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F1E #FyEOERZKMMEEHE

[# HTA BB COEMER]

[A. Healthcare system]

A-1.

Overview of the healthcare system in your country

A-1.1. Financial resources for public medical service coverage are based
O Primarily on social health insurance fees

O Primarily on taxes

0 On something else (please specify: )

A-1.2, What is the role of private insurance companies?

A All individuals (or the majority) are covered by public healthcare system and few people use private

insurance.

O All individuals (or the majority) are covered by the public healthcare system, but private insurance
companies are often employed to decrease co-payment costs.

U Some individuals are covered only by the public healthcare system, while some are covered only by
private insurance.

U Other (please specify: )

A-1.3. Medical fees paid by patients (please specify if the system is more complicated or has some
exceptions):

0 Employ a co-payment system, for which the payment rates is __% for elderly and __% for all others
O Employ a deductible system, for which the amountis __ for elderly and __ for all others

U Are basically non-existent (free of charge)

Overview of drug pricing in your country

A-2.1. In your pricing system (Please specify if the system is more complicated or has some
exceptions),

O Pharmaceutical companies set drug prices (with or without regulations).

O A governmental organization sets most drug prices.

U Another third-party organization (please specify: ) sets drug prices.

A-2.2. Method of drug pricing
Please elaborate on the details of the drug pricing system in your country.
(e.g., How drug prices are determined, referencing countries...)

A-2.3. Drug fees paid by patients (Please specify if the system is more complicated or has some
exceptions)

U Employ a co-payment system for which the payment rate is __% for elderly and __% for all others.
U Employ a deductible system for which the deductible is __ for elderly and __ for all others.

0 Are free of charge

[B. Organization]

B-1.

When was the HTA organization or department established? (year)



B-2.

B-3.

B-4.

B-5.

-Please list the objectives and the background history for the establishment of the HTA organization or
department.

Please describe the business content of your organization or the HTA organization or department.

The organization is

0 Part of the governmental organization

U A national institute

QO An agency

0 An NPO

U Other (Please specify: )

Budget

B-4.1. Annual budget
How much are the annual budgets for the entire HTA organization or department and for the division
of economic evaluation?

B-4.2. Funding sources

-Does funding come from the government and/or others?

-Does funding come from pharmaceutical companies (or industry groups)?
-Do pharmaceutical companies pay for a review process?

Staff

B-5.1. Number of staff

-How many people work for your HTA organization or department?

‘What percentage of the staff is administrative?

-How many people are involved in economic evaluation or health technology assessment?

B-5.2. Breakdown of the non-administrative staff
-How many non-administrative staff members (e.g., health economists, biostatisticians, epidemiologists,
etc.) work for your HTA organization or department?

[C. Method of economic evaluation/HTA]

C-1.

Recommended methodology or guidelines for economic evaluation

-Does your organization have a recommended methodology or guidelines for economic evaluation?
Methods of economic evaluation or HTA

C-2.1. Time of evaluation

0 Before the new drug approval (NDA)

(] Between the NDA and when it is launched on the market
0 After it is marketed

C-2.2. Healthcare technology targeted by the economic evaluation

-Are all technologies assessed by the economic evaluation?

-If not all technologies are targeted, who determines the targeted technologies, and how?
‘Which technologies are targeted?



C-4.

C-2.3. Evaluation process

C-2.3.1. Process
-Please explain the process of evaluation.

C-2.3.2. Economic evaluation analysts
‘Who performs the economic evaluations? (e.g., manufacturers, third-parties, academic
groups, etc.)

C-2.3.3. Reviewers of the economic evaluation
‘Who reviews the submitted economic evaluations? (e.g., members of the organization,
academic groups, etc.)

C-2.3.4. Involvement by external researchers (from universities and research institutes)

-Are academic research groups involved in the evaluation process?

-If yes, how are they involved?

‘How much academic research groups are involved in the organization, not individual
process?

C-2.3.5. Involvement of citizens or patient groups
-Are citizens or patient groups involved in the evaluation process?
-If yes, how are they involved?

C-2.4. Evaluation period
-On average, how long does it take to perform one economic evaluation or HTA?

Threshold

-Do you have referable thresholds used in your economic evaluations?
-If yes, what are the approximate values of these?
-If no, how does your evaluation determine whether a healthcare technology is cost-effective or not?

Completed evaluation

C-4.1. Number of completed evaluations
‘What are the total and annual counts for completed evaluations?
-If possible, please list the URL or the results of the evaluation.

[D. The role of the evaluation in decision-making]

D-1.

D-3.

Application of evaluation to decision-making

-How are the economic evaluations or HTA utilized? (e.g., reimbursement, pricing, etc.)
-How do those making decisions utilize the evaluation results? (e.g., mandatory, optional, etc.)

Decision-making based on evaluation results

-Please describe the decision-making process as it employs the evaluation results, including a flow
diagram if possible.

Positive/negative results of the evaluation

‘How are positive and negative evaluations handled? How do these results influence which processes,
and in what way?

Feedback (in particular, negative feedback) about your organization from citizens/patient groups

-How do citizens or patient groups respond to decisions made based on economic  evaluations



or HTAs (in particular, negative assessments)?

D-6. Example of an evaluation and decision-making

-Please elaborate on the evaluation and decision-making process, using the example of sunitinib
(®Sutent) for renal cell cancer.
-Please do the same for long-acting insulin (insulin glargin (®Lantus) and/or insulin detemir {(®Levemir)).

(Please note: We commonly inquire about sunitinib and long-acting insulin and compare the answers
from many organizations. if neither sunitinib nor long-acting insulin is utilized, please skip this
guestion.)
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