丹麥醫療器材及藥品法規訓練研習會(Regulatory Training Program)

報告人    黃小文 高級研究員   

          衛生署 藥政處

出國地區  丹麥 哥本哈根
出國期間  九十六年五月二十七日至六月三日

摘要

本出國報告係應丹麥在台經貿辦事處(Trade Commission of Denmark, Taipei) 處長Mr. Aggergaard Flemming邀請，由本署派講員赴丹麥哥本哈根，參加由其外交部發起，結合丹麥駐中國大陸、韓國及台灣等代表單位之協助，並由丹麥醫療器材公會(Danish Medical Device Association)配合辦理之醫療器材與藥品法規訓練研習會(Regulatory Training Program)。

研討會期間為五月三十日至六月一日，參加者以丹麥醫材及藥品業者為主。研討會主要由各國代表，針對亞洲地區之中國大陸、韓國及台灣三地之醫藥產品管理制度進行介紹，主題分別為醫療器材管理制，體外檢驗器材與複合式醫藥產品，藥品管理制度，如何進入醫藥產品市場，各國醫藥發展環境等部份。研習會並與丹麥當地之業界進行問題溝通，尤其與會者對於進入台灣市場與我國代表進行直接詢問，有助我國了解北歐區域之醫藥業界之觀點，進而規劃我國之相關管理制度，創造有利國際競爭力之整體法規環境。

丹麥在台經貿辦事處(Trade Commission of Denmark, Taipei) 處長Mr. Aggergaard Flemming於九十六年初致函本署，邀請本署派講員赴丹麥哥本哈根，參加由其外交部發起，結合丹麥駐中國大陸、韓國及台灣等代表單位 (Royal Danish Embassy, Beijing; Royal Danish Embassy, Seoul; Danish Trade Organizations’ Taipei Office) 之協助，並由丹麥醫療器材公會(Danish Medical Device Association)配合辦理之醫療器材與藥品法規訓練研習會(Regulatory Training Program)。經評估本署同意派藥政處高級研究員黃小文偕財團法人醫藥品查驗中心副執行長高純琇出席，同行我國並有工研院量測中心主任李子偉以及丹麥在台經貿辦事處丹麥Commercial Officer Peg Tsai。

研討會期間為五月三十日至六月一日，主辦者為Mr. THOMAS HØJLUND CHRISTENSEN / SALES & MARKETING DIRECTOR / TRADE COUNCIL OF DENMARK - CHINA，參加者以丹麥醫材及藥品業者為主，分別有Ambus A/S, ALK-Abello A/S, Dako A/S, DS Certifificering A/S, Ferring, H. Lundbeck, Kern-En-Tec, Diadnostics A/S,

LEO Pharma, NNE A/S, Novo Nordisk A/S, Virum, Novo Nordisk Pharma Taiwan, Nycomed, Pharcosmos A/S, Pnn Medical A/S, Radiometer, Statens serum Institut, Unomedical A/S 等公司參加。亞洲地區之中國大陸、韓國之講員則為中國大陸Dr. Jack Wu, Shanghai DrJ Medical Development Co. Ltd, 韓國Mr. Jeoung Hee Yoo, CEO, MediTip Co. Ltd，針對醫藥產品管理制度進行介紹，主題包括醫療器材管理制，體外檢驗器材與複合式醫藥產品，藥品管理制度，如何進入醫藥產品市場，各國醫藥發展環境等部份。詳細大綱詳如下附：
Wednesday, May 30 

Invitro diagnostics and combination products

08.30 – 11.00
Taiwan 

1. Taiwan Medical Device Regulatory System (presented by Dr. Huang, BPA/DOH)

·  Introduction to Pharmaceutical Affairs Act

·  Medical device regulation: premarket requirements, quality management     

system, and postmarket requirements

·  Combination product requirements

2. How to market your IVD in Taiwan (presented by Mr. Albert Li)

·  QSD registration for foreign manufacturers and GMP inspection for domestic   manufacturers

· IVD premarket application
11.00 – 12.00 
China
- Structure of the regulatory system and how to operate in the structure

- Registration process

- How to apply for a foreign manufacturer certificate

- Regulatory requirements and guidelines versus EU regulations/guidelines

- Drug classification system

- New products versus line extensions

- How to comply with the regulations

- Pre-marketing consultations

- Labelling requirements

- Post-marketing safety measures

- Adverse event reporting
12.00 – 13.00 
Lunch
13.00 – 15.00
China - continued
15.00 – 17.30
Korea 

1. How to register medical device products in Korea

- Introduction of Korea Medical device law

- Regulatory requirements and guidelines versus MDD (EU regula -tions/guidelines)

- Korea QMS system (Importer also should have QMS system)
2. Market approach 

- Introduction of Health insurance system of Korea

- How to get the reimbursement price in Korea 

· Introduction of diverse biz certificate
Thursday, May 31

Pharmaceuticals
08.30 - 11.00

Korea

1. How to register pharmaceutical products in Korea 

- Classification: Pharmaceutical, Medical device, quasi-drug 

- Introduction of Korea Pharmaceutical law

- Regulatory requirements and guidelines

- Clinical trial in Korea

- Labelling, PMS 

2. Market approach: 

- Introduction of Health insurance system of Korea

- How to get the reimbursement price in Korea

11.00 - 12.00 

China

- Structure of the regulatory system and how to operate in the structure

- Registration process

- How to apply for a foreign manufacturer certificate

- Regulatory requirements and guidelines versus EU regulations/guidelines

- Drug classification system

- New products versus line extensions

- How to comply with the regulations

- Pre-marketing consultations

- Labelling requirements

- Post-marketing safety measures

- Adverse event reporting
12.00 – 13.00 

Lunch

13.00 – 15.00

China - continued

15.00 – 17.30

Taiwan

1. Taiwan Pharmaceutical Regulatory System (presented by Dr. Churn-Shiouh Gau, CDE, Taiwan)
· Organizations in Drug Evaluation Process

Structure and Mechanism
Roles of Center of Drug Evaluation
· Investigational New Drug Application
IND Clinical Trial Protocol Evaluation; IRB

· New Drug Application

NCE- Pre-clinical requirements, CMC, Clinical Evaluations

Generic Drug- Bioequivalence Study and Evaluation, CMC

Bridging Study Evaluation (BSE)

· Quality Assurance System of Pharmaceuticals

GMP & CGMP

National Medical Product Defect Reporting System

· Pharmacovigilance in Taiwan

Spontaneous Reporting System

Periodic Safety Updated Report
Combination product requirements

2. Infrastructure of Clinical Trial in Taiwan (presented by Dr. Hsiau-Wen Huang)

· Commitment and strategy to promote and protect the public health

· GCRC and Center of Excellence

· International harmonization
Friday, June 1
Individual company talks

Location all three days: Eigtveds Pakhus, Asiatisk Plads 2, G., 1448 København K, Room III

研習會經由各國講員詳盡之介紹，參加之丹麥醫材及藥品業者針對其各家公司醫藥產品欲進入亞洲市場之相關佈局，進行深度了解，部分業者具實際申請經驗者也進一步提出實際狀況之詢問。相較而言，我國管理制度較與歐美國際趨勢相近，對於智慧財產的保護也較完整具體。本次研習會有助我國實地了解北歐區域之醫藥業界對於我國及亞洲其他區域管理制度之觀感，進而可截長補短，規劃我國之相關管理制度，創造有利國際競爭力之整體法規環境。
