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Background

3
http://www.fda.gov.tw
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Plasticizers, Phthalates

M Plasticizers - added to plastics, cement,
concrete, wallboard, and clay to increase
the plasticity or flexibility of the material

M Phthalates - commonly used plasticizers

M Plasticizers or phthalates are not food
additives
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Common Phthalate Plasticizers ort
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Use Food related use
DEHP |construction materials and efood containers
medical devices efood packaging

DINP |shoes, toys, garden hoses, and | efood wraps

building materials e plastic gaskets

DBP |cellulose plastics, adhesives, used on lids for
perfumes, and cosmetics food and beverage
containers

BBP |vinyl tiles, traffic cones, artificial

leather, and plastic foams efood conveyor

belts

DIDP insulation of wires and cables,
car undercoating, shoes, carpets,
pool liners 5

http://www.fda.gov.tw
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Toxicity of Phthalates
Carcinogenicity Reproductive toxicity | EDS*
(WHO-IARC categories)
Animal Human Animal Human
DEHP | Yes inadequate or Yes under study Yes
limited evidence
(2B)
DINP | Not classified by IARC Not under study No
significant
DBP | Not classified by IARC Yes under study Yes
BBP |inadequate |inadequate Yes under study Yes
or limited evidence
evidence ()
DIDP | Not classified by IARC Not under study No
significant

*EDS: Endocrine disrupting substances
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Event Description

7
A

FDA .
Scenario

B A probiotic supplement powder was found to contain
DEHP in an illegal drug monitoring project on April 7,
2011. TFDA promptly ordered recall

M The source of the DEHP was traced to clouding agent
used in flavoring additives. The clouding agent was
manufactured by Yu San Company (May 16)

B Prosecutors were involved (May 19)

B Clouding agent from Bin Han Perfumery Co. Ltd. was
found to contain another plasticizer DINP on May 26

DEHP: Bis(2-ethylhexyl) phthalate
DINP: Diisononyl phthalate 8
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Emergency Response Initiated

B TFDA established Emergency Response
Team to

» Trace product supply chain
> Evaluate affected products
» Coordinate local Health Authorities for recall

M Executive Yuan held an emergency meeting
on May 19 to

» Establish an inter-agency task force, DOH Minister
Chou was appointed convener

» The task force included DOH, MQOJ, EPA, CPC,
MOFA, MOEA and others

M Press released on May 23

~
frpa

1 ppm Set as Screening Reference Level

M Screen residue plasticizers level in food
for illegal addition

B Adopt USEPA oral Reference Dose (RfD)
for DEHP : 0.02 mg/kg bw/day

B Assume a 60 kg adult consume 2 kg food
per day, if 50% contaminated, the
reference limit of the contaminated food
would be 1.2 ppm ( 0.02 mg/kg/day X 60
kg /( 2 kg/day x 50%))

10

18
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Risk Assessment

B If plasticizer conc. in food above the reference level, but no
evidence of illegal addition, health risk assessment would
be performed

Ex. DEHP conc. in food of 3 ppm
(compared to the TDI of DEHP as 0.05 mg/kg bw/day
— for 60 kg adult is 3 mg/day )

Food wt or vol %TDI Calculated Risk
drinks 1L 100% High
(3ppmX1L / 3mgQ)
bread 509 5% Low
(3ppmx0.05kg / 3mg)
capsules, tablets, 59 0.5% Very low
powders (3ppmx0.005kg / 3mg)

11
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C
"Shelf-Safe Objective : D-Day (May 31)

B DOH announced “Plasticizer contaminated food
management principle” on May 28, 2011, five categories
of food : “sports drinks”, “juice drinks”, “tea drinks”,
“ljam, fruit paste, Jelly”, “capsules, tablets, powders”, if
using clouding agent, require a safety certificate:

(1) Prove of source - clouding agent come from DOH listed
suppliers
(2)Test report issued by TFDA accredited laboratories

B Products without a safety certificate were prohibited for
sell starting May 31 (D-Day)
B Products contaminated due to adulterated clouding

agent from Bin Han and Yu San shall be taken off the
shelf and recalled immediately
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“4ma Market Monitor After D-Day

B Total number of stores inspected : 49,652
B Requested off shelf : 4,076 stores, 29,337 items

B End products tested from inspection : 1,291 , no
intentional contamination was found

= No. inspected

B No. requested off shelf 1 180

— % requested off shelf

13
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Mroa :
fAvolved Companies and Products
- Jin Guoo Wang Food Co., Ltd -

Tamaru Enterprise Co.,Ltd.

1
1
Judicial involvement ii
1]
1 76 Eisz —
80 i @ companies identified
1
60 H
iR
0 771' III 420200 00000 0000 100 00000 00 00 0O
O l- =1 1 1 1 1 1 1 1 1 1 1 1
5/23 526 5/19' 5/1. 6/4 67 6/10 6/13 6/16 6/19 6/22 6/25 6/28 71 74 77 710 713 7/16 7/19
I: |
1
400 :
300 2o —4— products identified
200 E
100 |
0 0
1
5/23 526 52 56/1 6/4 6/7 6/10 6/13 6/16 6/19 6/22 6/25 6/28 7/ 74 77 710 713 716 7/19
i

* 23 May~19 July 2011 14
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C Involved Products

o
FDA

Companies

Involved :425
Products

Contaminated :877

Clouding Agent
distributor

Ingredient Supplier ( fruit flavor

powder, yogurt flavor powder, 186
concentrated fruit paste/jam) I 1 009

(End progluc'lt(supplier
sports drinks, fruit juice
drinks, nutritional 229

supplement capsules,
tablets, and powder)_ T —— )

supermarkets chain drink small shops bakeries
convenience cosmeceutical Stores night
stores restaurants markets 15
shops

e
FDA

C
Products for Export

W 22 Countries, 40 Companies » 235 Products involved
» Argentina, Brazil, Canada, Costa Rica, USA

» Australia, Brunei, China, Hong Kong, Indonesia, Japan,
Macau, Malaysia, Marshall Islands, New Zealand,
Philippines, Singapore, Vietnam

» Germany, United Kingdom
» Egypt, South Africa
B MOEA announced on June 3: products of the five

categories shall not be exported without a test
certificate

B Notice Sent through WHO INFOSAN, EU RASFF, and
importing countries.

16
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“¥pA  Plasticizer Level in Contaminated
B Raw materials Products

Category Plasticizer concentration (ppm)

clouding Agent DEHP : 68,004~113,402 (Yu San Co.)
DINP : 107,372 (Bin Han Co.)

spices — liquid 3~9,421
fruit jam — powder |1.6~5,241
fruit paste/jam 1706~119,914

concentrated juice | 1.5~3,296

B End products (DEHP content)

Category Contaminated (ppm) Normal (ppm)

sports drinks 9.1~-34.1 <1
tea drinks 2.5~14.5 <1
juice drinks 2.4~14.6 <1
capsules, tablets, _

and powder 1.5~1,675 <9

http://www.fda.gov.tw
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Management Strategies
and Actions

22
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Strategies

M Targeted investigation : Exhaustive investigation
of contaminated foods

B Stop source : Stop known plasticizer sources and
continuous inspection of foods on shelf

B Total disposal : Pool and destroy contaminated
products to rebuilt consumer faith

B Punishment : Administrative and legal action on
illegal plasticizer producers

B Amend law : Hold industry responsible and
strengthen food safety management

B Source management : Establish food traceability
system

http://www.fda.gov.tw
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Actions

B Mobilize Laboratory Capacity
B Transparency of Information

B Risk Management and Comprehensive
Communication

B Medical Consultation Services

M Disposal of Contaminated Products
B Impose Heavy Punishment

B National Food Safety Conference

20

23



http://www.fda.gov.tw

),
&/ I%A

Mobilize Laboratory Capacity

Category  Number Capacity
(sample/day)

Government 15 550
Private 34 2,630
Total 49 3,180

21
AP
e
FDA

C/ N
Transparency of Information

M Set up web page to provide real time
products recall information and Q&A

M Daily press release at 3:30 p.m.

B Consumer hotlines:

»Daily from 7 a.m. to 11 p.m. with 20 lines &
a toll-free number (0800285000)

®Inform importing countries,
communicate and meet representatives

22
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C/‘"D“Management with Comprehensive
Communication

B Meetings with head of local Health Authorities:
exchange information and make execution plan

B Meetings with industry: explain government policy and
answer questions

B Keep close contact with WHO, EU and other countries

B Proactively attend TV programs and advertise through
newspapers and magazines

B Risk communication with the public:
short education films, news tickers, posters, leaflets

23
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fron Medical Consultation Services

B Health consultation: 131 clinics
Serviced: 4,133 persons, referral of 54 persons
B BHP: Health education manual and questionnaire survey
B NHRI: Risk assessment and large scale epidemiology study

600

500 59

08
400
289

300 AN

241 2440 53 ,
200 | 82 174

13 141,
39

I 75
) S | I60 IAI69 Sog T 57422728 28

P 1o| I I 167 41428 g 121258

, b = ! Doz AANARS O N Nanelonns3 51 0225866025

5/29 6/1  6/4 6/7 6/10 6/13 6/16 6/19 6/22 6/25 6/28 7/1 74 77 710 713 7/16 7/19 -

Daily hospital visit statistics (5/29-7/19)

http://www.fda.gov.tw
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Aron Disposal of
Contaminated Products

S N,

W Statistics (2011.07.26)
»Amount destroyed : 5,704.5 tons
»Amount seized by prosecutors :18.8 tons
»>Disposal percentage : 100 %

26
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Impose Heavy Punishment

B Amend Food Sanitation Act

> Increase fines : 2,000 — 200,000 USD
(administrative)

> Increase fines: 330,000 USD (court)
» 7 year confinement

B Executive Yuan sent on June 2, 2011
M Legislative Yuan passed on June 10, 2011
M President announced on June 22, 2011

27
http://www.fda.gov.tw
Q)
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“Ioa National Food Safety Conference

B Customer trust and trade suffered, economic
loss estimated at 10 million USD

W June 21-22, 2011 : More than 470 from industry,
government, academia and consumer groups
participated

» Review the event

> Discuss management of food
additives

> Discuss food management at
the processing stage

» Strategies to strengthen food
safety

217
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- Major Prospective

Industry upgrade

v'Mandatory registration of food industry

v'Promote certification system for self management

v'Strengthen inspection, continuing education, and research capability
v'Establish Taiwan food additive industry association

Policy support

v'Revise regulations and guidelines

v'Prompt reward for model industry

v'Stipulate the category criteria and management of food additives

v'Initiate regulation of on-site inspection and certified food
technician signatory

v Establish food additive tracking and tracing system

v'Increase number of inspectors and testing ability

Social responsibility
v'Industry is responsible for providing safe products to protect consumer right
v'Conduct effective risk communication to avoid public panic

(O
FDA

C

End of Emergency
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- Announce TDI for Phthalates

B DOH announced Tolerable Daily Intake (TDI) for
five phthalate plasticizers on July 13, 2011

Phthalates TDI
(mg/kg bw/day)
DEHP 0.05
DBP 0.01
DINP 0.15
BBP 0.5
DIDP 0.15
' - . http J/lwww.fda.gov.tw
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Withdrew Temporary Control Measures

B Ground: Comprehensive investigation
completed, and all contaminated food
products has been destroyed or sealed

B The safety certificate requirement for
domestic marketing or export were
withdrawn on August 1, 2011
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fron Ongoing Control Measures

EmSource management
» DOH and EPA cooperate in toxic chemicals management,
establish reporting, checking and warning mechanism
BmMandatory food additive registration

» Enforce industry registration system, plasticizer in food add
to routine market monitoring

M Risk assessment and prevention

» Survey and trace plasticizer level in foods, establish
exposure data, understand background level, detect
unusual cases, prevent all possible source of contamination

HContainer management

» Amend specifications and sanitary standards, enforce
plastic food package and container standards 33
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Ongoing Control Measures (cont.)

M Process improvement
» Formulate “industrial guideline” to prevent plasticizer
contamination in food
M Inspection and prohibition
» Enforce comprehensive food inspection plan, monitor for
contamination source, and strengthen health-prosecutor
Interagency cooperation
M Sustained care
» DOH has drafted medical care and follow-up evaluation
SOP for care of complainants
® Follow-up

» NHRI: follow-up study on plasticizer epidemiology and
health effect
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Lessons Learned

http://www.fda.gov.tw
4rpa

Partnership and Inclusivity

B Food safety stakeholder network need to
be established

M Inter government cooperation, on aspects
of industry, moral, social, legal, education,
technology and management important

® Information sharing platform is one of the
key elements in global food safety
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