adding new

species * Procedure applied to new
microorganisms to be added in the

Specie level for use in general positive list.

food, strain level for use in Infant

and young children’s food « WGS taxonomy, virulence, AMR,
pathogenicity assessment will be

No regulatory term for “probiotics” required.

within NHC

11th BeSeTo Meeting, Penang, Malaysia



NHC Regulations for Food Cultures and Probiotics

Product Standards

LAB - QB/T4575, Yeasts
- GB31639

Food Cultures—
drafting since 2016

Finished Food

GHP Standard

Food Cultures —
drafting since 2013

Food Cultures Plants

- Scope (bacteria, molds and yeasts) - General Principles

- Application (ready to eat, food processing) - Design and Facilities

- Pathogens (free of salmonella, listeria, etc.) - Maintain and Sanitation

- Viable cell count (>=1x108 CFU/g(ml)) - Control of Operation

- Labeling - Environment and Personal
Finished Food Hygiene

- Handling, Storage and

- Exemption of TPC requirement when live )
Transportation

food cultures are added in finished foods,
e.g. infant formulas, beverages,
confectionary.

11th BeSeTo Meeting, Penang, Malaysia



NHC Regulations for Food Cultures and Probiotics

Detection Methods

General Standards Standards
Labeling - GB7718 Detection of LAB -
Use of Food Additives - GBAE9:55
GB2760 Detection of Bifidos —
GB4789.34
Labeling - GB7718 Detection Methods
 In finished food, possibility to label * Plan to develop the
“starter culture” as a generic name, enumeration methods for all
instead of every culture specie’s name in species approved in the
the list of ingredients positive list, while in the
current version only
Use of Food Additives — GB2760 Bifidobacterium, Lactobacillus
and Streptococcus can be
 Cultures are food, added “food detected

cultures” into the list of food
categories in GB2760.

11th BeSeTo Meeting, Penang, Malaysia



SAMR Probiotics Health Food Regulation

q?
nd res
sed @
. (
prob‘\o’&\GS General Food sHealth Food - v spproves
\Nhe‘-e — B (SAM R) B ealt 00 Healthpglaims
= v Special Food | Infant and young &
g O (SAMR) children’s Formula REBS
el
" o
x . qv] 2 Pharma (NMPA) FSMP
O Q
5 2 .
QD_ — Cosmetic (NMPA)

—  Feed (MARA) SAMR-State Administration for Market Regulation
NMPA-National Medical Products Administration
MARA-Ministry of Agriculture and Rural Affairs
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SAMR Probiotics Health Food Regulation

Food Safety Law

Implemented on Oct 152015 RERG®

Section 4: Special Food

Article 76 Health food made of raw materials not
included in the catalog of raw materials for health
care and imported health food shall be subject to
registration with the food and drug
administration under the State Council.

In the event that the imported health food is made
of nutrient ingredients such as supplementary
vitamins and minerals, it shall be filed with the
food and drug administration under the State
Council for notification.

Regulation for Health
Food

The Administrative Measure

of Registration and
Notification for Health Food

Implemented on July 15t 2016

Highlights:

* Dual-track approach
v' Registration - slow, complicate, minority
v" Notification - fast, simple, majority

* Functional ingredients list for
Notification
v Current: vitamins, minerals
v Developing: melatonin, lutein, DHA, etc.

v' Ongoing project: probiotics and
prebiotics, etc.



SAMR Probiotics Health Food Regulation

Approved probiotics health food before

new regulation (NO. 100+ ) Approved Probiotics

0 Health Claims

20
15 & Immune: 61
10 - o Balance gut flora: 49
5 H H .
\ ' Y o o Tl D — o Constipation: 22
S S S & W . & » Digestion: 4
:@ _ﬂﬁﬁ\ &/ S ¢§J ‘@sﬁp _\-‘A‘-‘%\\ \%®’\> @,;f.@@ ﬁ;@éﬂ ‘b;'l\\\ \-’i’\?“\\ ,{\gi,‘" J
A O I A S R AR
N -ﬁg@ # | & @ <& S @}:\ &
@-‘?’ %ﬁﬂi‘/ _%\\‘\-\‘
&
A

Only 2 new approvals recently after new regulation ( submitted in 2013)

= & f# B G20131108 ¥ TR A R P EEY TEERAF

B {1 G20131136 EREfC - E M H A EMTEARAT



SAMR Probiotics Health Food Regulation

Regulation for Probiotics Health Food Registration

Circulated for public comments by SAMR

March 21t 2019

Summary of comments received

July 15%, 2019 published by SAMR

Total 101 comments received, only 4 accepted

Main Changes » -

Scope

Definition

Function

Taxonomy &
Safety

Label

Probiotic list

Total viable
count

Live, dead,

eEbelEe Live probiotic only

Definition of

No definition for .
Probiotic, follow

Probiotic

FAO/WHO
Specie level. Strain level
WGS, AMR, virulence,
Pheno, virulence pathogenicity

evaluation

Strain designation

Specie or strain .
is mandatory

10 species, NHC list

acceptable. Refer to NHC list

10® CFU/g 107 CFU/g

11th BeSeTo Meeting, Penang, Malaysia



SAMR Project on Probiotics and Prebiotics
Functional Ingredients for Health Food

Called for bidding on Sep 25" 2018

F—E A
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REEREAEFHRTIER (LT EHEI) (T8RS GXTC-18700106)
PATER LT, FWUEMSERIRTEA ST EEXESmAEWT: -

1 EEE PSR
FTE VRIS
ETIEATE B
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e

CFSA won the bidding project
Duration: Nov 15t 2018 - Jan 318t 2020
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SAMR Project on Probiotics and Prebiotics
Functional Ingredients for Health Food

- 9 Probiotic Culture Species - 7 Prebiotics

1 Bifidobacterium bifidum
Isomaltooligosacharide, IMO

2 Bifidobacterium longum
3 Bifidobacterium breve 2 Fructo-oligosaccharide, FOS
4 Bifidobacterium adolescentis 3 Galactooligosaccharide, GOS
5 Bifidobacterium Lactis , _

(Bifidobacterium animalis subsp. Lactis) 4 Xylooligosaccharide, XOS
6 Lactobacillus acidophilus 5 Lactosyl fructoside, LACT
7 Lactobacillus plantarum _ _

) ) 6 Soybean oligosaccharides, SOS

8 Lactobacillus reuteri
9 Lactobacillus rhamnosus 7 Inulin

Expected outcome: format of functional ingredient list, with NCFM as an example

Name of Origin Function Daily Dosage Form Target Population not
ingredient Population suitable

Lactobacillus Human gut Balance gut 21.0X 10°CFU/day Powder
acidophilus flora
NCFM

11th BeSeTo Meeting, Penang, Malaysia



Scientific Consensus on Probiotics

A tReSRHEERSS CIFST

Chinese Institute of Food Science and Technology

Probiotics Scientific Consensus (2019),
Launched on May 23th, 2019 on
“The 14th International Symposium on
probiotics and health”

(R EMBISRFIRDY e .“'.'u
g TENHER2U - LS
RESRETN >0

RAWANRG

L (N MOk N
NRuknN~s '8

Probiotics and Health Experts Consensus,
Launched on May 29t 2019

— i Sk
=, FEESSMNTN § 0. SEENEE h. wtEiEEEEN

CFIC Besasmnuszins

Probiotics Scientific Facts, CFIC
* Plan to launch in Nov 2019

* Collect scientific evidences on
health benefits of probiotics

* Interpreter hot, rumor, misleading
messages

« Strong media and consumers
communication

11th BeSeTo Meeting, Penang, Mall7aysia



Summary

« Food cultures and probiotics are highly
regulated in China

 Many regulations are under revision or
development by NHC & SAMR

* Important to have scientific voice to support
regulatory changes

* Industry participation is essential

« Bright future ahead

11th BeSeTo Meeting, Penang, Malaysia
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Agenda MANAGASE

* History of labelling regulation in
Japan

* Current labelling regulation

* National survey on health damage
from allergic reaction 2019

* CODEX Committee starting a
discussion on allergen labeling



History of labelling regulation in Japan

March 2002

Set the first regulation regarding the
allergen labelling in the Food Sanitary Law.

Mandatory

5 ingredients

(Milk, egg, wheat, soba, peanut)
Voluntary

19 ingredients

December 2005 Added banana on voluntary
ingredients

June 2009 Shrimp and crab upgraded on
mandatory ingredients from
voluntary ingredients.

September 2014 Added cashew nuts and sesame on
voluntary ingredients.

April 2016

Enforcement of Food Labelling Act (with
transition period)

M NAGASE




Current labelling regulation (1)

Specified Ingredients (7)

Mandatory label

Items equivalent to
specified ingredients (20)

Voluntary label

M NAGASE

Shrimp, crab, wheat, soba,

egg, milk, peanut

5

&

& D
Abalone, squid, salmon roe,
orange, cashew nuts, kiwi fruit,
beef, walnuts, sesame, salmon,
mackerel, soy, chicken, banana,
pork, matsutake, peach, yam,
apple, gelatin



Current labelling regulation (2) A NAGASE

15t option: Individual labelling (preferable)

Ingredients: Potato, Ham (contains egg and
pork), Mayonnaise (contains egg and soy),
Seasonings (amino acid)

2"d option: Collective labelling

Ingredients: Potato, Ham, Mayonnaise,

Seasonings (amino acid), (partly contains egg,
pork, soy)



National survey on health damage from allergic reaction
2019 (1) Method and result

Asked the doctors (n=1,105) to report how many
patients showed up for allergic symptom, every 3
month a year. In total, 4,851 cases are reported.

M NAGASE

The largest
number for O
years old baby.

1600

Male : Female

1400

2,897 :1,954

1200

1000
800
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400

200
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National survey on health damage from allergic reaction ANAEASE
2019 (2) Allergen
Nuts cases got N=4851
dramatically
increased! tgg: 1,681
3y Milk: 1,067
. 251 § _ V4
)I.:\.Ln.u.f_c ™

Mandatory ingredients: 76.5%

=> Covers most of the allergens!

\_

H Mandatory ingredients +Voluntary ingredients: 94.0%

/

HmEgg EMilk ™ Wheat HETreenuts M peanuts fruits Mmfish egg M crustacean Msoba Msoy M fishegg ™ others )



National survey on health damage from allergic reaction
MNAGASE

2019 (3) Discussion & Consideration

4 Y UPDATE O
September 19, 2019
New Notification

Almond is listed in the
\ “items equivalent to specified ingredients” /

Instant type 40 74 251
Walnuts Shocking 4 7 42

symptom

Instanttype O 14 21
Almond Shocking 0 4 1

symptom
11
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CODEX Committee starts discussion on allergen labeling

CODEX ALIMENTARIUS COMMISSTON

Food d.lld Agriculture % ‘-‘.:p World Health
-4

Organization of the
United Matians .rf ﬂrgﬂﬂlzﬂtlﬂﬂ

Viale delle lerme i Caracalla, 00133 Home, Haly - Tell r+34) 05 57057 - E-mall. cosexil’as arg - www.codexalimentarnus.ang

REP19/FL

JOINT FAO/MWHO FOOD STANDARDS PROGRAMME
CODEX ALIMENTARIUS COMMISSION
Forty-Second Session

Geneva, Switzerland
8- 12 July 2019

REPORT OF THE FORTY-FIFTH SESSION OF THE
CODEX COMMITTEE ON FOOD LABELLING
Ottawa, Ontario, Canada
13 - 17 May 2019

M NAGASE
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Agenda Item 8

93.

94,

a3,

DISCUSSION PAPER ON ALLERGEN LABELLING (Agenda item 8)™

Australia introduced the item, also on behalf of the co-drafters: United Kingdom and United States of
America and recalled that CCFL44 had identified allergen labelling as a subject of possible new work, and
had agreed to issue a CL to collect information on the current practices, issues and any potential role for
CCFL in this area. She explained that the findings demonstrated support for work on reviewing and revising
the GSLPF to amongst others: clarify the listed food and ingredients known to cause hypersensitivity, and
potentially to update the current list to include new foods and ingredients, possible deletions or provide
exemptions; need for further information on how allergens should be presentad on food labels to ensure
consumer protection and to provide more technical specifications for industry. She also noted that there was
an increase in the use of *precautionary labelling” or *advisory labelling” and “free from” claims. All of this has

T CH/FL 10M57; CRDOT (Dominican Republic, European Union, El Salvador, Thailand, FeodDrinkEurope):
CRD14 (Indonesia); CRD15 (Kenya): CRD 17 (South Africa)

CX/FL 19/45/8; CRDE (comments of Argentina, Deminican Republic, El Salvador, European Union, Malaysia,
Micaragua. Panama, Republic of Korea, Thailand, Foed DRinkEurope, FIVS, and OIV), CRD14 (Indonesia), CRD15
(Kenya) and CRD17 (South Africa).

"

REP19/FL 12

led to allergen labelling that is not always clear or understood by consumers. In view of the current work in
CCFH on the Code of practice on food allergen management and their proposal to FAOMWHO to provide
scientific advice regarding threshold levels, it was timely for CCFL to also consider guidance for
precautionary allergen or advizory labelling.

In view of the findings, she recommended that the Committee consider initiating new work as described in
the project decument, and to request scientific advice from FAOMHO relating to the list of foods and
ingredients in section 4.2.1.4 of GSLPF.

Discussion

There was general support to start new work and to request scientific advice from FAQOMWHO.

96.

97.

98.

99,

M NAGASE

Delegations alse peinted out:

= The need to consider advice from social science experts on how consumers understand allergen
labelling and advisory statements.

*= The need to ensure that the work on precautionary allergen labelling is consistent with the ongoing work
of CCFH on the Code of practice on food allergen management for food business operators.

= That any change to the list of 4.2.1.4 of GSLPF should be based on the scienfific advice from
FAQMHO.

An observer referning to their comments in CRDE, drew the attention of the Commitiee to its allergen
management guidance for food business operators (2013) and its non-paper on precautionary allergen
labelling which could be useful for the new work.

Conclusion
The Committee agreed fo:

a. Start new work to review and clanfy the provisions relevant to allergen labelling in the GSLPF and
develop guidance on precautionary allergen or advisory labelling, and to submit the project document
{Appendix IV for approval by CAC42.

k. Establish an EWG chaired by Australia, and co-chaired by the United Kingdom and the United States of
America, working in English to:

# Prepare proposed draft revisions and guidelines for circulation for comments at Step 3 and
consideration by CCFL46; and

+ Take inte account the scientific advice from FAQ/MWHO and evidence based consumer
understanding of allergen labelling and advisory statements.

c. Reguest scientific advice relating to the list of foods and ingredients in section 4.2.1.4 from FAQ/MWHO
on:

i. Whether the published criteria’? for assessing additions and exclusions to the list is still current and
appropriate.

ii. Subject to the advice on the criteria above:
= whether there are foods and ingredients that should be added to or deleted from the list.
= clarification of the groupings of foods and ingredients in the list.

= whether ceriain foods and ingredients, such as highly refined foods and ingredients, that are
derived from the list of foods known to cause hypersensitivity can be exempted from mandatory
declaration.

The EWG report shall be made available to the Codex Secretariat at least three months in advance of
CCFL486.



M NAGASE

For details with more clear sight,

click here!
N

http://www.fao.org/fao-who-codexalimentarius/sh-
proxy/en/?Ink=1&url=https%253A%252F%252Fworksp
ace.fao.org%252Fsites%252Fcodex%252FMeetings%25
2FCX-714-
45%252FFinal%252520Report%252FREP19 FLe.pdf
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Thank you for your attention!
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SEOULTECH

Update for New Food Labeling and
Advertisement Act in Korea

Ji Yeon Kim, Seoul National University of Scieng




'Why new food labeling act?

3 Acts and 8 standards

1) Food Sanitary Act
2) Livestock Products Sanitary Control Act
3) Health Functional Food Act

Comprehensive mandate In

Notifications (not Law)
*Cosmetics Act

*Labeling Act of Origin for Agriculture
and Marine Product

Food Labeling Standards
Livestock Product Labeling Standards
Health Functional Food Labeling Standards

Regulation for comparative labeling standard and
method of sodium content

« Genetically Modified Foods Labeling Standard

« Labeling and Advertisement of Health Functional Food
Review Standard

« Labeling and Advertisement of Food for Special Dieta
Use Review Standard

» Regulation for Approving Reliability of Certification or Assura




Because of too complex regulations

» Need to protect from false or exaggerated labeling and advertisement

« Administrative punishment for labeling: 552(2015) — 540(2016) — 341(2017)
* Quick shutdown in on-line labeling and advertisement:
18,431(2015) — 20,627(2016) — 41,435(2017)

» Too many regulations that are required by law (act)

— Confusions in frequent revision of regulations
» Inconvenience for management by items

(food/Livestock product/Health functional foods)




.Purpose

4 Consumer protection and health promotion

« Substantiation for labeling and advertisement
« Suspension order for false and exaggerated labeling

[4 Consistent management

- Reduce cost and resources

Oth # Consistency in food labeling regulation
thers Prevent for waste of administrative energy




Article 1

Purpose

Article 12

Advice for regulation and
management

Article 2

Definition

Article 13

Public relations and consumer
education

Article 3

Relation to other acts

Article 14, 15

Correction order, Recall etc.

Article 4

Labeling standard

Article 16

Suspension of business

Article 5

Nutrition labeling

Article 17~19

Imposition of surcharge etc.

Article 6

Comparative labeling for sodium
contents

Article 21

Official announcement for violation

Article 7

Article 8

Advertisement standard

Article 22~24

Support of national treasury etc.

Prohibition of unfair labeling and
advertisement

Article 25

Legal fiction as public official (penalty)

Article 9

Substantiation of labeling and
advertisement BElEEIIIRGETIES

Article 10

Article 26~29

Penalty

Voluntary review for labeling and
advertisement

Article 30

Joint penal provisions

Article 11

Establishment and operation of

review board

Article 31

Fine




4 Article 8(Prohibition of unfair labeling and advertisement)

— Consumer protection from misunderstanding(Enforcement rule — Act)

Prevention or treatment of disease

May cause the recognition of food as medicine

May cause the recognition of food as health functional food

False and exaggerated labeling and advertisement

Labeling or advertisement for consumer deception

Labeling or advertisement denouncing another company’s product

Labeling or advertisement that unfairly compared with that of another company’s product without any
substantiation

Labeling or advertisement that significantly violates public morals or social ethics

Labeling or advertisement not following the results of the review




Before New Act

/— Conventional Foods - /— Health Functional Foods 4\
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Food Sanitary Act "Health Functional Food Act

General improvement of body structure and function, Foods manufactured (including processing; hereinafter
authorized expressions related to health the same shall apply) with functional

Ingredients beneficial for human body




™ So called A

(general improvement of body structure and function, authorized expressions related to health)

— Similar to Health Claims

v

Health Functional Food Act

‘ Foods manufactured (including processing; hereinafter the same
shall apply) with functional ingredients beneficial for
' human body

beneficial effects to health, such as physiological effects

Nutrient function/Physiological function/Reduction of disease risk

“Chance to be harmonized”







/
"Tﬂ «Workshop by ILSI Korea: Health Claims for Conventional Food_2018. 7. 12]

Necessity

A comprehensive review of the direction of change in

the ‘health claims on conventional foods’ according
to the 'Act on Food Labeling and Advertisement’

1.

Contents

Held a shared seminar for various stakeholders,
Including examples of health claims for
conventional food in excluded countries

ldentifying the health claim regulatory
paradigm

Share various cases, including current

system and approval process and market

Expert discussion on the introduction of health

claims, including the current food hygiene law,
and the impact of the (health claims) food
Industry, etc.




Research Project supported by Ministry of Agriculture, Food and Rural A
2018.6-2018.12]
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[Forum held by Ministry of Economy and Finance 2018.12]
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4™ Industrial Revolutionary Committee Hackathon discussion
2019.3]

Activation of food industry by improving functional labeling system of food

Debaters draw two issues with regard to innovation in regulation of the marking of functionality of
food

-Legislation to health claims on conventional foods
-Promote health & enhance the consumer choice by providing them right information.
-Recognizing the effective implementation measures to bring new vitality to the food
iIndustry
Agreement:

Clarify content in sub-regulations in accordance with Codex Guidelines

- The consensus means “health effect” that can help to improve body tissues and its

functions




“Chance to be harmonized”

[Enforcement Decree of the Labeling and Advertising of Foods,
etc]

Article 3 (Content of Unfair Labeling or Advertising)

1. The details of unfair labeling or advertising under Article 8 (1) of the act
shall be as shown in appendix 1.

2. In addition to the matters stipulated in paragraph 1, the details of unfair
labeling or advertising shall be determined and notified by the Director
of the Ministry of Food and Drug Safety (MFDS).




[Appendix 1] Contents of unfair labeling or advertising (Article 3, Clause 1)

3. Labels or advertisements that may be recognized as health functional foods that are not health
functional foods : labels that expressed as having functionality under article 3, paragraph 2 of the
Act on health functional foods. However, display advertisements falling under any of the following
items will be excluded

- Label or advertisement indicating the function and content of nutrients as defined in the standards
and specifications of health functional foods pursuant to Article 14 of the Health Function Food
Act

- The Director of the Ministry of Food and Drug Safety specifies and discloses the health claims
that can be permitted in conventional foods

Public-private joint task force 2019.4




4 Public-Private Joint Task Force

& Generals

- Permitted health claims
- Not permitted foods bearing health claims
- Balance to health functional foods

- Nutrient profiling

& Meetings

« 6 times meetings (April ~)

« Governments, Industry, Academia, Consumers Union
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