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JEXREH ~ REF -

BN GEARA Z IREETH - FREUFEBILEMBNERBA S ~ Rl
P~ ERCEARER - KRS TRER B OEEEE - AR 20 i
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F®E : Fostering Innovation and Collaboration for Better Health
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HEE SRR A E D R S (R S Office of Minority Health(OMH)
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B CDR Jacqueline Rodrigue, MSW, LGSW, Deputy Director, Office of
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ElEREEEE R
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ZPRE o BN EMAVERER, JEFEBA - I EERA - B
BLUSPRAITREER - EEEREA - EEGFRER - KT EH
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A& B & Medicaid EAE#AIH Medicaid 43 H 7y &iEBLIH
BEAE Y - HAmE R AR E D ay RGeS - HEFREN
B - BEERRENWE - BUFHIE TR a8 1615 - aEESY
5L B EVEAR > BE S (pay for performance ) o
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F®E : Linking Health Technologies and Opportunities for Tomorrow’ s Health
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B Michael B. Kastan, MD, PhD, Executive Director, Duke Cancer Institute
MR B E S A E B 2 TR L T R

B Steven Patierno, PhD, Deputy Director, Duke Cancer Institute; Director,
Population Sciences and Health Services, DCI; and Professor of
Medicine, Duke University Medical Center F1 g e ERFZE Fre/E& 22 0,
BETR

B Christina Cianflone, JD, Administrative Director, Cancer Health Policy
and Outcomes Research, Duke Cancer Institute 5 I i 2T FrJee i {d
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B Michaela Dinan, MD, Research Associate, Center for Research on
Prospective Health Care, Duke University Medical Center £1 7¢ KE2EZES
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RIEZEERTZ B £ > /2 Molecular cancer research st 15
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(D) B G ILB b Eb R " iR E A E =L &I s
KA E R BE F 5= | (The hospital-based colorectal cancer
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Risk Management Strategies for the

Contamination of Maleic Anhydride
Modified Starch in Food

Shiow-Ing Wu,
Deputy Director-General

Food and Drug Administration. Ministry of
Health and Welfare, Taiwan

Aug. 26, 2013

Scenario

Reports received: TFDA received reports that there may
be manufacturers use unapproved maleic anhydride
modified starch as a food additive on Feb. 2013.

What is your next step?

What is the maleic anhydride modified starch?
Is it a hazard?

How to assess it?

How big an impact does it have on?

What are our control measures?
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Risk Management

Assess
risks

Why does the food need to use Modified
Starch?

Modified starch is a starch treated with chemicals to
modify its physical characteristics, such as viscosity,
texture, and stability. It may be used for food and
non-food applications.

What is the maleic anhydride modified starch?

1. ltis used in food packaging materials, and is an indirect
food additive approved by the US FDA and EU EFSA.
2. It is not approved as food additive in Taiwan.

What kinds of food was contaminated by maleic anhydride
ified starchas?

4
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Common foodstuff contaminated with maleic
anhydride modified starch




Safety of Maleic Acid/Maleic Anhydride

Toxicity Maleic acid Maleic anhydride
acute toxicity Low (LDs, 708 mg/Kg, Rat) Low (LD50 400 mg/Kg, Rat)
reproductive and none none

developmental toxicity,
genotoxicity,
carcinogenicity

nephrotoxicity 1. Kidney damage was observed in  US EPA reported that no kidney
dog with a single dose of 9 damage was observed in a dose
mg/kg maleic acid,; of 100 mg/kg maleic anhydride
2. Inthe same study, no every day for 2 years in rat.

nephrotoxicity was observed in  Similarly, no kidney damage was
rat, mice and monkey, at doses  observed in a dose of 60 mg/kg
of 117, 191, and 29 mg/kg maleic  maleic anhydride every day for
acid, respectively. It indicates 90 days in dog.
animals of different species
show different sensitivity toward
Although animals given maleate alone showed transient impairment of
renal function, all promptly recovered and showed no persistent
impairment of health or renal functions despite repeated dosage

Risk Assessment : Pearl milk tea

F

Assume tapioca balls contain
400 mg/kg maleic acid. More
than 75 g tapioca balls (250
tapioca balls) would be
consumed every day over a
long period of time to exceed
the TDI.

* 0.5 mg/Kg* 60 Kg=30 mg/day for a
60 Kg adult

* 30 mg/day + 400 mg/kg = 75 g/day

57




Risk management

Assess risks

How big an impact dose it have?

[0 What percentage of products contain
contaminated maleic anhydride modified
starches?

[J Do we need to test the commercial products?
[J Where dose the sources come from?

[0 What countries are those contaminated
products exported to?

10
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What are the control measures?

The purpose of control measures

[0 Stopping Source & Market Clearance

[0 Market Inspection

continue to test commercial products;

tracking and tracing the source and

distribution of products and ingredients

involved;
recalls, and taking products off the shelves

11

Tracing of Starches in Maleic Acid-Tainted Food Products by TFDA (July. 27, 2013)
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Negative media coverage

TFDA hides the impact...

> & F =K

Director General of TFDA
ought to consider

It is obviously that those control measures cannot fulfill public’s expectation.

Start of 0527 Food Safety Project

<+ Health authorities complete the investigations, recall and
seal the non-compliant products and destroy the product
within 1 week

<+ All manufacturers of starch based products shall provide
Affidavit or Certificate to the sellers

<+ Health authorities start the overall inspection again from
June 1

< Speed up amendment of the Act Governing Food Sanitation

<+ Cooperation among governmental Agencies: chemical
management, food exporting, and public communications

14
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0527 Food Safety Project
Inspection of Affidavit or Certificate Provided
starting from June 1

15

Food Manufacturers and Products
Involved

< By June 1, 2013, 1,178 samples have been
tested by TFDA's lab. (372 products, 806
ingredients)
< Testing result: 163 samples have tested positive
for maleic acid (44 products, 119 ingredients)
chemical sellers involved: 4
starch manufacturers involved: 9
starch importer involved: 1
starch dealers involved: 27

- products involved: 11

16
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5 indicators show the end of
contaminated modified starch-crisis

Sources of illegal manufacturers:
only 9 manufacturers involved and no more manufacturers involved
Amount of seized products destroyed:

the amount of seized products destroyed decreased sharply and 71.6% of
them were destroyed

Non-compliant rate of laboratory test:

the non-compliant rate decreased from 53.8% to 1.1%
Maleic anhydride modified starch-free certification:

100% of food sellers post a certificate.

Hotline service: questions received through the hotline service
decreased from 41.1% to 9% 17 17

Amendment of
Act Governing Food Sanitation

[0 Strengthen food safety control and risk
management

[0 Strengthen food import management
[0 Strengthen domestic food business management
L1 Impose heavier penalties

For adulteration, counterfeiting, or use unapproved
additives in food, inprisonment of not less than 3 years
shall be imposed; if any death is caused, the maximum
punishment may be life inprisonment

[0 Consumer protection
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10 future strategies for food safety

e Mandatory registration of
food business ¢ Heavy penalties for illegal
e Cross-ministry involvement behaviors
in controlling the o Forfeit all of illegal profits
distribution of non-food from business
chemicals. o Offer a large reward to
e Establish food tracing and whistleblower
tracking system ¢ An idea for food safety
e Comprehensive labeling of fund
ingredients
© Partnership with NGOs and experts
~ Provide manpower and budget for TFDA and establish a good
- risk management system.

19

Risk management

Assess risks

ontro

l leasure

20
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It’s safe to eat these foodstuff.

Taro rice balls
Sweet potato rice balls
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Thank you for your attention
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Questions

[0 When is the appropriate time for press release when
facing food safety crises?

Take modified starch event as an example, we received an
uncertain information on Feb and revealed it on May. The
interval of 3 months allow us to investigate and clarify the
whole picture, and we even figure out how to deal with it
promptly. Instead of being ambiguous and hasty, what we
brought to the public is the real situation and solution.
However, the public just can’t stop complaining us about
the lag because they believes that they should have been
informed on the moment. So, could you please give us
some suggestion or comment about the timing for press
release?

Question

Is there any possible way to compensate consumers
when food safety problems come up?

For those unexpected incidents, insurance could be a
way to compensate. Actually, in Taiwan, we have already
established product liability insurance for definite health
hazard from the consumption of tainted food. But the
compensation could be not enough to consumer side. In
the meanwhile, the consumer protection group urged the
government to set the food safety fund for those cases
without definite connection between hazard and the
contaminated food which seems unfeasible. How could
we deal with that situation?

65




High-Quality Health Care at
Affordable Cost:
Taiwan’s Experiences and Challenges

Wui-Chiang Lee, mp, php, MHs
Director-General,

Department of Medical Affairs
Ministry of Health and Welfare,
Taiwan (R.0.C)

Aug 26, 2013

Dr. Wui-Chiang Lee

= Director-General, Department of Medical Affairs, Ministry
of Health and Welfare, Taiwan (R.0.C)

= President, Asian Society for Quality in Health Care

= Former CEO, Taiwan Joint Commission on Hospital
Accreditation

= Adjunct Associate Professor, National Yang-Ming
University

= Gastroenterologist , internal medicine by training

Education

= Ph.D., Health Service and Outcomes Research,
Johns Hopkins University Bloomberg School of Public
Health

= MHS, Health Finance and Management,
Johns Hopkins University School of Medicine, Baltimore,
MD

=MD, National Yang-Ming University School of Medicine,
Taiwan

66




Outlines

= High-quality health care at affordable
cost

= Emerging challenges
= The next
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Quality Care Strategies

Hospital infrastructure
Training & Education

_ - Affordability
Health Care Networking _- -

’ | il /| National Health Insurance
Quality Improvement
TQM, QCC, ISO, Clinical Pathway
Quiality indicators, EBM...

Taiwan Joint Commission

Patient Safety, EBM

1980 1980-90 1995 1999 2003 2010

WC Lee %%“zf" @

The Constitution of Republic of China

Chapter XIII
Section 4 Social Security
Article 155

The Country shall establish a system of
social insurance to promote social welfare.

To the aged and the physically disabled
who are unable to make a living, and to victims
of extraordinary calamities, the Country shall
provide appropriate assistance and relief.

1947
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‘ Health Insurance Evolution in Talwan

| Affordability and Equity of Care

Coverage Compulsory enrollment for citizens and legal residents

Administration | Single-payer system by government

Financing Premiums (including basic and supplementary
premiums )

Insured’s premium shared by the employee, employer
and government

Benefits Uniform package, affordable copayment

Providers 92% of providers contracted with NHI

disadvantaged

Payment Plural payment schemes under a glob
Privileges Premium and copayment subsidies for the NHV

!
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Benefits Package

 Child delivery
* Inpatient care
. *Outpatient care

e e Prescription drugs and certain OTC drugs
- «Dental services
‘Scope of - . Traditional Chinese medicine
- Benefits :
- *Day care for the mentally il
T e HOome nursing care

Budgets Allocations

USS$ 17 billions for 23 million people in 2012
About 6.6% of GDP

Hemodialysis DSt Chinese Medicine

5890, 7.03% 3.92%  149% Others

Primary Care _— _ _
18.04% Hospital (including outpatient)

63.63%

10
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Contribution Shares

Current premium rate: 5.17% Unit:9%
Category Government Employer Insured

1  Private-sector employees 10 60 30
Government employees -- 70 30
Self-employed/Employers -- -- 100

2 Union members of 40 -- 60
independent workers

3 Farmers/Fishermen 70 -- 30

4 Conscripted military 100 -- --
personnel

5 Low-income households 100 -- --

6 Veterans 100 -- --
Community groups 40 -- 60

Low Copayment for Outpatient
Fully Subsidize for the Poor and Very Sick

i Dental
Outpatient Care Emergency Carel

With Direct Care Chinese

Referral Visit Medicine
Medical
Centers ! 12 15 1.7 0~6.7
Regional _
Hospitals ' 8 10 1.7 0~6.7
District
Hospitals/ 2.1 S 1.7 0~6.7
Clinics - 1.7 5 1.7 0~6.7
Exemptions: Unit: USs

1. Catastrophic diseases, child delivery.
2. Medical services offered in mountain areas or on offshore islands. -
3. Low-income households, veterans, children under the age of 3. {:ﬁé\
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Assistance for the Disadvantag@)

Statutory Financial Medical
premium assistance for the assistance for the
subsidies near poot disadvantaged

Low-income

households Interest-free LLoans Guaranteed

emergency services
Disabled persons
Payment by
installments

The elderly Copayment

subsidies and

Referrals to charity mpti
exe ons

The temporarily otganizations

unemployed

NS

14

“Smart Hospital” Everywhere

Supported by the strong ICT industries and highly-
educated practitioners, many hospitals have widely
adopted ICT in daily practices for the past 10 years:

Hospital Information System workforce Iess

Picture Archiving and fllm Iess
Communication System (PACS)

Mobile Hospital ~|waitless
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Barcode Systems for Patient Safety

1 S
Source: Taipei Veterans General Hospital w
e 15

‘NHI Smart Card

Health care card

Health professional carid .«
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Clouding System for Health Data

Bureau of Health NHI
Promotion

Local He%Bureau National Health
Data Center

Accreditation System since 1978

Health Ambulatory Acute Hospitals  Sub-acute Rehab Long-term
promotion services Ilinesses Care
*Health * PGY *Hospital accreditation  « Infection * Psychiatr * Nursing
Promoting training  *Teaching hospital control ic rehab homes
hospital * Diabetes  capability « Tradition centers  *Long-
certification training  %PGY training medicine term care
*Non-smoking program  xInfection control » Respirato centers
hospital * Physical ~ %Research Ethic ry care
certification checkup  Committee/IRB center
» Weight services % Critical care level » Respirato
reduction * Aesthetic * Disease-specific ry care
campaign medicine  quality certification
* Children hospital
* Psychiatric hospital

* Cancer care quality
* Specialist training
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Positive Impacts of Accreditation on
Hospital’s Safety Culture

55
50
45
40
35
30
25
20
15
10

e==Teamwork

// = ==Safety Climate

// «==Job Satisfaction
/ ==Perception of
Management
o =—Working
Before After accreditation Conditions

A-1 AQ Al A2

Toward One Measurer System,

Contin,_u.ous__Measureme y§ D

" NHI

External

: _ auditing
quality-based National /Public

reimbursemer Quality
Core
Indicators

disclosure

Hospital internal
surveillance &
guality
improvement
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\ Real-Time Feedback & On-site Evaluation
(Accreditation Clouding System)

\ Continuous quality evaluation

Real-time survey
Performance evaluation

On-site survey
Individual and systematic

tracer P
- 75

. N/

‘ Hospitals Compete with Each Other on
Quality of Care

‘Universal |
. coverage/

- Easy
. access

High public
satisfaction
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Assured Quality of Care

Life Expectancy (2009) Infant Mortality Rate: 4.2 per 1,000
Female Male United States
Japan 86.4 79.6 Canada
Spain 84.9 786 New Zealand
Switzerland 84.6 79.9 United Kingdom
Italy 84.5 791 Switzerland
France 84.4 77.7 Australia
Australia 83.9 79.3 Taiwan
Korea 83.8 76.8 Netherlands
Finland 83.5 76.6 Austria
Sweden 834 794 Italy
Norway 83.2 78.7 France
Austria 83.2 77.6 Germany
Canada 83 78.3 Korea
Germany 82.8 77.8 Belgium
Belgium 828 7.3 Spain
New Zealand 82.7 78.8 Norway
Netherlands 82.7 785 Czech Republic
United Kingdom 825 783 Finland
Taiwan 82.3 76 Sweden
United States 80.6 75.7 Japan
Czech Republic 80:5 74.2
Mexico 776 120 Source : OECD Health Data 2011

Department of Health

High Public Satisfaction to the Universal
Insurance and Medical Services

0, 35,2
%0 79.3 82.9
78.5 78.6 e - : 80.4
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70.9 723
65.6
70.0 65.4 63.3 63.8 59.7 64.3
61.0
60.0
47.0
50.0 v/
\ Premium & Copayment
400 +—
\ Adjusted
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30.0 A
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10.0
13.6 e
0.0 ’
o © A b ) N Q Q % ™ o ©
) ) S o ) S S Q S J S &
SRS O SR ORI A
v v
Satisfied -m-Dissatisfied

7




25

26

Demand Side

Old age with multi-comorbidity

“Civic failure” that ask more but unlike to pay
Unlimited and unregularly access to care
Increasing subsidized groups

High volume (might not medically necessary)
Growing “medical consumerism” after NHI
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Demographic Transition

19515F 20085 20514
ESMULEFAOSMACLL25%  GSMMLBFEAOSBACLLI04%  65MMEBFACSRACL36.1%

Chronic and Long-term Care Will Turn
Out to be the Main Issues, but the

Current Healthcare System is Designed
for Acute Care Services
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The Subsidized Patients
3.76% of population cost 27.14% budget
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NHI Financial Status

NTS billion 07
500 NHI expenditures have grown at an average of 4.94% a year s .
460 (1996-2011)
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180 ] NHI revenues have grown at an average of 4.87% a year
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| The 2nd Generation NHI Financing

Basic Premium Supplementary

...... Premium
Calculated on Imposed on non-payroll
payroll —related income incomes

Premium Rate ‘ Pay-As-You -Go
Reviewed by the Insurance Maintain financial
NHI Supervisory Board balance

Revenue

Other Revenues

Lottery revenues , Tobacco excise tax

' NHI Payment Reform

.Plural payment schemes to ensure effectiveness:

1995 1998 2001 2010 2011
'gﬁpiiation ’
Tw-DRGs
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‘Supply Sides

= Critical care in remote areas

= Discounted reimbursement (10~15% discount)
with high financial risk

= High volume/market share to gain the
economic scale and purchasing power

= Consolidation and affiliation

= Burning-out medical staffs and losing new
blood in critical care

= Intense patient-physician relationship

33

Low Financial Margin Compensated by
Economy of Scale, High-Volume Services and
Burning-out Healthcare Workers
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Manpower Shortage especially for
Nurses and Critical Care Physicians
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New-blood Are Less Willing to Choose
High-Risk Specialties
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Intensive Patient-Physician Relationships
with Increasing Claims/Litigations
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Strategies

To reallocate budget between inpatient and
ambulatory services; between critical and non-
critical care

To reorganize the delivery system in response to
demographic change and patient’s need

Payment system reform shall support the above
two strategies

To continuously educate our people

To retain healthcare workers and to increase their
resiliencies
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Thank You for Your Attentions
New MOHW, New Hope
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