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HTA, rapidly evolving process
HTA is a dynamic, rapidly evolving process, 
embracing different types of assessments that 
inform real world decisions about the value of new 
technologies, interventions, and practices.
In these HTAs the consideration of both costs and 
benefits, in an economic evaluation is critical.

In Taiwan:
HTA only apply to new drugs application for 
reimbursement purpose in National Health 
Insurance program
Did not mandatory require the local pharmaco-
economic evaluation for the submission
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The 15 principles are organized into 
four sections : 

(i) “Structure” of HTA programs; 

(ii) “Methods” of HTA; 

(iii) “Processes for Conduct” of HTA; 
and 

(iv) “Use of HTAs in Decision Making.”
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I、Structure of HTA Programs

Principle 1: The Goal and Scope of 
the HTA Should Be Explicit and 
Relevant to Its Use
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Introducing a new drug in the 
health care system in Taiwan

• Step 1: Marketing authorization
– Technical Review: Center for Drug Evaluation (CDE, 1998)
– Decision : Bureau of Pharmaceutical Affairs, DOH

• Step 2: Reimbursement by National Health 
Insurance program
– Assessment : HTA/CDE (starting Jan. 2008)
– Appraisal : Drug Benefit Committee (DBC, BNHI)
– Decision : Bureau of National Health Insurance, DOH
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Principle 2: HTA Should Be an Unbiased 
and Transparent Exercise

• 10 staffs
• Budget: US$ 0.75 million/year
• Commissioned and funded by 

Department of Health, not from BNHI: 
unbiased and independent
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Two-stage drug review process
Manufacturer submissions
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Need more transparency

• The HTA report sends to two major 
reviewers on this case assigned from the 
DBC Committee as a reference to make 
their own 1~2-page report.

• The HTA report does not send to the 
manufacturer for comment at present.

• However, a decision by BNHI was made to 
send the conclusions part of the report to 
the manufacturer some time this year.
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Principle 3: HTA Should Include All 
Relevant Technologies

Health technologies include drugs, devices, 
procedures, diagnostics, and treatment
strategies. The range of relevant technologies 
relates to the breadth of the budget that the 
decision maker is seeking to optimize. 
However, in many of the countries where HTA 
has been linked to reimbursement or coverage 
decisions, it has focused on drugs alone.

This is true in Taiwan
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Principle 4: A Clear System for Setting 
Priorities for HTA Should Exist

• No jurisdiction assesses all health technologies, 
although some of those focusing on drugs do 
assess all new products and formulations 
before listing for reimbursement (e.g., Australia, 
Canada, Sweden.) including Taiwan

New chemical entity
New indication
New route of Adm.
New combination
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II、Methods of HTA

Principle 5: HTA Should Incorporate 
Appropriate Methods for Assessing 
Costs and Benefits
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BNHI announced that 
Do not put more burden on 

drug industry at the beginning stage

• Keep the same contents on current 
Dossier prepared by manufacturers

• Did not ask for systematic review of 
effectiveness information

• Did not ask for PE information or 
conduct local PE study
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New Drug Appraisal Process
1. Topic Selection and Prioritizing

Manufacturers initiated new drug submission 
for reimbursement

2. Project Scoping
Listing
Set up reimbursement guideline
Pricing (X)

3. Evidence Gathering
CADTH(Canada), NICE(UK), PBAC (Australia)
SMC, Cochrane, INAHTA, CRD (York), 
Micromedex, MD consult, PubMed, EMBASE
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4. Scientific assessment of evidence
(HTA/CDE)

Summarize comparative effectiveness and PE 
evidences collected, conduct budget impact analysis
Provide report with conclusions

5. Appraisal of reports by DBC in BNHI
24 members meet every month
HTA/CDE report, reports from two committee member, 
price info and calculation by BNHI 
Make listing, coverage and pricing recommendations

6. Dissemination and Implementation
Positive listing
Monitored by peer review group on medical charts

New Drug Appraisal Process
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“Methods” of HTA
• Principle 6: HTAs Should Consider a Wide 

Range of Evidence and Outcomes
• Principle 7: A Full Societal Perspective 

Should Be Considered When Undertaking 
HTAs

• Principle 8: HTAs Should Explicitly 
Characterize Uncertainty Surrounding 
Estimates

• Principle 9: HTAs Should Consider and 
Address Issues of Generalizability and 
Transferability
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Guidelines of Methodological 
Standards for PE Evaluation 
published on December 2006 
by TASPOR

(Taiwan Society for PE and 
Outcomes Research, 
Taiwan Chapter of ISPOR)

http://www.taspor.org/2_2



Center For Drug Evaluation

III、Processes for Conducting HTA

Principle 10: Those Conducting HTAs 
Should Actively Engage All Key 
Stakeholder Groups

• such an open process will enhance 
transparency and trust in the process as 
stakeholders develop a greater understanding of 
the criteria and standards used.

Taiwan did not fulfill this principle
No patient group involved
No manufacturer’s comments
Summary of meeting minutes published 
on the website of BNHI in April, 2009
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“ Processes for Conducting HTA ”

Principle 11: Those Undertaking 
HTAs Should Actively Seek All 
Available Data
Principle 12: The Implementation of 
HTA Findings Needs to Be 
Monitored
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Format of the Assessment Report
1. Product information 
2. Current status of disease management
3. Availability of assessment report from 

international society?
CADTH/Canada PBAC/Australia NICE/UK

□

 

Cochrane, □
 

INAHTA, □
 

CRD (York), □ SMC
□

 

Micromedex, □
 

MD consult, □
 

PubMed, □EMBASE
4. Summary of the comparative effectiveness
5. Summary of the economic evaluation
6. Taiwan situation: suggest comparators, target 

population, Taiwan epi. data, budget impact
7. Conclusions 



Center For Drug Evaluation

IV. Use of HTAs in Decision Making

• Principle 13: HTA Should Be Timely
• Principle 14: HTA Findings Need to Be 

Communicated Appropriately to 
Different Decision Makers

• Principle 15: The Link Between HTA 
Findings and Decision-Making 
Processes Needs to Be Transparent 
and Clearly Defined
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Process Timeline
Timeline BNHI Timeline CDE

0 0 Receive application from 
Manufacturer Case send to CDE

10 days check +1 1 CDE_ Receive application

+ 
10

10 Accepted, notify to send 30 
copies of dossiers

Received  30 copies Receive 3 copies  by 
HTA/CDE

+34 44
Send to two major reviewers select 

from DBC committee members

+42 43 Conduct assessment 
within 42 days and 

back to BNHI
7 days review

+16 60 Prepare all meeting documents
21 days prior to meeting, 
bound all information

+30~ 
60

90~ 
120 DBC meeting HTA evaluators attend 

the meeting
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Future Developments in Taiwan

• Design new submission format (breakthrough innovative)

– Ask for supporting comparative effectiveness 
summarized information

– Detailed budget impact analysis

• Design dual tract system for breakthrough 
and substantial improvement products

(Drug Information Journal, Vol. 43, pp. 319–323, 2009)

– Provide incentives for local PE study

• More transparency
• Discuss decision making rules-- thresholds 

of ICER. 
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Thank you for your attention!


	Application of Key Principles to HTA activities in Taiwan
	Reference
	HTA, rapidly evolving process
	The 15 principles are organized into four sections : 
	I、Structure of HTA Programs
	Introducing a new drug in the  �health care system in Taiwan
	Slide Number 7
	Principle 2: HTA Should Be an Unbiased and Transparent Exercise
	Slide Number 9
	Need more transparency
	Principle 3: HTA Should Include All Relevant Technologies
	Principle 4: A Clear System for Setting Priorities for HTA Should Exist
	II、Methods of HTA
	BNHI announced that �Do not put more burden on �drug industry at the beginning stage
	New Drug Appraisal Process
	Slide Number 16
	“Methods” of HTA
	Slide Number 18
	III、Processes for Conducting HTA
	“ Processes for Conducting HTA ”
	Format of the Assessment Report
	IV. Use of HTAs in Decision Making
	 Process Timeline
	Slide Number 24
	Future Developments in Taiwan
	Thank you for your attention!

