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MEDICAL DEVICES

The member companies of the Medical Device Committee 

view our mission as making new and innovative technologies 

available in Taiwan, thereby improving the healthcare 

system’s ability to offer superior patient benefits on a 

continuous basis.  

To achieve our mission, we consider it crucial to work in 

close collaboration with Taiwan’s government authorities 

to streamline the registration process so as to help Taiwan 

patients benefit earlier from cutting-edge technologies and 

products. It is also imperative to implement a transparent, 

more predictable and sustainable pricing and reimbursement 

process to encourage the faster introduction of new 

technologies, despite the existence of financial constraints. 

Following are our specific recommendations:  

Suggestion 1: Reduce the pre-market registration 
time. 
1.1 Waive the request for a “Certif icate to Foreign 

Government.” Taiwan is one of the few countries in the 

world that requires submission of either a “Free Sale 

Certificate” (FSC) or “Certificate to Foreign Government” 

(CFG) as part of the process for registration of medical 

devices. In most countries, the document is no longer 

required or has been replaced by alternative supporting 

documents. Most manufacturers today are involved in 

cross-national production. Many of them are engaged 

only in the manufacturing process, without marketing 

products in the country of origin. As a result, they are 

unable to provide a FSC/CFG certificate when applying 

for a new registration or to extend existing licenses.

Information about the manufacturing facility and the 

products as indicated in the FSC/CFG can be found from 

other sources, such as the product label, the instructions-

for-use booklet, the original Letter of Authorization, etc. In 

addition, it should be noted that more than 10 years have 

passed since implementation of the Good Manufacturing 

Practice (GMP) system for medical device manufacturers. 

Both domestic and international manufacturers must fulfil 

the GMP requirements, as a result of which international 

quality-control standards have been comprehensively 

achieved in the Taiwan market. 

The Committee requests gradual removal of the FSC/CFG 
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requirement to reflect global trends in medical device laws 

and regulations, and align domestic manufacturers with 

their international counterparts. During the first phase, 

proof of marketing authorization in the United States, the 

European Union, or one of the A10 countries could be 

used as an alternative to the FSC/CFG, followed at a later 

stage by cancellation of the requirement altogether. 

1.2 Simplify the renewal requirements for Quality System 

Documentation (QSD). QSD is required to be renewed 

every three years. Currently, the requirements for the 

initial QSD application and for renewal are the same. In 

the interest of making the review process more efficient, 

the Committee suggests that unless major changes are 

being made in quality-related matters or extensions 

are being proposed in the product line or scope, the 

QSD renewal requirements could be waived for quality 

documents related to tier 1 and tier 2 standard operating 

procedures. The result would be to significantly reduce 

the time for QSD renewal submissions. The manufacturer 

would be responsible for keeping all quality-related 

documents in a manageable and controlled manner so 

that they could be made available as necessary at any 

future time for review or inspection as requested by the 

Taiwan Food & Drug Administration (TFDA). 

Suggestion 2: Disclose more information on the 
progress of reviewing proposed addit ions and 
revisions in medical service procedures.

We are grateful to the Pharmaceutical Benefits Division 

of the National Health Insurance Administration (NHIA) 

for proactively introducing a search function for tracking 

the progress of application reviews for new-function medical 

devices. We also appreciate the Medical Affairs Division’s 

efforts to increase the frequency of review meetings so as to 

accelerate decisions on the addition or revision of medical 

service procedures. 

At the same time, there is a need for the disclosure of more 

information about the review process. Such disclosure would 

not only be in line with the spirit of the Second Generation 

NHI, but would also help the public to better understand 

NHI policy direction and participate appropriately. It would 

also enable medical device manufacturers to make timely 

market-access plans to support clinicians in developing 

appropriate treatment modalities.

The Committee recommends that NHIA disclose 

detailed information from NHI meetings concerning the 

reimbursement fee schedule, reference lists, and global 

budget; publish historical data on the usage of medical 

services and procedures for better evaluation of the budget 

impact of new medical devices and technologies; and develop 

a search function for tracking the progress of applications for 

adding or revising medical service procedures as they relate to 

new-function medical devices.

Suggestion 3: Simplify the review process for new 
balance billing items.

For each new balance billing item, manufacturers need to 

submit a fresh application for approval by the NHIA expert 

group and the Special Material PBRS (Pharmaceutical Benefit 

and Reimbursement Scheme) Joint Committee after they have 

evaluated the clinical efficacy and budget impact. Approved 

items usually have the characteristics of providing a better 

treatment outcome, fulfilling clinical needs, or providing 

patients with different options. However, the new balance 

billing items are subject to further review by the National 

Health Insurance Committee (NHIC) of the Ministry of 

Health and Welfare (MOHW), which takes six months to a 

year or more.

NHIC is the important body for supervising NHI business 

and regulations, and allocating global budget. 

To aid in the review of new balance billing items, NHIC 

in 2016 established a set of checkpoints and principles. We 

believe that rather than reviewing items case by case, it would 

be sufficient for NHIC to ensure that those guidelines and 

principles are followed, and later regularly review balance 

billing reports to monitor usage. For the sake of better patient 

access to new medical devices, the Committee suggests that 

NHIC authorize the Special Material PBRS Joint Committee 

to decide on new balance billing items by following the same 

procedure as used for the review of new-function devices.

Suggestion 4: Modify the medical device Price-Volume 
Survey system.

Medical device reimbursement is based mainly on the 

product’s functionality, with all devices performing the 

same function reimbursed at the same price. Thus, a newly 

launched medical device – regardless of its manufacturing 

site or design characteristics – will be reimbursed at the same 

price as that of a product in the same functional category 

that was listed many years before. In addition, because of 

the system of setting the reimbursement price by “points” 

rather than “fees,” hospitals bargain to obtain transaction 

prices lower than the reimbursement prices in order to make 

up for losses due to the floating point value. Even though 

the price discount is different for newly launched medical 

devices and similar devices launched many years before, the 

new reimbursement price after the Price-Volume Survey (PVS) 

will be based on the volume-weighted actual transaction price 

among all devices in the same category, without considering 

the differences in manufacturing cost and transaction price 

among the products. 

The above two situations may cause a newly launched 

device to lose its price competitiveness over time. 

Given that the low reference base may cause low pricing 

for new-function medical devices, companies may be 

discouraged from launching new medical devices in Taiwan. 

Even more worrying is the prospect that currently listed 
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medical devices may be withdrawn from the reimbursement 

category or from the Taiwan market due to price constraints.

The Committee therefore suggests that the NHIA 

Pharmaceutical Benefits Division discuss with industry how 

to adjust the PVS for special materials, establishing a stop-

loss and bottom-price mechanism and simplifying the PVS 

administrative process. 
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