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1、 [bookmark: _Toc344113056][bookmark: _Toc344121313]摘要
台灣的高科技產業及生技產業發展，由於內需市場有限，須仰賴產品的外銷，或切入全球產業鏈之零組件供應、裝配、製造端，亦即必須面對全球的競爭，贏取市場，方能維持持續的成長，在這種環境下，造就了台灣大量的中小企業，憑著刻苦的精神，靈活的經營，創新的研發，逐漸發展與茁壯。惟如分食或威脅國際大廠的市場時，國際大廠往往祭出專利侵權或反托拉斯等之控訴及採取併購公司，以嚇阻我國廠商之發展；同樣地，我國廠商在國際市場上，也面臨被仿冒與侵權之行為及併購行為，造成利益受損。所以，我們步入知識經濟時代之際，無論是科技產業或是傳統產業，智慧財產乃決定公司之存亡與成敗。
現今，台灣的經濟發展，已邁入創新驅動的全新階段。在創新驅動階段，有效創造與活用智慧財產將會協助台灣產業進一步創造價值，更是台灣廠商面臨全球市場競爭，建立國際品牌時的必要保障。因此，行政院核定了我國「智財戰略綱領」，其中，明訂「培育量足質精的智財實務人才」戰略重點。經濟部據以擬訂「跨領域科技管理與智財運用國際人才培訓計畫」，冀以普及化產業界擁有研發創新管理、智慧財產經營及投資評估等跨領域專業的國際視野的科技管理人才，以協助產業界整體提升發展策略，有效地促進研發成果商業化，因應國際市場競爭相關議題之綜合能力，並提升國內產業界藉有效智慧財產保護之創新創意商業化成果進入國際市場的能力，期建立台灣成為研發、創意、設計、服務及高附加價值產品等知識經濟為主流之國際創新研發基地，早日躋身已開發國家之列。
經濟部技術處持續「跨領域科技管理與智財運用國際人才培訓計畫」之國際智慧財產保護、企業經營及其發展之研習主題外，規劃設計智財訴訟與策略、研發成果商業化及營運計畫學程，聚焦於國際智財權之實戰概念，為我國廠商培育智財布局、保護與經營之實務人才，以與政府「智財戰略綱領」密切契合。
產業界面對以上國際化等問題，經濟部技術處委辦由磐安智慧財產教育基金會與政治大學科技管理與智慧財產研究所、公共行政及企業管理教育中心合作，成立「跨領域科技管理研習班，以專題研習方式，選派學員赴國外訓練，以培育及提升業界面對上述問題之國際處理能力。為補充國外培訓之專業知識，提供基礎訓練課程。國外研習班分為「美國：智財訴訟與策略」（代號A）、「美國：智慧財產保護與國際發展、智財管理」（代號B）、「美國：研發成果商業化及投資評估專題(II)」（代號C）、「日本：智慧財產保護與國際發展、智財訴訟與策略、研發成果商業化及投資評估專題」（代號D）、「中國大陸：智慧財產保護與國際發展、智財訴訟與策略、研發成果商業化及投資評估專題」（代號E）等五大專題。
適逢我國生技產業蓬勃發展，我國如何自美國華大學習其成功技轉與輔導產業成立、茁壯、成功營運經驗與模式為本次海外訓練核心與重點。本次研習專題以美國：研發成果商業化及投資評估專題（代號C）、日本：智慧財產保護與國際發展、智財訴訟與策略、研發成果商業化及投資評估專題（代號D）到西雅圖華盛頓大學商學院（以下簡稱華大商學院）及東京大學先端科學技術研究中心（以下簡稱東大）進行，由於西雅圖聚集眾多新研發醫藥與醫材之技術團隊及新創產業，更聚集國際上目前最先進癌症、帕金森症及阿茲海默症等研發新藥、甚至已有客制化之免疫療法之評估設計，且聚集很多各國人才團隊與技術，華大本身研發相當多新藥，該藥品及醫材之專利申請及技術保護與授權，許多創新研發技術之技術授權或轉移來自華大，諸多新創生技公司也因應產生，如何規劃專利策略及如何向創頭公司籌募資金、核心市場分析推估及撰寫營運計畫書是值得我國學習。另創投公司之鑑價及評估內容為何，如果併購及清算過程應考慮那些因四素，華大商學院及東大豐富教材與實務經驗為本次訓練核心。




2、 [bookmark: _Toc344113057][bookmark: _Toc344121314]
3、 行程與議程
1、 [bookmark: _Toc344113058][bookmark: _Toc344121315][bookmark: _Toc335643421][bookmark: _Toc337113487][bookmark: _Toc344114969]行程表
	日期
	地點
	行程說明

	活動日期
	活      動      內      容
	活 動 地 點

	8/1 ~8/2
	搭機、啟程。
	台北→舊金山→西雅圖

	8/3 ~8/19
	1.參加美國西雅圖華盛頓大學商學院訓練課程，學習及探討美國新創生技公司如何自學校育成中心技術轉移、新創生技公司在商業化過程如何對外募資、美國創投公司在投資過程如何完整評價、會計財務報表準備；探討美國實際案例Amazon及eBay等上市公司之財務報表推估其後市發展等基礎理論及實際案例研讀訓練課程。2.訓練地點：華盛頓大學商學院BAEC Room 320，每日上午8時至上午8時30分進行分組排定當日課程預習及前日訓練課程復習。
 3.課程安排參訪西雅圖當地Adaptive   Biotechnologies Corp.生技細胞定序公司、Cadence Biomedical醫材公司、Boeing公司、及研究論文對象之Nexgina、Stasys兩家生技新創公司。
	

	8/20 ~8/21
	離開美國西雅圖華盛頓大學商學院轉機前往日本東京大學訓練課程
	西雅圖→舊金山 →日本東京

	8/22 ~8/27
	1.東京大學先端科學技術研究中心學習日本智慧財產及專利法規與專利爭訟案例。
2.實地參訪武田製藥廠及其專利布局策略
3.參訪日本日利建業股份有限公司,該公司全部以製造挖土機產裝機怪手等重機械,且70%訂單來自世界各地,國內市場占其營業額30%
	東京

	8/28
	搭機、返程
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[bookmark: _Toc344113059][bookmark: _Toc344121316]二、訓練課程-
(1) 美國華盛頓大學訓練課程:
	(August 2 - 8, 2015) - Groups 1 & 3

	Time
	SAT, July 18
	MON, August 3
	TUE, August 4
	WED, August 5
	THU, August 6
	FRI, August 7
	SAT, August 8

	
	
Groups 1 & 2 arrive in Seattle for Law School Program
Check into Dorms (UA 1637 @ 8:15pm)
	BAEC Room 320
	BAEC Room 320
	BAEC Room 320
	BAEC Room 320
	BAEC Room 320
	
























Free
Time

	8:30
	
	8:30am Academic
	
	
	
	
	

	9:00
	
	Introduction
	
	
	
	
	

	



9:00
10:30
	
	

Starting a Company from Technology I
Pat Stayton
UW Bioengineering
	

Commercializing Technology Suresh Kotha UW Foster
	
Financing of Technology for Commercializtion (Time Value of Money I) Jennifer Koski
UW Foster
	Financing of Technology for Commercializtion (Angel, Corporate, and Venture Funding I)
Jennifer Koski
UW Foster
	
Negotiations  (Agreements Exercise)
Patrick Shelby & Lisa Norton
UW CoMotion
	

	
	
SAT, August 1
	
	
	
	
	
	

	10:30
	



Group 3 Arrives in
	Break
	10:30am Group Photo
	Break
	Break
	Break
	

	



10:45
12:15
	
	

Starting a Company from Technology II
Pat Stayton
UW Bioengineering
	

Developing a Business Model and Adapting the Plan
Suresh Kotha
UW Foster
	

Financing of Technology for Commercializtion (Time Value of Money II) Jennifer Koski
UW Foster
	Financing of Technology for Commercializtion (Angel, Corporate, and Venture Funding II) Jennifer Koski
UW Foster
	Negotiations (Agreements Exercise Debrief)
Patrick Shelby & Lisa Norton
UW CoMotion
	

	
	Seattle and
	
	
	
	
	
	

	
	Checks Into Dorms
	
	
	
	
	
	

	
	(UA 1526 @ 1:12pm)
	
	
	
	
	
	

	
12:15
	
	
Group Lunch
	
Lunch Break
	
Lunch Break
	
Lunch Break
	
Lunch Break
	

	


1:30
	
SUN, August 2
	Factors for Successful Commercialization of R&D Results
Jim Severson
Pinnacle Reach
	Corporate Organization & Leadership (Building Effective Teams) Christina Fong
UW Foster
	

Lessons from the Front: Gregg Brown Microsoft
	




Company Visit:
	
Assessing Market Potential
Shelly Jain
UW Foster
	

	
	Group 2 Departs Seattle

(UA 294 @ 7:35am)




Group 1 & 3


Homework and Class Preparation
	
	
	
	
	
	

	3:00
	
	
	
	
	
	
	

	
	
	
	
	
	Adaptive
	
	

	3:00
	
	Break
	Break
	Team Practicum Intro
Norton UW CoMotion (3:15 - 3:45pm)
	
	Break
	

	
	
	
	
	
	Biotechnologies  Corp.
	
	

	


3:15
4:45
	
	

Due Dilligence Jim Severson Pinnacle Reach
	

Small Team Interview Meetings
	
	
2:00-4:00pm
	Estimating Value to the
	

	
	
	
	
	
	
	Customer, icing Innovations Shelly Jain
	

	
	
	
	
	

Homework and Class Preparation
	
	
	

	
	
	
	
	
	
	UW Foster
	

	
EVE
	
	Homework and Class Preparation
	Homework and Class Preparation
	
	Homework and Class Preparation
	Homework and Class Preparation
	





	

	Time
	SUN, August 9
	MON, August 10
	TUE, August 11
	WED, August 12
	THU, August 13
	FRI, August 14
	SAT, August 15

	
	



















Free Time
	BAEC Room 320
	BAEC Room 320
	BAEC Room 320
	BAEC Room 320
	BAEC Room 320
	
















Free Time

	


9:00
10:30
	
	

Accounting Overview
Weili Ge
UW Foster
	

Private Business Valuation
Lance Young
UW Foster
	

Lessons from the Front:
Eric Bell
Intellectual Ventures
	

Mergers and Acquisitions
Jennifer Koski
UW Foster
	







Team Preparation
	

	10:30
	
	Break
	Break
	Break
	Break
	
	

	


10:45
12:15
	
	

Term Sheets Lance Young UW Foster
	

VC Method of Valuation
Lance Young
UW Foster
	

Lessons from the Front:
Rob Pollack
Marketing Consultant
	

Presentation Skills Jean Choy UW Foster
(10:45-11:30am)
	
	

	12:15
	
	Lunch Break
	Lunch Break
	Lunch Break
	


BBQ
Paccar Terrace 11:45am
	
Team Practicum Presentations Lisa Norton

1:00pm Study Team 1 1:25pm Study Team 2 1:50pm Study Team 3 2:15pm Break 2:30pm Study Team 4 2:55pm Study Team 5
	

	


1:30
3:00
	
	





Company Visit: Cadence Biomedical 2:00-4:00pm
	

Lessons from the Front:
Alan Dishlip
Summit Imaging
	Company Visit:


Boeing


2:00pm-4:30pm followed by shopping at the Premium Outlets Mall
5:00pm-8:00pm
Bus departs Outlet Mall at 8:00pm
	
	
	

	3:00
	
	
	


Small Team Interview Meetings
	
	


Small Team Interview Meetings
	
	

	

3:15
4:45
	
	
	
	
	
	
	

	
EVE
	Homework and Class Preparation
	Homework and Class Preparation
	Homework and Class Preparation
	Homework and Class Preparation
	Homework and Class Preparation
	Homework and Class Preparation
	




	

	Time
	SUN, August 16
	MON, August 17
	TUE, August 18
	WED, August 19
	THU, August 20
	FRI, August 21
	SAT, August 22

	
	




















Free Time
	BAEC Room 320
	BAEC Room 320
	BAEC Room 320
	












Groups 1 & 3 Departs Seattle

(NH 177 @ 12:40pm)
	
	

	


9:00
10:30
	
	

Lessons from the Front:
Jon Roberts
Ignition Partners
	Group Presentations and Feedback
(Norton and Severson)
8:00am  Group 1
8:30am  Group 2
9:00am  Group 3 9:30am   Break 9:45am Group 4
10:15am Group 5
10:45am Group 6
11:15am Group 7
11:45am  Group 8

12:15pm -12:30pm Program Evaluation
	

Lessons From the Front:
Curtis Hom
Innova Legal Group
	
	
	

	10:30
	
	Break
	
	Break
	
	
	

	


10:45
12:15
	
	Corporate Organization & Leadership (Leading High Performance Organizations)
Christina Fong
UW Foster
	
	

Program Wrap-Up and Team Discussions Jack Lu
	
	
	

	
12:15
	
	
Lunch Break
	




Graduation Lunch
12:45-2:00pm
	Group Lunch Provided by UW
	
	
	

	


1:30
3:00
	
	
Corporate Organization & Leadership (Fostering Creativity and Innovation) Christina Fong
UW Foster
	
	




Chateau Ste. Michelle Winery Public Tour 1:00-3:30pm

Bus departs from UW at 12:30pm
	
	
	

	



3:00
5:00
	
	





Homework and Class Preparation
	





Independent Study
	
	
	
	

	
EVE
	
	
	
	
Free Evening
	
	
	


   本次C段訓練課程皆在美國西雅圖華盛頓大學商學院進行，所有教授師資統一由華盛頓大學商學院聘請、當地波音公司及證券交易委員會等資深經理人授課，課程由教授提供研習內容，全班分組讀書會計5組，每日上午８點３０分至上午９點整進行當天教授課程，由各組就已分配之研讀課程之內容進行預習(pre-study)及就前一日授課內容複習(daily-report)。授課內容包括商學院基礎會計學、談判技巧、市場分析、商業營運計畫書內容應包括項目及領導統域。並安排參訪西雅圖當地最大波音公司、生技醫材公司；另各組透過華盛頓大學技轉中心(commerce for commerce，C4C)聯絡，並實地訪問當地生技新創公司負責人，由公司執行長(chief execute officer，CEO)直接訪談其成功與失敗經驗。
2、 訓練課程-
  (二)日本東經大學課程
	2015 MMOT Japan Program (Confidential & Tentative)
	
	August 21 - 28, 2015

	
	
	
	
	
	
	日本智慧財產的戰略與實務 / 日本における知的財産戦略と実務 / IP Strategies and Practice in Japan
	

	Time
	Friday, August 21
	Saturday, August 22
	Monday, August 24
	Tuesday, August 25
	Wednesday, August 26
	Thursday, August 27
	Friday, August 28

	

7:00-
9:00
	






























Depart TPE via
	Breakfast : SUNROUTE PLAZA SHINJUKU
	Breakfast : SUNROUTE PLAZA SHINJUKU
	Breakfast : SUNROUTE PLAZA SHINJUKU
	Breakfast : SUNROUTE PLAZA SHINJUKU
	Breakfast : SUNROUTE PLAZA SHINJUKU
	Breakfast : SUNROUTE PLAZA SHINJUKU

	
	
	Pre-Study
	Pre-Study
	Pre-Study
	Pre-Study
	Pre-Study
	

	




ROOM
	
	
〒153-8505 東京都目黒区駒場4-6-1 (4-6-1
	

〒113-0033東京都文京区本郷7-3-1, 産学連携 プラザ3F (TBD)
TODAI TLO (OTT for the Univ. of Tokyo) 3rd Fl., Sangaku Renkei-Plaza, 7-3-1 Hongo,
Bunkyo-ku, Tokyo, 113-0033, Japan
	
〒153-8505 東京都目黒区駒場4-6-1 (4-6-1
	

Depart Hotel @ 7:45 (TBD) for 日立建機(Hitachi   Construction Machinery)：茨城県土浦市神立町650
（650 Kandatsu, Tsuchiura-shi, Ibaraki）
	

〒153-8505 東京都目黒区駒場4-6-1 (4-6-1 Komaba, Meguro-ku, Tokyo)
東京大学先端科学技術研究センター(RCAST) Building 4, 2nd floor, RCAST（4号館2階大講堂).
	




-

	
	
	Komaba, Meguro-ku, Tokyo) 東京大学先端科学技術研究センター (RCAST)3号館南棟1階  ENEOSホール
(ENEOS Hall, 1F, Building 3 South, The Research Center for Advanced Science and
	
	Komaba, Meguro-ku, Tokyo) 東京大学先端科学技術研究センター (RCAST)3号館南棟1階  ENEOSホール
(ENEOS Hall, 1F, Building 3 South, The Research Center for Advanced Science
	
	
	

	
	
	Technology)
	
	and Technology)
	
	
	

	




9:00-
10:30
	
	



10:00-10:30
Initial / Brief Orientation


Paul C. B. Liu, Chairman, Cornerstone Intellectual
	Topic: TBD
	
Quo Vadis, Electronics in Japan? -
	Visiting 日立建機(Hitachi Construction Machinery)
	
9:00-10:30
	








































Bus departs at SUNROUTE

	
	
	
	Katsuya Hasegawa, (title)
the Division of University Corporate Relations(DUCR), the University of Tokyo
	Can IP save Japanese Industry?-

Makoto Ogino, Professor, Graduate School of
Innovation Studies, Tokyo University of Science
	10:00-13:00


10:00 -10:10   Welcome speech

10:10 -10:30  Introductory DVD（in English, 15min）
	Topic：Intellectual Property Strategy of Japan Speaker：Hisamitsu Arai(荒井壽光),
Former Commissioner, Japan Patent Office; President and CEO, Tokyo
Small and Medium Business Investment & Consultation Co., Ltd.
	

	
	
	Property Foundation
	
	
	
	
	

	10:30-
10:45
	
	
	Break
	Coffee Break
	
	10:30~10:45 Coffee Break
	

	
	
	10:30-12:30
	
	
	10:30 -11:15 Tour of the facilities

11:15 -11:20 Photo session at the
	
	

	





10:45-
12:15
	
	
	


University-industry collaborations in Japan
	


How to handle a warning letter - Case studies of IP Dispute Resolution
	
	
10:45-12:15
	

	
	NH 824 at 08:45,
	Recent Development of Patent Law in
	
	
	
	
	

	
	Aug 21 to TOKYO
	Japan
	
	
	machine『UH03』
	

Topic:Managing Copyright and Related Rights in Digital Environment (Experience, Challenges and View of Performers’ Right Organization in
	

	
	NARITA Arrive in
	
Katsuya Tamai,
	
	
	
11:30 -12:00 Q&A session
	
	

	
	Tokyo at 13:00,
	
	
	
	
	
	

	
	Aug 21
	Professor, Department of Intellectual
Property, Research Center for Advanced
	

Takafumi Yamamoto,
CEO & President, TODAI TLO, Ltd. (CASTI)
	
Makoto Ogino, Professor, Graduate School of
Innovation Studies, Tokyo University of Science
	
12:00 -12:50 Lunch
	Japan)

Speaker:Samuel Shu Masuyama,
Secretary-General of Japan Council of Performers’ Rights and Performing Arts Organizations (GEIDANKYO);Director of Executive Committee, ALAI
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參、訓練內容
一、美國華盛頓大學
 (一)課程名稱:Technology Value Enhancement:  Commercializing Technology
1.講座:Suresh Kotha
2.課程介紹:
(1) 投資者:投資者之重點在於選則投資最有競爭力的商業模式，投資錯誤的公司、錯誤的產品，將可能削減企業客戶群及造成公司與投資人之財務損失及自己的聲譽。 理解新的產品優劣點與在市場上競爭強勢及新的商業模式為授課種點。其重要性遠遠超出一般性的財務分析和業務比較。
(2) 顧問:公司企業設置顧問重點，主要扮演以客戶角度及視野質疑企業、幫助企業建立商業模式、建立創新團隊。企業設置顧問團隊可提升產品性能和更新及創新商業的競爭模式。顧問的功能是鼓勵並協助客戶新的業務模式，從構思到實施。 包括我們提供給客戶什麼樣的價值？我們滿足哪些客戶的需求？每個客戶群與產品及服務之關聯性？產品及產業的價值，其主張係以為客戶創造價值，價值可以是定量的（如價格，服務的速度）或定性（例如設計，客戶體驗）。新穎價值須能滿足客戶全新需要且事先沒有類似案例。這通常與技術有關。以手機為例，隨著手機產業興起及精進，在世界各地創造了一個全新技術的移動性通信產業。另一方面，手機產業不同於以提高產品或服務的性能為創造價值為常用方法之傳統產業。個人電腦也隨著手機產業之創新商業經營策略模式，引用該經營策略將個人電腦增強應用功用並強大的推向市場。但是，改進的性能也有其局限性。在最近年，例如，如何加速個人電腦運作速度、增加磁碟存儲空間、和更好的圖形等改進並無法如預期產生符合客戶需求。
(3) 設計師:主要重點在研究獨資經營者如何找到合適的商業模式推出創新產品,設計或研發人員是靈魂人物，要能掌握長開發構想的本質與客戶群連結。 並將人才擺放在正確適當位置，充份促其發揮其才能，幫助人才職位之轉換。設計者也搞清楚何者為正確的業務模式、適用推向市場之策略與服務、瞭解客戶需求面向。但是研發設計人員往往缺乏正規商業專業知識教育與訓練，缺乏對商業經營的詞彙和工具之知識。
(4) 有責任心的企業家: 積極的為社會帶來創新的經濟變革商業模式，不斷尋找及創造的優質商業模式，具有深刻影響社會的潛力。能透過經濟商業活動帶動社會發展。
(5) 案例研討 :Hewlett-Packard: The flight of the Kittyhawk. Harvard Business School Case。
(二)課程名稱: 如何開發商業經營模式
　1.講座:Suresh Kotha
　2.課程介紹重點:
　(1) 認識客戶們真正願意付費的是什麼樣的價值？瞭解該企業之客戶目前　支付是什麼產品或服務？顧客是透過那些方式購買或消費？如何提升產品的價值或方法的改進才能促進顧客們更願意付費？ 如何定價產品才是有利於整體收入？
　 　(2)有那些方法可以增加收入：企業界最廣泛被理解之收入來源，以出售　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　實際產品。像Amazon.com出售書籍，音樂，消費性電子產品。飛雅特銷售汽車。此外，使用費也是另一項增加收入項目，透過使用特定的付費項目與服務費來增加收入，例如購屋者可以自由使用為促銷房屋銷售搭配之汽車、或將房屋與汽車或單獨將房屋與汽車轉賣他人，前提是，要完成購屋；另一種增加使用費的作法，當售屋方案越增加更多服務項目時，售屋公司將支付更多金錢給客戶，但購屋者應支付更高金額買房子。再如電信運營商可以收取客戶手機通話費用。酒店可以收取客戶超過住宿時間的房間使用費用。包裹遞送服務可以收取客戶遞送包裹費用。註冊費這種收入是透過銷售持續產生對服務的費用。一個健身房出售之產品，其成員以換取每月或每年的進入其健身房使用健身房各種設施。例如魔獸世界之線上遊戲，運用包月費用方式讓用戶註冊使用網路遊戲。諾基亞讓用戶隨時享受服務使用音樂庫的註冊費。另一款收入費是貸款/租賃，這種收入是透過短暫授予某人於一特定的時間使用專用專利或權利，以換取特定資產費用。貸款的好處是屬於經常性收入。而承租人或被授權人的好處只有在有限的時間享受使用費用，而不用全然負擔的全部費用。 Zipcar.com提供了一個很好的例證。該公司允許客戶透過租用車提供數小時在​​北美的城市進出。 Zipcar.com的服務導致許多人決定租車，而不是購買汽車。許可是透過給客戶允許在使用受保護的知識產權換取授權之一種費用收入。許可允許權利人產生收入財產無具有製造產品或商業化的服務。授權是在媒體行業的普遍，其中，內容擁有者保留版權同時賣使用許可給第三方。同樣地，在技術行業paten　tholders授予其他公司的權利在返回使用專利技術的許可費
(3)介紹商業營運模式及營運計畫書：介紹引導要開發一個商業模式過程中，將應用那些商業新技術。從一個組織或企業如何創造商業營運模式及營運計畫書，並從每一個契機建立商業模價值。這個部分將介紹的工具和原型設計的商業模式，新的經營理念的計劃。從新發構之形成、能有效地開發、評估及提高新技術成為最大商業價值營運商業模式。
 (三)課程名稱: 建立有效率的營運組織
 1.講者:Christina Fong, PhD
     2.課程介紹:本課程研究企業或組織的管理行為之技術。具體探討管理階層如何運用公司企業之結構和各項流程有效地領導管理企業，提高組織成員的組織創新和創造力。首先，探討如何轉變團隊結構，促進創新，接續地如何提升創新團隊得生產創造力。.
3.案例研討；Readings:　Olson, Slater & Hult, The importance of structure and 　process to strategy implementation.與Thompson, Clive. “How we work” May 15, 2013, Wired.(http://www.wired.com/2013/05/fa_thompson/)。
(四)課程名稱:商業化的財務技術－時間就是金錢，由於本班研習學員僅一位學員受過商學院課程，華大商學院教授針對商學院會計經濟學一些基本理論介紹學，將金錢現值與時間的關係、每家公司、上櫃或上市公司等必須製作財務報表之會計商用專用名辭作介紹，如何計算利息、公司現金流率（Interest rates）如何計算，如何查閱上櫃上市公司現金流率、何謂現值（Present value，PV）？及淨現值（ Net Present Value，NPV）、如何計算公司現值及淨限值，美國已開發很成熟計算公式可供會計財務人員應用，公司套利（Arbitrage）、年金（annuities）永續年金（Perpetuities）。
 1.現值（Present Value）的定義，有幾種說法：
（1）會計計量中的現值，是指對未來現金流量以恰當的折現率折現後的價　 值，是考慮貨幣時間價值因素等的一種計量屬性。在現值計量下，資產按照預計從其持續使用和最終處置中所產生的未來凈現金流入量折現的金額。負債按照預計期限內需要償還的未來凈現金流出量折現的金額。
   （2）當預期的現金流入需要待一個時期才能收到時，或預期的現金流出需要待一個時期才會支出時，這些收入或支出的現值要比收取或支付的實際數額為少。等待的時間越長，其現值也就越小。例如，在三年終了時將要收到1000元，若折現率為6%，則該項資產的現值為839.62元[1000 / (1 + 6%)3]。
 2.淨現值（ net present value，NPV）介紹:
 （1）凈現值（Net Present Value）是一項投資所產生的未來現金流的折現值與項目投資成本之間的差值。凈現值法是評價投資方案的一種方法。該方法利用凈現金效益量的總現值與凈現金投資量算出凈現值，然後根據凈現值的大小來評價投資方案。凈現值為正值，投資方案是可以接受的；凈現值是負值，從理論上來講，投資方案是不可接受的，但是從實際操縱層面來說這也許會跟公司的戰略性的決策有關，比如說是為了支持其他的項目，開發新的市場和產品，尋找更多的機會獲得更大的利潤。 此外， 迴避稅收也有可能是另外一個原因。當然凈現值越大，投資方案越好。凈現值法是一種比較科學也比較簡便的投資方案評價方法。
（2）企業的財務目標是使企業價值最大化。要實現這一財務目標，就應該按照NPV法則來選擇投資方案，即投資項目報酬率超過預期要求報酬率(或者叫做預定貼現率、資本成本率)，NPV大於零，則企業獲得超額利潤，這種超額利潤就是企業價值的增加值。凈現值越大，企業價值增加越多。
   （3）當投資者(含債權和股權投資者)將資金投入到某項目上之後，項目經營者按照預期目標，通過生產、經營、銷售，再回到貨幣資本狀態，回收的貨幣資本折現到投資初期時的價值應該包括三部分：一是投資者當初投入的本金，二是投入資本的利息(按資本的機會成本率或者WACC折現，即預定的貼現率折現)，三是按照預定的貼現率折現後的價值增值，也就是NPV部分。而NPV計算的目的就是為了計量企業的價值增值，凈現值法則與企業價值最大化的目標是非常契合的。雖然NPV是通過對未來現金凈流量的預測和預定的貼現率來計算的，而對於未來的看法是一個主觀判斷的過程，不同的人對未來的看法不盡相同，有的偏樂觀，有的偏謹慎，這就可能導致同樣一個項目，出現不同的NPV值，甚至差異很大。
（4）NPV可以通過數學模型計算出結果，看起來很科學。但是作為經營管 理者在進行決策時，不能被精確的數字所迷惑，不能把企業複雜的經營管理僅僅簡化為一兩個數學模型，因為企業經營管理的過程自始至終都存在大量的不確定性。正確的態度應該是在科學的量化基礎上，綜合考慮那些非量化因素的影響以及人的主觀判斷在其中的作用。
3. 套利（Arbitrage）- 通常指在某種實物資產或金融資產（在同一市場或不同市場）擁有兩個價格的情況下，以較低的價格買進，較高的價格賣出，從而獲取豐厚的收益。例如，某股票同時在不同國家交易所上市，同股同權，投資人可以在較低股市買進，到令一國家高價賣出。又比如在貨幣交易上進行套利，如借入利息較低的貨幣為融資，買進高息貨幣以賺取匯差或利差，例如，日圓放款利息長年維持在近乎零的水平，而南非或巴西等國因其通脹嚴重，利息常年維持在高水平。如果借入日圓來購買南非幣或巴西里拉，在不考慮匯差情況下，也能賺取豐厚的利差。
（1）在經濟與金融理論中，套利指利用兩個或多個市場的價格差異來獲利的行為。套利通常包括一組相互對應、買賣方向相反的交易，將價差變為利潤。在學術界，有的套利交易被定義為不存在損失可能的交易，或至少交易組合中的一端能絕對獲利的交易。簡而言之，有一類套利交易是能以低成本獲取無風險利潤的交易操作。儘管在理論定義中套利可以是無風險的交易，但在實際中大多數以交易獲利的機率大於損失的機率。套利交易的風險始終存在，輕微的風險包括成交價格的滑點誤差減少了利潤，嚴重的風險包括給標的物定價的貨幣幣值大幅波動、經濟基本面急劇變化導致原有的比價規律不復存在。銀行、經紀公司、基金公司都可以成為套利者。債券、股票、期貨及其各種金融衍生品都可稱為套利交易的標的物。全球絕大多數金融機構都進行套利交易，投資者普遍認為在其他條件相同時，套利的風險小於單邊投機。
（2）客觀而言，投資方式之間沒有絕對的優劣。對投資方式的選擇，很大程度上取決於投資者的風險偏好、利潤預期和資金大小。套利交易是一種風險相對單邊投機小、收益穩定的交易方式。其對應的交易對象和所制定的交易策略不同於單邊投機。基於套利策略收益穩定、可容納資金較多的特點，大型投資機構多選擇套利交易為其主要交易策略。
4.年金（Annuities）:年金是指將在一定時期內按相同時間間隔在每期期末收入或支付的相等金額折算到第一期初的現值之和。
      計算公式：
　　        [image: P=A\frac{1-(1+i)^{-n}}{i}]
                        利率為i、n期的年金現值，記作（P/A，i，n）
 5. 永續年金（Perpetuities）：
所謂永續年金，是指無限期等額收付的特種年金。它是普通年金的特殊形式，即期限趨於無窮的普通年金。
          永續年金現值的計算公式為：　
　　          V0 = A / i
例:某永續年金每年年底的收入為800元，利息率為8%，求該項永續     年金的現值。　
　　        V0 = 800 / 8% = 10,000(元)

(五)課程名稱:介紹現金流及市場消費者行為及商品定價關係圖(圖1)，教授以圖示向學員分享產品核心價格訂定應考慮因素(圖)，以在商學院學習經濟與會計基礎，及並分組討論以帕金森或阿茲海默症及傳輸帕金森或阿茲海默兩種藥，請同學上台報告，遵照教授提出練習題研討並發表，小組發表如附錄一:.
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圖1 產品與消費者之評估訂價參考示意圖
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圖2 產品核心市場分析圖

(六)課程名稱: 企業商業化過程之財務技術－ 金錢與時間價值
 1.講者:Jennifer Koski
2.課程介紹:本課程再深入新創公司如何募得資金用以上櫃或上市，及天使創投公司投資標的考量因素有那一些，在案例研析以臉書(Facebook)在美國興櫃及上市經過及蒐集美國證券委員會資料研讀。由於醫藥或醫材產業從研發到通過臨床試驗到興櫃或上市是十分冗長的投資，相對資金需求很大，一般創投公司評估是否值得投資考慮創業者是否能夠成功，包括:
（1）有無良好經營團隊:看人、看創業家是一切基礎。
（2）有無與眾不同而居於領先的知識能力:評估創業團隊的核心能力與核心能力夠不夠深厚。
（3）對市場是否有確實而足夠的認識？目標市場處在初生期或成長期？市場是一切基礎，團隊所瞭解的市夠不夠具體，夠不夠大。
（4）是否一窩蜂追逐時尚隨鏺逐流？團隊的想法是否來自多年的累積為重點。
（5）有無知識的產權或產品的智慧財產：這包括創業團隊的產品發明有無法律保障、與其他人的知識產權是否有衝突。
（6）企業中的產品或服務是否擁有很高的進入門檻，突破該團隊門檻是否困難。
（7）對檯面上與隱藏的競爭者有無充分的瞭解:面對現實瞭解競爭者，是永不停歇的工作；如果創業家說沒有競爭者將先亮起紅燈。
（8）知道自己在市場上具備的決定性區隔定位嗎？
（9）有無完整三至五年計畫書及財務分析報表，計畫書並非只是為了募資而寫，計畫書是創業團隊自己需要的藍圖。
（10）是否能籌募完整足夠創業基金，尤其是在泡沫破滅之後如何募款，募集資金是創業家持續不斷工作，資金必須如血液般良性流通。
（11）投資股東有附加價值嗎，隨著天使投資人，能為團隊帶來加分？股東應是　　　創業家最好的助力，也是核心盟友與戰友。
（12）投資股東與經營團隊有良好互補關係，內部團結是公司成功的基礎，善用股東與董事會的資源。
（13）主要領導者的人格特質是否能夠靈活有韌性，領倒者影響常造成上行下效，天使投資人會仔細觀察領導者，並深入調查。
（14）公司整體是否具有能共體時艱的內部文化。
（15）這個企業能吸引到足夠的夥伴聯盟，創業團隊不能是個孤島，必須跟外界有良好關係，善用外界關係，以取得足夠資源槓桿。
（16）團隊有市場開發的能力，許多創業家懂產品技術，但不懂行銷，團隊最好有會做生意的人。
（17）公司的願景是否能永續經營。
（18）創業者是否取得內部及外部群眾的信任。
[bookmark: _Toc344113062][bookmark: _Toc344121319] (七)課程名稱: 評估市場潛勢
1.講者:Shailendra P. Jain
[bookmark: _Toc344113063][bookmark: _Toc344121320]2.課程介紹:本課程介紹企業產品之價值:企業創新的技術價值，將產品商業活動有以下兩種方式。節省成本，包括生產技術及生產製程的成本。另一個方法，提供給客戶更大範圍的利益或數量，包括技術創新或增強的產品價值。企業價值通常可以通過相對簡單節約成本定量管理。然而，當市場上有更新更大的挑戰出現，常因客戶喜歡創新構想，以技術為基礎的產品提供了更好的收入和盈利機會的經濟價值。在本課程上，學習考慮量化更大的利益交付給客戶的方法。
3.藉由新穎的、更好的技術，得使產品可擴展市場的潛力及所服務的市場及和影響大小企業價值。天使投資者、機構投資者和風險投資，從他們那裡估計可靠的資金所有需求、市場潛力、任何新產品及其可能的銷售量。
4.案例探討，以美國BIOPURE公司為背景，BIOPURE是設計用於製造“血液代用品”氧輸送藥物，可以同時在人類和動物中使用的方法。課程上學習分析對這類產品的市場潛力以及透過為BIOPURE團隊這種新技術使這動物及人類兩個市場的規模。
  (八)課程名稱:市場技術 –消費者估算值及創新訂價方式：
  1.講者:Shailendra P. Jain
2.課程介紹:本課程介紹消費者市場，企業調查分析該公司產品之消費市場，應關切項目內容為何，市場潛力與不同消費者之價值具有直接影響並緊密的聯繫在一起。反過來說，這個價值取決於顧客期望並願意支付價格有相當程度上關連，如何營銷之價格及收費。本課程將探討技術市場的這些關聯，了解影響客戶價值和考慮在產品定價因素。
該課程，我們也考慮這兩種估計值，以通過創新，以及有多大的價值是由客戶了解及可接受；透過新創產業其客戶的分析方法。我們將探討一個名為“聯合分析”的研究方法，該方法是一個概念性構面，同時以考慮價值、成本和價格。利用聯合分析就主要產品進行權衡分析並評估服務的客戶。通過詢問客戶做出了一些技術支持的。
    (九)課程名稱: 投資協議書或投資框架（term sheet）
　   1.講者:Lance Young
  2.本課程介紹及目的:
本課程由教授給予題目係由分組自行決定以帕金森藥物或阿茲海默症藥劑，並結合一項新創醫材推進器將該藥物送到病人體內治療，各組必須應用教授傳授基本商業理論及分析市場佔有率，選出在中國大陸的市場，說明在中國大陸投資之提出投資評估項目內容，要說明原因。
3.本組案例上台分享報告:
   Question 1: What does your team estimate as the overall market potential for this application presuming that the product could obtain full regulatory approval today? the POD application of Alzheimer Disease will be chosen.                                             
  Question 2: Presuming that a VC wants to ensure that you have the proper incentives to move quickly toward a liquidity event, what terms do you expect they will want to include in your term sheet?
  Question3: If you were the VC, what is the single most important term that you would include in the term sheet given your understanding of Impel NeuroPharma’s POD technology? Why?
 Q1 :運用華大教授提供5C分析方法，5Cs Framework Analysis:
1.消費者:本組以選定中國大陸70歲-80歲之間阿茲海默症病人為本產品銷售對象。
2.公司:醫材公司負責將阿阿茲海默藥傳送給病人。.
       3.合作對向:-Impel NeuroPharma’s technology, Medical center, Clinic, Clinical research associate, Pharmaceutical and biotechnology companies, Care institution, Alzheimer’s association.
4.競爭對手:本案例之以傳輸器將阿茲海默症藥品治療病人，類似技術有類似醫材之企業，經查詢歐美中國大陸各國包括如下:
-美國Nastech 醫藥公司(Nastech Pharmaceutical Company Inc./USA)
-美國嬌生公司(Johnson & Johnson/USA)
-Tongli biomedical/CN
-Optinose As/NO
-美國3M壓力吸入醫材(3M - pressurised Metered Dose Inhaler (pMDI) ，USA)
經本組彙整及綜合研析討論結果Q 1: 運用5C，Forecast Total Market Demand: 假設adoption rate factor: income/ affordable rate  = 10% ；且假設Average  income in China是  $784-1117美元。
計算:Average cost for the treatment of Alzheimer’s disease :$177 to more than $400 per month
        Alzheimer’s disease Market (World Alzheimer Report 2010)  3.5 million   people (aged 70-84 years, 2010)X 365 POD /per person (disposable, per day)X 10% adoption rate (income/ affordable rate)= 1,277,500 POD  / per year。
Q2. 阿茲海默症用藥需求市場分析，創投公司關心投資核心項目為何？
經蒐集歐美各國市場產質及類型，研究發現中國大陸市場具有很大市場，幾乎還有90%以上市場可以開發。蒐集相關案例及創投公司之資料如附錄二。
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圖3  阿茲海默症藥全球及大陸市場調查
因此小組提出創投公司關切對新創公司在募資金計畫關項目重點如下:
   (1)投資金額、（充分稀釋後的）股份作價、股權形式；(2)達到設定目標後（如IPO）(3)投資公司的增持購股權；(4)投資的前提條件；(5)預計盡職調查和財務審計所需的時間；(6)優先股的分紅比例；(7)要與業績掛鉤的獎勵或懲罰條款；(8)清算優先辦法；(9)優先股轉換為普通股的辦法和轉換比率；(10)反稀釋條款和棘輪條款；(11)優先認股、受讓（或出讓）權；(12)回購保證及作價；(13)被投資公司對投資公司的賠償保證；(14)董事會席位和投票權；(15)保護性條款或否決權(16) 期權計劃；(17)知情權，主要是經營報告和預算報告；(18)公司股票上市後以上條款的適用性；(19)保密責任。
    此外創投公司退場機制: (1)上市櫃，逢高賣出或長久夥伴；(2)轉手；(3)賣回給經營團隊；(4)併購；(5)清算或轉讓給投資者。綜整創投與經營公司之投資協議書條款內容項目如下：  
　　表四　創投公司與新創經營團隊簽署之投資協議書內容綜整表：
	項目
	中文名稱
	重點介紹

	Issuer
	發行公司
	欲在本交易中取得資金的公司

	Investors
	(擬)投資人
	欲在本交易中投入資金的法人/自然人

	Amount
	投資總額
	此次交易總額

	Ownership
	所有權
	Pre-Money:增資前估值; Post-Money:增資後估值; ESOP:員工持股計劃; Pre-Money = Post-Money - Money
Valuation ≠ Value  Negotiation

	Purpose
	募資目的
	擴充營運規模、生產設備購置…

	Securities
	保證/擔保
	相關細節待正式合約中由甲乙雙方依據盡職調查結果及一般交易慣例議定之。

	Conversion
	股份轉換
	特別股轉換為普通股的規範協議。

	Dividend
	股利
	規範特別股利率與優先權，以及累計/不累計股利支付、參加/不參加超額盈餘分配，以及轉換為普通股的權力。

	Voting Rights
	表決權
	規範特別股行使表決權之順序、限制或無表決權。

	Liquidation Preference
	清算優先
	當發生協議所列需要做公司清算事件時，規範特別股所享有的優先償還權力。

	Price Adjustment Provision
	價格調整
條款
	主要在規範各種可能狀況下，如何確保本交易所取得特別股能以特定價格條件(較優惠)做股權轉換的權益。

	Mandatory Redemption
	定期償還
強制回贖
	債券發行以後，待規定的寬限期滿後，按一定時間和一定比例實行分次償還，債券期滿時，全部還清。

	Required Sale of Shares
	回售股份
之要求
	倘本交易所取得股份在一定期間內無法在特定市場公開發行，則公司必須購回該股利之相關條款。

	Registration Rights
	參與權
	本主要在規範各種可能狀況下，如何確保本交易所取得特別股能夠參與後續增/募資權益的協議。

	Employee Share Ownership Plan (ESOP)
	員工持股
計畫
	一種特殊的報酬計劃,是指為了吸引、保留和激勵公司員工,通過讓員工持有股票,使員工享有剩餘索取權的利益分享機制和擁有經營決策權的參與機制。

	Shareholders’ Agreement
	股東協議
	主要內容包括決策制定、股份轉讓等。簽訂股東協議可以保護股東們的權利，有效避免股東之間的矛盾。

	Subscription Agreement
	認購協議
	明確股票承銷過程上相互權利義務關係的書面合同。

	Legal Documentation
	法律文件
	包括但不限於全體股東同意書、認購同意書、權力註冊同意書。

	Fees Expenses
	各項手續費與費用
	律師、會計師、財務顧問等費用的支付責任議定。

	Exclusivity
	排他性
	條款中約定在定期間內只將一部或全部的權利給對方，並且約定同一期間內不會再給其他人，這就是一種排他性的協議。

	Information & Access
	資訊的提供與取用
	規範提供對交易內容進行盡責調查所需的資料，以及取用資料的方式與權力、義務。

	Confidentiality
	保密性
	發行公司要求有意參與投資人需對投資條款承擔的保密義務，投資人做出承諾後，方得以取得協議內容，並享有相關的權益。

	Publicity
	公告宣傳
	規範雙方在交易完成後，公告協議內容的範圍與權力。

	Indemnity
	損害賠償
	簽署本協議的正式合約後，倘非因法令或主管機關之命令、市場產生鉅大變動或其他不可抗力之因素，致使本協議無法履行，而係因可歸責於一方而非他方之事由致使本交易未能完成，則可歸責之一方應支付他方一雙方議定金額，作為未能進行或完成本交易之履約賠償金。

	Conditions Precedent to Funding
	先決條件/停止條件
	約定義務的生效和履行須以某一事件或行為的發生或存在為前提條件，但時間的推移不能作為條件。如條件未成就，也未取消，則合同或約定義務尚未生效，不須履行。

	Acceptance
	接受效期
	簽定協議之有效期限，超過期限未簽署，則協議內容失效。





 　　此外，西雅圖生技新創產業蓬渤發展，其中有很多新藥如免疫治療或癌症新藥與醫材多數從華大技轉而來，華大校內還成立C4C，美國醫藥與醫材法規為我國食品藥物管理署訂定法規中要參考之一，整理並摘譯美國食品藥物管理署對醫療器材之法規規定，如下:

	原文內容
	中譯內容

	Establishment Registration - 21 CFR Part 807
Manufacturers (both domestic and foreign) and initial distributors (importers) of medical devices must register their establishments with the FDA. All establishment registrations must be submitted electronically unless a waiver has been granted by FDA. All registration information must be verified annually between October 1st and December 31st of each year. In addition to registration, foreign manufacturers must also designate a U.S. Agent. Beginning October 1, 2007, most establishments are required to pay an establishment registration fee.
	廠商註冊-21 CFR Part 807
醫材製造商（包括國內及國外）及初始經銷商（進口商）須向美國食品藥物管理局進行廠商註冊。所有的廠商註冊都必須透過電子傳輸方式進行申請，除非經美國食藥局特殊豁免。所有註冊資訊須於每年10月1日至12月31日間重新驗證其資料之正確性。此外，西元2007年10月1日起，國外製造商應指定美國代理商（U.S. agent）進行辦理，且多數廠商須支付相關註冊費用。

	Device Registration and Listing
Owners or operators of places of business (also called establishments or facilities) that are involved in the production and distribution of medical devices intended for use in the United States (U.S.) are required to register annually with the FDA. This process is known as establishment registration.
Congress has authorized FDA to collect an annual establishment registration fee for device establishments. A detailed list of the types of device establishments that are required to register and pay the fee can be found at "Who Must Register, List and Pay the Fee". There are no reductions in annual establishment registration fees for small businesses or any other group.
Most establishments that are required to register with the FDA are also required to list the devices that are made there and the activities that are performed on those devices. If a device requires premarket approval or notification before being marketed in the U.S., then the owner/operator should also provide the FDA premarket submission number (510(k), PMA, PDP, HDE).
The amendments to the Medical Device User Fee Modernization Act require that after September 30th, 2007, all registration and listing information be submitted electronically, unless a waiver has been granted.
Registration and listing provides FDA with the location of medical device establishments and the devices manufactured at those establishments. Knowing where devices are made increases the nation’s ability to prepare for and respond to public health emergencies.
	醫材註冊及清單	
依據規定，涉及欲使用於美國境內之醫材製造或經銷場所之經營者或執行者（稱之為廠商）須每年度向美國食藥局進行註冊，此程序即為”廠商註冊”。



美國國會授權美國食藥局收取醫材廠商之年度註冊費用，須進行註冊之各式醫材清單與其費用資訊均詳載於"Who Must Register, List and Pay the Fee"。每年度之廠商註冊費用，針對小型企業或任何其他團體並無相關減免措施。



多數應向美國食藥局進行註冊之廠商，須同時詳列其所製造或執行相關行為之醫材清單。若某醫材在正式於美國上市前須提交上市前許可或通知，則其經營者/執行者須同時提供美國食藥局上市前提交代碼（510(k), PMA, PDP, HDE）。


醫療器材使用者付費與現代化法修正後，要求2007年9月30日起，所有的註冊及清單資訊均須以電子傳輸方式呈交，除非取得特殊豁免。


提供美國食藥局的註冊及清單具備醫材廠商之地址，及其所製造之醫材，以得知該醫材是在何處生產製造，提升國家應變緊急公衛事件之能力。

	Any foreign establishment engaged in the manufacture, preparation, propagation, compounding, or processing of a device imported into the United States must identify a United States agent (U.S. agent) for that establishment.
Information about a foreign establishment’s U.S. agent is submitted electronically using the FURLS system and is part of the establishment registration process. Each foreign establishment may designate only one U.S. agent. The foreign establishment may also, but is not required to, designate its U.S. agent as its official correspondent. The foreign establishment should provide the name, address, telephone and fax numbers, and e-mail address of the U.S. agent.
	任何國外廠商從事製造、配置、宣傳、組合或加工醫材，欲輸入美國者，均應指定其美國代理商。



國外廠商之美國代理商相關資訊須透過FURLS系統進行電子方式呈交，且為廠商註冊程序的一部分。每家國外廠商僅能指定一家美國代理商。國外廠商可以（但不強迫）指定美國代理商為官方聯絡人。國外廠商須提供美國代理商之名稱、地址、電話、傳真號碼及電子信箱。

	Responsibilities of a U.S. Agent
The U.S. agent must either reside in the U.S. or maintain a place of business in the U.S. The U.S. agent cannot use a post office box as an address. The U.S. agent cannot use just an answering service. They must be available to answer the phone or have an employee available to answer the phone during normal business hours.
The responsibilities of the U.S. agent are limited and include:
1.assisting FDA in communications with the foreign establishment,
responding to questions concerning the foreign establishment's devices that are imported or offered for import into the United States。
2.assisting FDA in scheduling inspections of the foreign establishment and
3.if FDA is unable to contact the foreign establishment directly or expeditiously, FDA may provide information or documents to the U.S. agent, and such an action shall be considered to be equivalent to providing the same information or documents to the foreign establishment.
Please note that the U.S. agent has no responsibility related to reporting of adverse events under the Medical Device Reporting regulation (21 CFR Part 803), or submitting 510(k) Premarket Notifications (21 CFR Part 807, Subpart E)。
	美國代理商不得以郵政信箱做為地址，也不能僅提供單純之應答服務，其須於正常上班時間能通話或有雇員進行電話接聽。





美國代理商的責任包括且限於下列領域:
1.協助美國食藥局聯絡國外廠商能夠回應國外廠商所輸入或提供輸入至美國境內之醫材相關問題。



2.協助美國食藥局安排國外廠商之檢查作業。

3.若美國食藥局無法直接或即時與國外廠商取得聯繫時，美國食藥局可提供相關資訊或文件予美國代理商，且該行為將等同於已將相關資訊或文件給予國外廠商。

請注意，美國代理商無須承擔醫療器材事故通報條例（21 CFR Part 803）之不良事件通報，或提交510(k)上市前通知（21 CFR Part 807, Subpart E）之責任。


	Medical Device Listing - 21CFR Part 807
Manufacturers must list their devices with the FDA. Establishments required to list their devices include:
1.manufacturers,
2.contract manufacturers that commercially distribute the device，
3.contract sterilizers that commercially distribute the device,
4.repackagers and relabelers,
5.specification developers,
6.reprocessors single-use devices,remanufacturer
7.manufacturers of accessories and components sold directly to the end user
8.U.S. manufacturers of "export only" devices
	醫材清單- 21CFR Part 807
製造商須提供其醫材清單予美國食藥局，應列該醫材清單之廠商包括:

1.製造商。
2.經銷該類醫材之合約製造 商。
3.經銷該類醫材之合約滅菌廠商。
4.再包裝及再標示者。
5.規格開發者。
6.一次性器材之再製者。再加工製造者。
7.直接販賣附件或組件給終端消費者之製造商。
8.產製”專供輸出”醫材之美國製造商。

	Device Registration and Listing
Owners or operators of places of business (also called establishments or facilities) that are involved in the production and distribution of medical devices intended for use in the United States (U.S.) are required to register annually with the FDA. This process is known as establishment registration.
Congress has authorized FDA to collect an annual establishment registration fee for device establishments. A detailed list of the types of device establishments that are required to register and pay the fee can be found at "Who Must Register, List and Pay the Fee". There are no reductions in annual establishment registration fees for small businesses or any other group.
Most establishments that are required to register with the FDA are also required to list the devices that are made there and the activities that are performed on those devices. If a device requires premarket approval or notification before being marketed in the U.S., then the owner/operator should also provide the FDA premarket submission number (510(k), PMA, PDP, HDE).
The amendments to the Medical Device User Fee Modernization Act require that after September 30th, 2007, all registration and listing information be submitted electronically, unless a waiver has been granted.
Registration and listing provides FDA with the location of medical device establishments and the devices manufactured at those establishments. Knowing where devices are made increases the nation’s ability to prepare for and respond to public health emergencies.
	醫材註冊及清單	
依據規定，涉及欲使用於美國境內之醫材製造或經銷場所之經營者或執行者（稱之為廠商）須每年度向美國食藥局進行註冊，此程序即為”廠商註冊”。



美國國會授權美國食藥局收取醫材廠商之年度註冊費用，須進行註冊之各式醫材清單與其費用資訊均詳載於"Who Must Register, List and Pay the Fee"。每年度之廠商註冊費用，針對小型企業或任何其他團體並無相關減免措施。


多數應向美國食藥局進行註冊之廠商，須同時詳列其所製造或執行相關行為之醫材清單。若某醫材在正式於美國上市前須提交上市前許可或通知，則其經營者/執行者須同時提供美國食藥局上市前提交代碼(510(k), PMA, PDP, HDE)。


醫療器材使用者付費與現代化法修正後，要求2007年9月30日起，所有的註冊及清單資訊均須以電子傳輸方式呈交，除非取得特殊豁免。


提供美國食藥局的註冊及清單具備醫材廠商之地址，及其所製造之醫材，以得知該醫材是在何處生產製造，提升國家應變緊急公衛事件之能力。

	Premarket Notification 510(k) - 21 CFR Part 807 Subpart E
If your device requires the submission of a Premarket Notification 510(k), you cannot commercially distribute the device until you receive a letter of substantial equivalence from FDA authorizing you to do so. A 510(k) must demonstrate that the device is substantially equivalent to one legally in commercial distribution in the United States: (1) before May 28, 1976; or (2) to a device that has been determined by FDA to be substantially equivalent.
	上市前通知510(k) - 21 CFR Part 807 Subpart E
符合法規要求之醫材廠商須提交上市前通知，在尚未收到美國食藥局授權之實質等同信件前，不得進行任何商業性的經銷活動。一份510(k)通知應表明該醫材實質等同於任一合法商業經銷於美國境內之醫材，其要件如下:
1.於1976年5月28日前取得合法經銷資格者。
2.已被美國食藥局確認為實質等同者。

	Introduction
Each person who wants to market in the U.S., a Class I, II, and III device intended for human use, for which a Premarket Approval (PMA) is not required, must submit a 510(k) to FDA unless the device is exempt from 510(k) requirements of the Federal Food, Drug, and Cosmetic Act (the Act) and does not exceed the limitations of exemptions in .9 of the device classification regulation chapters (e.g., 21 CFR 862.9, 21 CFR 864.9). There is no 510(k) form, however, 21 CFR 807 Subpart E describes requirements for a 510(k) submission. Before marketing a device, each submitter must receive an order, in the form of a letter, from FDA which finds the device to be substantially equivalent (SE) and states that the device can be marketed in the U.S. This order "clears" the device for commercial distribution.


A 510(k) is a premarket submission made to FDA to demonstrate that the device to be marketed is at least as safe and effective, that is, substantially equivalent, to a legally marketed device (21 CFR 807.92(a)(3)) that is not subject to PMA. Submitters must compare their device to one or more similar legally marketed devices and make and support their substantial equivalency claims. A legally marketed device, as described in 21 CFR 807.92(a)(3), is a device that was legally marketed prior to May 28, 1976 (preamendments device), for which a PMA is not required, or a device which has been reclassified from Class III to Class II or I, or a device which has been found SE through the 510(k) process. The legally marketed device(s) to which equivalence is drawn is commonly known as the "predicate." Although devices recently cleared under 510(k) are often selected as the predicate to which equivalence is claimed, any legally marketed device may be used as a predicate. Legally marketed also means that the predicate cannot be one that is in violation of the Act.
Until the submitter receives an order declaring a device SE, the submitter may not proceed to market the device. Once the device is determined to be SE, it can then be marketed in the U.S. The SE determination is usually made within 90 days and is made based on the information submitted by the submitter.
Please note that FDA does not perform 510(k) pre-clearance facility inspections. The submitter may market the device immediately after 510(k) clearance is granted. The manufacturer should be prepared for an FDA quality system (21 CFR 820) inspection at any time after 510(k) clearance.
	欲上市第一、二、三類醫材應用於人體，無須經過上市前許可(PMA)者，須呈交510(k)予美國食藥局，除非聯邦食品、藥物及化妝品管理法有明定豁免，且沒有超過醫療器材分類條例之豁免限制（e.g., 21 CFR 862.9, 21 CFR 864.9）者，則無需檢附。510(k)並沒有制式的表格，然而21 CFR 807 Subpart E則針對510(k)的呈交有相關的規定。在醫材上市前，資料提交者須收到美國食藥局以信件型式呈現的指示，說明食藥局已確認該醫材具有實質等同性，可上市於美國境內。該指示表明了該醫材之商業銷售合法性。

510(k)是上市前需呈交FDA的相關資料，說明其不屬上市前許可(PMA)管轄範疇之醫材的安全性與有效性實質等同於已合法上市之醫材（21 CFR 807.92(a)(3)）。資料提交者必須將欲申請之醫材與1個以上同類型之合法上市醫材相互比較，並證明其之間的實質等同性。依據21 CFR 807.92(a)(3)，合法上市的醫材是1976年5月28日前合法上市，或是已歸類為第一、二、三類，或透過510(k)程序已確定其實質等同性等醫材。等同性已被確立之合法醫材通常被稱之為指定醫材（predicate）。儘管近期通過510(k)確立其實值等同性的醫材常被選作指定醫材，但其實任何一個合法上市的醫材都可以做為指定醫材。合法上市亦指指定醫材不得有任何違法情事。
















直到資料提交者收到醫材的實質等同確認前，不得擅自上市該醫材。一旦某醫材被認定為實質等同，則可上市於美國境內。判定實質等同所需的時間約在90天內完成，判定結果主要是依據申請者所提交的資料為主。

請注意，美國食藥局審理510(k)時不會執行任何場廠檢查作業。提交者可在獲得510(k)核可後，即可上市該醫材。而製造商應在取得510(k)核可後，隨時準備接受美國食藥局的品質系統(21 CFR 820)檢查作業。

	What is Substantial quivalence
A 510(k) requires demonstration of substantial equivalence to another legally U.S. marketed device. Substantial equivalence means that the new device is at least as safe and effective as the predicate.
A device is substantially equivalent if, in comparison to a predicate it: has the same intended use as the predicate; and has the same technological characteristics as the predicate; 
Or has the same intended use as the predicate; and
has different technological characteristics and the information submitted to FDA：
1.does not raise new questions of safety and effectiveness; and
2.demonstrates that the device is at least as safe and effective as the legally marketed device.
3.A claim of substantial equivalence does not mean the new and predicate devices must be identical. Substantial equivalence is established with respect to intended use, design, energy used or delivered, materials, chemical composition, manufacturing process, performance, safety, effectiveness, labeling, biocompatibility, standards, and other characteristics, as applicable.
A device may not be marketed in the U.S. until the submitter receives a letter declaring the device substantially equivalent. If FDA determines that a device is not substantially equivalent, the applicant may:
resubmit another 510(k) with new data,
1.request a Class I or II designation through the de novo process
2.file a reclassification petition, or
3.submit a premarket approval application (PMA).
	何謂是實質等同
510(k)明定實質等同於美國合法上市醫材之相關證明。實質等同的意義在於該醫材與指定醫材同等安全且具有效用。


與指定醫材相較，實質等同的醫材:具有與指定醫材有相同之用途，並具有與指定醫材相同之技術特性。


具有與指定醫材有相同之用途，但不具有與指定醫材相同之技術特性，且呈交相關資訊予美國食藥局:
1.不致造成安全或效用上的新問題。
2.說明該醫材的安全性與效用性等同於合格上市醫材。
3.當宣稱其為實質等同醫材時，並不代表該新醫材需與指定醫材完全相同。只要在用途、設計、能源利用或傳送、物質、化學組成、製造程序、效用、標示、生物相容性、標準及其他特性上適用即可。





資料提交者在尚未獲得美國食藥局認可其實質等同前，不得上市該醫材。若美國食藥局不認可該醫材之實質等同性，則申請者可以:

重新呈交新的510(k)資訊。

1.透過de novo程序申請成為第一類或第二類醫材。
2.提交重新分類請願書。
3.呈交上市前許可申請(PMA)。

	Who is Required to Submit a 510(k)
The Act and the 510(k) regulation (21 CFR 807) do not specify who must apply for a 510(k). Instead, they specify which actions, such as introducing a device to the U.S. market, require a 510(k) submission.

The following four categories of parties must submit a 510(k) to the FDA:
1.Domestic manufacturers introducing a device to the U.S. market; Finished device manufacturers must submit a 510(k) if they manufacture a device according to their own specifications and market it in the U.S. Accessories to finished devices that are sold to the end user are also considered finished devices. However, manufacturers of device components are not required to submit a 510(k) unless such components are promoted for sale to an end user as replacement parts. Contract manufacturers, those firms that manufacture devices under contract according to someone else’ s specifications, are not required to submit a 510(k).
Specification developers introducing a device to the U.S. market;A specification developer develops the specifications for a finished device, but has the device manufactured under contract by another firm or entity. The specification developer submits the 510(k), not the contract manufacturer.


Repackers or relabelers who make labeling changes or whose operations significantly affect the device. Repackagers or relabelers may be required to submit a 510(k) if they significantly change the labeling or otherwise affect any condition of the device. Significant labeling changes may include modification of manuals, such as adding a new intended use, deleting or adding warnings, contraindications, etc. Operations, such as sterilization, could alter the condition of the device. However, most repackagers or relabelers are not required to submit a 510(k).
Foreign manufacturers/exporters or U.S. representatives of foreign manufacturers/exporters introducing a device to the U.S. market.
Please note that all manufacturers (including specification developers) of Class II and III devices and select Class I devices are required to follow design controls (21 CFR 820.30) during the development of their device. The holder of a 510(k) must have design control documentation available for FDA review during a site inspection. In addition, any changes to the device specifications or manufacturing processes must be made in accordance with the Quality System regulation (21 CFR 820) and may be subject to a new 510(k).  Please see our guidance, "Deciding When to Submit a 510(k) for a Change to an Existing Device."
	須提交510(k)之對象:聯邦食品、藥物及化妝品法與510(k)條例(21 CFR 807)，並沒有具體說明哪些對象需要申請510(k)。取而代之，其明確指出哪些行為必須提交510(k)，如欲上市醫材於美國境內。
以下4大類為須呈交510(k)予美國食藥局:
1. 欲上市醫材之國內製造商。醫材之末端製造商若依據自訂規格進行製造，並欲上市於美國境內者，須提交510(k)。直接販售醫材配件給最終使用者之廠商，也同樣視為末端製造商。而醫材組件之製造商則無需提交510(k)，除非該組件直接販售給最終使用者，做為自行更換之零件。合約製造商，即依據其他廠商之規格進行醫材製造的公司，同樣無需提交510(k)。
	
欲將醫材上市於美國境內之規格開發者。規格開發者負責開發醫材成品之規格，再透過合約委請其他製造商進行產製，規格開發商須提交510(k)，而非合約製造商之責任。

變更標示或其執行作業會顯著影響該醫材之再包裝或再標示者。若再包裝或再標示者明顯地變更過原標示，或影響該醫材之任何狀態，均應提交510(k)。明顯的標示變更包括：調整手冊內容，如新增用途、刪減或增加警告說明、禁忌等。而滅菌等執行作業會導致醫材狀態改變者，也須提交510(k)。然而多數的再標示或再包裝者都是屬於無須提交510(k)的類型。
欲上市醫材於美國境內之國外製造商/出口商或是其美國代表。














請注意，第二、三類及部分第一類醫材之製造者(包括規格開發者)在開發醫材時，均須遵守設計管制(21 CFR 820.30)規定，510(k)的持有者必須具備適用之設計管制文件予美國食藥局進行場廠審查作業。此外，任何規格或製造程序的變更都必須符合品質系統條例(21 CFR 820)，且可能需要呈交新的510(k)資訊。請詳見我們的指南"Deciding When to Submit a 510(k) for a Change to an Existing Device."

	When a 510(k) is Required
A 510(k) is required when:
Introducing a device into commercial distribution (marketing) for the first time. After May 28, 1976 (effective date of the Medical Device Amendments to the Act), anyone who wants to sell a device in the U.S. is required to make a 510(k) submission at least 90 days prior to offering the device for sale, even though it may have been under development or clinical investigation before that date. If your device was not marketed by your firm before May 28, 1976, a 510(k) is required.
You propose a different intended use for a device which you already have in commercial distribution. The 510(k) regulation (21 CFR 807) specifically requires a 510(k) submission for a major change or modification in intended use. Intended use is indicated by claims made for a device in labeling or advertising. Most, if not all changes in intended use will require a 510(k). Please note that prescription use to over the counter use is a major change in intended use and requires the submission of a new 510(k).
There is a change or modification of a legally marketed device and that change could significantly affect its safety or effectiveness. The burden is on the 510(k) holder to decide whether or not a modification could significantly affect safety or effectiveness of the device. Any modifications must be made in accordance with the Quality System regulation, 21 CFR 820, and recorded in the device master record and change control records. It is recommended that the justification for submitting or not submitting a new 510(k) be recorded in the change control records.
A new 510(k) submission is required for changes or modifications to an existing device, where the modifications could significantly affect the safety or effectiveness of the device or the device is to be marketed for a new or different indication for use. See Is a new 510(k) required for a modification to the device? for additional information.
	何時需提交510(k)
下列情況將須提交510(k):
首次上市醫材者。1976年5月28日(醫療器材使用者付費與現代化法修正生效)後，任何想要販售醫材於美國境內者，均須在該醫材上市前90天提交510(k)，即便在該日期前可能仍處於開發或臨床研究的階段。若您欲上市的產品在1976年5月28日之前尚未上市，則須提交510(k)。




欲對於已上市醫材提出不同於原用途之新用途者。510(k)條例(21 CFR 807)明確要求對於用途的重大改變或調整應提交510(k)。用途是指標示或廣告上所聲稱者。多數但並不是全部的改變都須提交510(k)。請注意，相反的使用指示是用途上的重大改變，須提交510(k)。




合法上市的醫材具有重大道會影響其安全性或效用性的改變或調整。510(k)持有者具有判別該調整是否會造成醫材安全性或效用性有重大改變之責任。任何的調整都必須符合品質系統條例(21 CFR 820)，並記錄於該醫材之主紀錄中，同時更新其管控紀錄。建議將提交或不提交新510(k)記錄於管控紀錄中。






有關改變調整既有醫材，致使其安全性或效用性改變，以及用途上的新增或改變是否須提交一份新的510(k)，可參考Is a new 510(k) required for a modification to the device?

	When a 510(k) is Not Required
The following are examples of when a 510(k) is not required：
You sell unfinished devices to another firm for further processing or sell components to be used in the assembling of devices by other firms. However, if your components are to be sold directly to end users as replacement parts, a 510(k) is required.
Your device is not being marketed or commercially distributed. You do not need a 510(k) to develop, evaluate, or test a device. This includes clinical evaluation. Please note that if you perform clinical trials with your device, you are subject to the Investigational Device Exemption (IDE) regulation (21 CFR 812).
You distribute another firm's domestically manufactured device. You may place a label on the device, "Distributed by ABC Firm" or "Manufactured for ABC Firm," (21 CFR 801.1) and sell it to end users without submission of a 510(k).
In most cases, if you are a repackager or a relabeler you are not required to submit a 510(k) if the existing labeling or condition of the device is not significantly changed. The labeling should be consistent with the labeling submitted in the 510(k) with the same indications for use and warnings and contraindications.
Your device was legally in commercial distribution before May 28, 1976 and you have documentation to prove this. These devices are "grandfathered" and have Preamendment Status. You do not have to submit a 510(k) unless the device has been significantly modified or there has been a change in its intended use.
The device is made outside the U.S. and you are an importer of the foreign made medical device. A 510(k) is not required if a 510(k) has been submitted by the foreign manufacturer and received marketing clearance. Once the foreign manufacturer has received 510(k) clearance for the device, the foreign manufacturer may export his device to any U.S. importer.
Your device is exempted from 510(k) by regulation (21 CFR 862-892). That is, certain Class I or II devices can be marketed for the first time without having to submit a 510(k). A list of the Class I and II exempted devices can be found on Medical Device Exemptions 510(k) and GMP Requirements. However, if the device exceeds the limitations of exemptions in .9 of the device classification regulation chapters (e.g., 21 CFR 862.9, 21 CFR 864.9), such as the device has a new intended use or operates using a different fundamental scientific technology than a legally marketed device in that generic type of device, or the device is a reprocessed single-use device, then a 510(k) must be submitted to market the new device.
	何時無需提交510(k)	
下列幾個例子說明無需提交510(k)的情況:

販售非成品之醫材給其他廠商進行後續的加工，或是組裝為成品。然而，若是該組件將直接販售給最終消費者做為更換零件，則須提交510(k)。

不進行上市販售的醫材，則不需要提交510(k)便可進行開發、評估、測試，也包括臨床評估。請注意，利用該醫材進行臨床試驗時，則必須受管於臨床試驗器材豁免條例(IDE；21 CFR 812)



販售其他公司之國內產製醫材。如在醫材標示上註明”由ABC公司進行經銷”或”為ABC公司執行產製” (21 CFR 801.1)，便可不須提交510(k)而上市販售。

在多數案例中，若醫材之既有標示或狀態沒有顯著改變的話，再包裝或再標示者通常無須提交510(k)。但其標示必須與原提交給510(k)的使用、警告或狀態說明一致。



具有1976年5月28日前已合法上市的證明者，則無須再提交510(k)，除非有重大的改變，或用途上的調整。





該醫材在美國境外進行製造，且您只是單純的進口商時。如果國外製造商已提交過510(k)，且取得上市核可時，則進口商無須再次提交510(k)。一旦國外製造廠取得510(k)的核可，該廠商可直接出口給美國任一家進口商。


該醫材不受510(k)條例(21 CFR 862-892)管轄時。也就是某些特定的第一類、第二類醫材可以不須提交510(k)便上市。受到豁免的醫材可透過Medical Device Exemptions 510(k) and GMP Requirements進行查詢。然而，若超過醫療器材分類條例之豁免限制(e.g., 21 CFR 862.9, 21 CFR 864.9)者，例如相較於合法上市醫材，該醫材具有新用途，或是利用不同之基礎科學科技之類的醫材，或是一次性使用醫材的再加工物，則必須提交510(k)。

	Preamendment Devices
The term "preamendments device" refers to devices legally marketed in the U.S. by a firm before May 28, 1976 and which have not been:significantly changed or modified since then; andfor which a regulation requiring a PMA application has not been published by FDA.
Devices meeting the above criteria are referred to as "grandfathered" devices and do not require a 510(k). The device must have the same intended use as that marketed before May 28, 1976. If the device is labeled for a new intended use, then the device is considered a new device and a 510(k) must be submitted to FDA for marketing clearance.
Please note that you must be the owner of the device on the market before May 28, 1976, for the device to be grandfathered. If your device is similar to a grandfathered device and marketed after May 28, 1976, then your device does NOT meet the requirements of being grandfathered and you must submit a 510(k). In order for a firm to claim that it has a preamendments device, it must demonstrate that its device was labeled, promoted, and distributed in interstate commerce for a specific intended use and that intended use has not changed. See Preamendment Status for information on documentation requirements.
	修法前之醫材
Preamendment Devices是指於1976年5月28日之前合法上市的醫材，且其之後並無重大的改變或調整者美國食藥局尚未要求提交須依條例進行PMA申請者。


符合上述資格之醫材，被稱之為”祖父級”醫材，且不須提交510(k)。其用途必須同於1976年5月28日前合法上市之醫材，反之，若有新增用途時，則須提交510(k)予美國食藥局。



若要證明您的醫材為祖父級醫材，則您必須是該1976年5月28日前即上市之醫材所有人。若您的醫材只是類似於祖父級醫材，並在1976年5月28日後上市，則不屬於祖父級醫材，並須提交510(k)。如果一個醫材宣稱其為修法前醫材，則必須提出該醫材之特定用途，且未有變更之標示、宣傳、經銷證明。更多資訊請見 Preamendment Status。

	Third Party Review Program
The Center for Devices and Radiological Health (CDRH) has implemented a Third Party Review Program. This program provides an option to manufacturers of certain devices of submitting their 510(k) to private parties (Recognized Third Parties) identified by FDA for review instead of submitting directly to CDRH. For more information on the program, eligible devices and a list of Recognized Third Parties go to Third Party Review Program Information page.
	第三方審核計畫
醫療器材與輻射健康中心(CDRH)已開始執行第三方審核計畫。該計畫提供特定醫材的製造商提交510(k)給美國食藥局核可之私人機構(即第三方)，而非直接呈交給醫療器材與輻射健康中心。更多詳情請見 Third Party Review Program Information。




	原文內容
	中譯內容

	On October 26, 2002 the Medical Device User Fee and Modernization Act of 2002 became law. It authorizes FDA to charge a fee for medical device Premarket Notifcation 510(k) reviews. A small business may pay a reduced fee. The application fee applies to Traditional, Abbreviated, and Special 510(k)s. The payment of a premarket review fee is not related in any way to FDA's final decision on a submission.
	2002年10月26日，醫療器材使用者付費與現代化法實施後，其授權美國食藥局針對醫材上市前通知510(k)索取審查費用。小型企業可支付較低之費用。該申請費用適用於傳統案、簡化案或特殊案，其費用支付無關於美國食藥局之審核決定。

	Most Class I devices and some Class II devices are exempt from the Premarket Notification 510(k) submission. A list of exempt devices is located at:
	多數第一類(Class I)及部分第二類(Class II)醫材是屬於510(k)的豁免類型。

	If you plan to send a 510(k) application to FDA for a Class I or Class II device, you may find 510(k) review by an Accredited Persons beneficial. FDA accredited 12 organizations to conduct a primary review of 670 types of devices. By law, FDA must issue a final determination within 30 days after receiving a recommendation from an Accredited Person. Please note that 510(k) review by an Accredited Person is exempt from any FDA fee; however, the third-party may charge a fee for its review.
	假設您欲提交第一類及第二類醫材之510(k)申請予美國食藥局，該510(k)審查可由第三方機構(Accredited Persons)進行審查。食品藥物管理局核可12家機構針對670種醫材執行初步審查。據法，美國食藥局須於接收第三方機構的審查報告後的30天內完成最終決議。請注意，由第三方機構審核的案件是不需支付美國食藥局審查費用的，但第三方機構可能會收取該機構之審查費用。

	Introduction
Following is a breakdown of 510(k) exempt and Good Manufacturing Practice (GMP)/Quality System exemptions listed by device class. All devices in this list are 510(k) exempt unless further qualified by a footnote. Only devices annotated by (*) are also exempt from GMP except for general recordkeeping requirements and compliant files.
	簡介
以下列表中之醫療器材得以豁免510K審查，部分醫療器材有*符號，代表也可免除GMP之審查，但還是要保留一般的標準紀錄。

	Class I Devices
FDA has exempted almost all class I devices (with the exception of Reserved Devices from the premarket notification requirement, including those devices that were exempted by final regulation published in the Federal Registers of December 7, 1994, and January 16, 1996. Some 510(k) exemptions annotated with "\#\" are with certain limitations as noted in the footnotes. It is important to confirm the exempt status and any limitations that apply with 21 CFR Parts 862-892. Limitations of device exemptions are covered under 21 CFR xxx.9, where xxx refers to Parts 862-892.)
If a manufacturer's device falls into a generic category of exempted class I devices as defined in 21 CFR Parts 862-892, a premarket notification application and FDA clearance is not required before marketing the device in the U.S. However, these manufacturers are required to register their establishment and list the generic category or classification name. Registration and listing information is submitted by using FDA’s Unified Registration and Listing System (FURLS)/ Device Registration and Listing Module (DRLM) at: http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053185.htm 
	第一類醫材
FDA對於第一類醫材幾乎全數豁免。










若醫材屬於21 CFR xxx.9, where xxx refers to Parts 862-892.豁免目錄中所列管的範圍，那麼在進入美國市場之前都不需要申請上市前的程序也不用獲得FDA的銷售批准。但能需要滿足其他市場進入要求，例如企業註冊、產品登記許可、產品標示及GMP。


	Important  Note: Only the class I devices with an asterisk (*) are also exempted from the GMP regulation, except for general requirements concerning records (820.180) and complaint files (820.198), as long as the device is not labeled or otherwise represented as sterile.
	重要提示:只有第一類設備有*符號，才同時有GMP申請或免，但是還是要附上相關文件記錄（820.180）和申訴文件（820.198）等要求。如果該設備沒有被標註*符號或是被標註其他符號，那些都還是要GMP許可文件。

	Class II Devices
The Food and Drug Administration (FDA) has also published a list of class II (special controls) devices (those devices are annotated as "(II)"), subject to certain limitations, that are now exempt from the premarket notification requirements under the Food and Drug Administration Modernization Act of 1997 (the Modernization Act). FDA believes that these exemptions will relieve manufacturers from the need to submit premarket notification submissions for these devices and will enable FDA to redirect the resources that would be spent on reviewing such submissions to more significant public health issues. FDA is taking this action in order to meet a requirement of the Modernization Act. Class II devices are annotated "(II)". Please note that class II devices are NOT exempt from GMP requirements.
	第二類醫療設備
美國食品和藥物管理局（FDA）還公佈了部份第二類（特殊控制）設備列表，這表上的設備是目前可獲豁免510K文件的，不用遵守上市前通知要求(FDA在1997年提出的法案)。FDA認為，這些豁免機制將減輕生產企業為了得到市場銷售批准的困難，而FDA也可以著重在審查一些有顯著的公共健康問題的醫療設備。FDA在採取這個行動，可以滿足現代化法案的要求。請注意，第二類設備都不能免除GMP要求。

	Class I and Class II Exempt Devices

[image: ]







	第一類和第二類豁免510K文件列表
第862臨床化學和臨床毒物學設備。
第864血液學和病理學設備。
第866免疫學與微生物設備。
第868麻醉設備。
第870心血管醫療設備。
第872牙科設備。
第874耳，鼻，喉設備。
第876胃腸病，泌尿設備。
第878 一般及整形外科設備。
第880	綜合醫院和個人使用的設備。
第882	神經設備。
第884	婦產科設備。
第886	眼科設備。
第888	矯正設備。
第890	物理醫學設備。
第892	放射學設備。

	Description
The Accredited Persons Program was created by the FDA Modernization Act of 1997 (FDAMA), based on an FDA pilot. The purpose of the program is to improve the efficiency and timeliness of FDA's 510(k) process, the process by which most medical devices receive marketing clearance in the United States. Under the program, FDA has accredited third parties (Accredited Persons) that are authorized to conduct the primary review of 510(k)'s for eligible devices. Persons who are required to submit 510(k)s for these devices may elect to contract with an Accredited Person and submit a 510(k) directly to the Accredited Person. The Accredited Person conducts the primary review of the 510(k), then forwards its review, recommendation, and the 510(k) to FDA. By law, FDA must issue a final determination within 30 days after receiving the recommendation of an Accredited Person. 510(k) submitters who do not wish to use an Accredited Person may submit their 510(k)'s directly to FDA.
	簡介
美國FDA 1997年現代化法案（FDAMA）規定要有510(k)許可才可以在美國市場進行商業銷售，本方案的目的就是要加速FDA的辦事效率，讓設備上市符合及時性，所以由美國FDA在認可人員計畫中所認可的第三方(認可人員)可以被授權進行510K的主要審查。所以510K文件的提交者可以自己選擇和認可人士訂定合約，讓認可人士進行510K審查，之後認可人士會將審查意見交給FDA，FDA必須接受認可人士的建議然後在30天內做出決定，所以510K申請者都希望可以經由此方式做審查。

	Expansion Pilot
In an effort to encourage greater use of the Accredited Persons Program, FDA expanded the third party pilot to permit Accredited Persons to review many Class II devices that were not previously eligible. The expanded pilot allows, subject to certain conditions, Accredited Persons to review Class II devices for which there are no device-specific guidance documents. Information on the expansion pilot, including criteria allowing for the review of these Class II devices, can be found in the guidance document entitled, Implementation of Third Party Programs Under the FDA Modernization Act of 1997; Final Guidance for Staff, Industry and Third Parties (listed below). This guidance is a revision of the October 20, 1998 guidance document with the same title. Accredited Persons and other interested parties should refer to Section II.B., Purpose and Nature of the Program, for the criteria that would allow for the review of the Class II devices in the expansion pilot.

	擴大試點
現在為了要鼓勵更多人使用第三方審查的計畫，FDA擴大了審查設備的資格，認可人員可以審查許多以前沒有資格審查的第二類設備。為了讓認可人員可以正確的審查第二類設備，可以在附檔文件中找到相關指導文件，如FDA1997現代化法案的執行情況、最終指南、第三方審核作業等。本指南是1998年10月20日指導文件的修訂版。在擴大試點計畫裡，認可人員可以參照指南中B節，了解第二類設備審查的目的、性質、標準等。

	Overview
Premarket approval (PMA) is the FDA process of scientific and regulatory review to evaluate the safety and effectiveness of Class III medical devices. Class III devices are those that support or sustain human life, are of substantial importance in preventing impairment of human health, or which present a potential, unreasonable risk of illness or injury. Due to the level of risk associated with Class III devices, FDA has determined that general and special controls alone are insufficient to assure the safety and effectiveness of class III devices. Therefore, these devices require a premarket approval (PMA) application under section 515 of the FD&C Act in order to obtain marketing clearance. Please note that some Class III preamendment devices may require a Class III 510(k). See "Historical Background" for additional information.







PMA is the most stringent type of device marketing application required by FDA. The applicant must receive FDA approval of its PMA application prior to marketing the device. PMA approval is based on a determination by FDA that the PMA contains sufficient valid scientific evidence to assure that the device is safe and effective for its intended use(s). An approved PMA is, in effect, a private license granting the applicant (or owner) permission to market the device. The PMA owner, however, can authorize use of its data by another.
The PMA applicant is usually the person who owns the rights, or otherwise has authorized access, to the data and other information to be submitted in support of FDA approval. This person may be an individual, partnership, corporation, association, scientific or academic establishment, government agency or organizational unit, or other legal entity. The applicant is often the inventor/developer and ultimately the manufacturer.
FDA regulations provide 180 days to review the PMA and make a determination. In reality, the review time is normally longer. Before approving or denying a PMA, the appropriate FDA advisory committee may review the PMA at a public meeting and provide FDA with the committee's recommendation on whether FDA should approve the submission. After FDA notifies the applicant that the PMA has been approved or denied, a notice is published on the Internet (1) announcing the data on which the decision is based, and (2) providing interested persons an opportunity to petition FDA within 30 days for reconsideration of the decision.
The regulation governing premarket approval is located in Title 21 Code of Federal Regulations (CFR) Part 814, Premarket Approval. A class III device that fails to meet PMA requirements is considered to be adulterated under section 501(f) of the FD&C Act and cannot be marketed.
	概要
市場銷售核准（PMA）涵蓋科學和法規的審查，是美國食品藥品管理局FDA用來評估第三類醫療器材的安全性和有效性。第三類設備是指那些維生醫療器材，在維繫人體健康上非常重要，或是存在導致病痛或危害風險的設備。由於與第三類設備相關聯的風險程度，若使用一般（第一類）和特殊（第二類）控制不足以保證其器材的安全性和有效性。因此，這些設備需要通過FD＆C法案第515市場銷售核准（PMA）的應用程序，才可以獲得上市許可。



PMA是美國食品藥品管理局FDA中最嚴格的批准程序。申請人必須要得到PMA的核准醫療器材才可以上市。PMA需要經由有效的科學數據佐證，以確保該設備是安全有效的。已經批准核可的PMA即是一個屬於申請者（業主）的私人市場銷售許可證，業主也可授權給他人使用其相關資料。
PMA申請人通常是器材之權益擁有者，或以其他方式被授權執行的，申請上應該要提交支持此醫療器材獲得FDA批准的科學數據和相關資訊。申請人可以是個人、合夥、公司、協會、科學研究中心或學術機構、政府機構或組織單位、或其他合法機構。申請人通常是發明人/開發商，並最終製造商。
FDA法規規定在180天內審查PMA並作出決定。實際上因為審查時間一般更長，在PMA核准期間，FDA顧問委員會可以在申請者公司舉行一次公開會議，並在會議中提交該委員會對於FDA是否應批准的意見。之後FDA會在網路上公布此醫療器材之PMA是被核准或被拒絕，並且會公開在該決定所依據的數據，以及提供申請人在30天內申請復查。


依據聯邦法規（CFR）第21條part 814，第三類醫療器材沒有取得PMA核准，不允許在市場上銷售。

	When a PMA is Required
PMA requirements apply to Class III devices, the most stringent regulatory category for medical devices. Device product classifications can be found by searching the Product Classification Database. The database search provides the name of the device, classification, and a link to the Code of Federal Regulations (CFR), if any. The CFR provides the device type name, identification of the device, and classification information.
A regulation number for Class III devices marketed prior to the 1976 Medical Device Amendments is provided in the CFR. The CFR for these Class III devices that require a PMA states that the device is Class III and will provide an effective date of the requirement for PMA. If the regulation in the CFR states that “No effective date has been established of the requirement for premarket approval,” a Class III 510(k) should be submitted.
Please note that PMA devices often involve new concepts and many are not of a type marketed prior to the Medical Device Amendments. Therefore, they do not have a classification regulation in the CFR. In this case, the product classification database will only cite the device type name and product code.


If it is unclear whether the unclassified device requires a PMA, use the three letter product code to search the PMA database and the Premarket Notification 510(k) database. These databases can be found by clicking on the hypertext links at the top of the product classification database web page. Enter only the three letter product code in the product code box. If there are 510(k)’s cleared by FDA and the new device is substantially equivalent to any of these cleared devices, then the applicant should submit a 510(k).
Furthermore, a new type of device may not be found in the product classification database. If the device is a high risk device (supports or sustains human life, is of substantial importance in preventing impairment of human health, or presents a potential, unreasonable risk of illness or injury) and has been found to be not substantially equivalent (NSE) to a Class I, II, or III [Class III requiring 510(k)] device, then the device must have an approved PMA before marketing in the U.S. Some devices that are found to be not substantially equivalent to a cleared Class I, II, or III (not requiring PMA) device, may be eligible for the de novo process as a Class I or Class II device. For additional information on the de novo process, see “New section 513(f)(2) - Evaluation of Automatic Class III Designation: Guidance for Industry and CDRH Staff”.
	需要PMA的情況
PMA為第三類醫療設備最嚴格的監管範疇。通過搜索產品分類數據庫（the Product Classification Database），可提供產品設備的分類，並連結到聯邦法規（CFR），而CFR則可提供設備類型名稱，設備鑑識碼，和分類資訊。



對於1976年醫療設備修正案發布之前就已經進入銷售市場的第三類設備， CFR給了一個編碼，並要求要在期限內取得PMA核准，如果沒有要求在有效期限內要取得PMA核准，則須提交第三類設備之510K文件。由於需邀履行PMA的設備通常為一種新的設備，許多都不是和醫療修正案上市前相似類型的設備，因此可能沒有分類信息，那麼就只會提供設備類型名稱及設備鑑識碼。


如果不清楚一個醫療設備是否需要PMA時，可以先用產品代碼搜尋PMA數據資料或是510K數據資料庫，如果在510數據資料庫中發現已核准的類似性質設備，則可以提交510K即可；但是若是一個高風險的設備(具有第三類設備之特徵)，且發現不予任何一個第一類或是第二類設備的設備性質相同，則在上市之前必須要得到PMA的核准。

	Devices Used in Blood Establishments
The Center for Biologic, Evaluation, Research (CBER) has expertise in blood, blood products, and cellular therapies as well as the integral association of certain medical devices with these biological products. To utilize this expertise marketing and investigational device submissions (Premarket Notification, Premarket Approval, and Investigational Device Exemption) for medical devices associated with the blood collection and processing procedures as well as those associated with cellular therapies are reviewed by CBER. Although these products are reviewed by CBER, the medical device laws and regulations still apply. The list of medical devices reviewed by CBER are available on the Internet.
	和血液循環有關的設備
對於血液循環相關系統的設備，FDA有特別的審核標準，(Center for Biologic, Evaluation, Research - CBER)此研究機構具有血液、血液產物、細胞研究等其他相關的醫學知識，所以只要是有關血液循環的設備都彙交由CBER來審查，但仍然符合醫療設備法規範。由CBER審查的醫療設備都可經由網路查詢。CDRH的上市前指南及CBER進行審查具體指南都可以上網獲得資訊。

	Data Requirements
A Premarket Approval (PMA) application is a scientific, regulatory documentation to FDA to demonstrate the safety and effectiveness of the class III device. There are administrative elements of a PMA application, but good science and scientific writing is a key to the approval of PMA application. If a PMA application lacks elements listed in the administrative checklist, FDA will refuse to file a PMA application and will not proceed with the in-depth review of scientific and clinical data. If a PMA application lacks valid clinical information and scientific analysis on sound scientific reasoning, it will delay FDA?s review and approval. PMA applications that are incomplete, inaccurate, inconsist, omit critical information, and poorly organized have resulted in delays in approval or denial of PMA applications. Manufacturers should perform a quality control audit of a PMA application before sending it to FDA to assure that it is scientifically sound and presented in a well organized format.
Technical Sections: The technical sections containing data and information should allow FDA to determine whether to approve or disapprove the application. These sections are usually divided into non-clinical laboratory studies and clinical investigations.
Non-clinical Laboratory Studies' Section: Non-clinical laboratory studies' section includes information on microbiology, toxicology, immunology, biocompatibility, stress, wear, shelf life, and other laboratory or animal tests. Non-clinical studies for safety evaluation must be conducted in compliance with 21CFR Part 58 (Good Laboratory Practice for Nonclinical Laboratory Studies).
Clinical Investigations' Section: Clinical investigations' section includes study protocols, safety and effectiveness data, adverse reactions and complications, device failures and replacements, patient information, patient complaints, tabulations of data from all individual subjects, results of statistical analyses, and any other information from the clinical investigations. Any investigation conducted under an Investigational Device Exemption (IDE) must be identified as such.
Like other scientific reports, FDA has observed problems with study designs, study conduct, data analyses, presentations, and conclusions. Investigators should always consult all applicable FDA guidance documents, industry standards, and recommended practices. Numerous device-specific FDA guidance documents that describe data requirements are available. Study protocols should include all applicable elements described in the device-specific guidance documents.
	資料要求
PMA申請時所提交給FDA的資料是顯示第三類設備具有安全性及有效性符合科學佐證及法律規範的文件，PMA審查資料有包含行政管理的部分，但是最重要的還是要有科學數據的佐證。如果PMA申請資料中缺少管理清單上所列的元素，FDA則會拒絕其申請而且也會停止其科學臨床數據的審查。如果PMA申請資料沒有有力的科學數據，則會造成FDA審查作業緩慢。而如果PMA申請資料不完整或是不正確，缺乏相關資料，也可能會使審查延宕或是駁回。所以在提出審查資料時，要確保資料的完整性及正確性，同時也要提供有力的科學數據。

技術部分:包含數據、資料，使PDA可以藉此資訊評斷是否核准，通常分為非臨床實驗室研究及臨床研究兩部分。

非臨床實驗室研究包含微生物學、毒理學、免疫學、生物適應性等相關實驗室或動物試驗。評估安全性的非臨床研究需要依據聯邦法規（CFR）第21條part 58(非臨床研究之優良實驗室規範)。

臨床研究，包括研究方案，安全性和有效性的數據，不良反應和併發症，設備故障和更換，患者資訊，患者的抱怨，所有個體對象分析項目，統計分析的結果，以及任何其它臨床研究資訊和相關補充資料。
如同科學報告，FDA已經發現與研究設計，研究實施，數據分析，演示和結論之相關問題。申請人應該要參考所有FDA的指導性文件，行業標準和建議措施。許多設備申請都有相關的指導文件，提供申請上所需之數據，申請文件上應包含所有指導文件上所提及的元素。


二、日本國東京大學
   在日本東京大學五天課程以專利訴訟及智慧財產為核心課程、並於訓練課程的最後一天安排講授教授專家論壇；並實地參訪武田製藥廠及日立重機械製造廠，武田製藥廠對參訪流程極盡保密與保護、日立重機械製造廠所製造之公共道路工程挖土機、鏟裝機與小山貓等重機械75%產量與訂單來自海外，日立公司竭盡創新研發及該公司有精實專利策略布局，因此在全球重機械具有難以撼動地位；近年與中國大陸國營鋼鐵公司洽商合作計畫，積極爭取及拓展大陸市場。很多位教授以日本知識產權高等法院叛判例及見解與同學分享。訓練說明如下：
日本知識產權高等法院（Intellectual Property High Court of Japan，以下簡稱IPHC）的大合議庭（Grand Panel）在最近完成了關於專利侵權訴訟的一項決議（decision），其指出了所謂「方法界定產物請求項（product-by-process claim）」的標準化判斷原則。在此項決定之前，日本法院並沒有關於「方法界定產物請求項」的專利範圍之標準解讀原則。日本知識產權高級法院對於「方法界定產物請求項」之最新決議—不同條件將造成兩種專利範圍之解讀。 
（一）決議內容摘要： 
[bookmark: _GoBack]1.在解釋「方法界定產物請求項」的範圍時，如果專利申請案沒有存在以下情 　況：「在申請專利當時，無法或非常困難，以產物本身的結構或特徵，來直接定義出  所請求之產物」，那麼，該「方法界定產物請求項」中所請求的權利範圍，僅限於經由該請求項所述的製作方法所製得之產物。 
　2.在專利侵權訴訟中，欲根據日本特許法第104條之3的內容來決定一項「方　法界定產物請求項」是否無效時，應以該專利申請當時，是否無法或非常困難，　以產物本身的結構或特徵，來直接定義該產物為判斷條件，若申請當時並不存在此情況，則此項請求項的權利範圍，應受限於該請求項中所敘述的製作方法，亦即謹涵蓋經由該製作方法所製得之產物。 
（二）實質意涵： 
根據法院的決議，侵權訴訟中有關「方法界定產物請求項」的解讀被區分為兩種，分別為「實質方法界定產物請求項」與「非實質方法界定產物請求項」，此兩種請求項分別對應了產物相同原則（product identity theory）以及製作方法限制原則（manufacturing process limitation theory）兩種請求項解讀原則，說明如下：
1.「實質方法界定產物請求項」：
    產物相同原則的判斷方法，是不以特定製作方法所製作之產物來限制權利範圍。亦即，不論製作方法為何，若一產物和「實質方法界定產物請求項」間，經由所述製作方法所製得的產物相同時，則該產物便構成了對此項「實質方法界定產物請求項」的侵權。 
2.「非實質方法界定產物請求項」：
    製作方法限制原則的判斷方法，是當製作方法不同時，雖然產物相同，亦不構成侵權行為。亦即，「非實質方法界定產物請求項」的權利範圍，只涵蓋了利用請求項中所述製作方法所製得之產物。
（三）大體而言，日本IPHC的決議指出了「實質方法界定產物請求項」的基 本判斷原則乃是將其專利權範圍限制在「以同樣方法製得之產物」的範圍內。然而，該決議也同時指出了另一種情況：如果在專利申請當時，存在有「無法或非常困難，以產物本身的結構或特徵，來直接定義出所請求之產物」事實時，原則上該請求項的專利權，就不應受限於請求項中所敘述的製作方法，而應該解讀成其範圍涵蓋了所有相同於請求項所請求「產物」之物品。因此，在侵權訴訟中，若專利權人欲主張其請求項為「實質方法界定產物請求項」時，其可能必須負擔提出「在專利申請當時，無法或非常困難，以產物本身的結構或特徵，來直接定義出所請求產物」事實的舉證責任，若無法提出證明，則該「實質方法界定產物請求項」則可能被判斷成「非實質方法界定產物請求項」。 
 （四）該項決議不只適用於專利侵權訴訟中對於「實質方法界定產物請求項」之解讀判斷標準，也同時適用於日本專利局對於發明專利申請案的可專利性審查等程序。相同於前段所述的判斷標準，對於發明專利申請案中的「實質方法界定產物請求項」範圍之判斷標準為：當發明專利申請當時存在有「無法或非常困難，直接以產物的結構或特徵，來定義產物」之情況時，則可一般性地判斷此項「實質方法界定產物請求項」所請求之「產物」權利範圍涵蓋了所有與該請求產物相同的物品，並不受請求項中所敘述的製作方法所限制。然而，若在專利申請案的申請當時並沒有存在上述情況，亦即該產物是可以直接由其結構或特徵所定義，那麼應該判斷此項請求項的申請權利範圍，僅涵蓋經由該請求項中敘述之製作方法所製得的產物。 
（五）在該決議下，日本專利局（Japan Patent Office，以下稱JPO）對於發明專利申請程序中有關專利範圍的解讀（包括請求項審查與訴願程序）與侵權訴訟中對於專利範圍的解讀有了一致性的標準。然而，到目前為止，在專利審查時JPO多是採取「產物相同原則（product identify theory）」，因此目前還不清楚JPO未來是否會修改有關「方法界定產物請求項」之新穎性與進步性的審查指南，以回應此份IPHC之決定。 
 (六)可能的影響： 
申請人將來在提出專利申請案時，應仔細考慮「方法界定產物請求項」的使用情況，例如將製作方法寫入請求項中的必要性、申請當時的技術是否確實存在無法具體定義產物之情況以及為來舉證的困難度，例如，若為了取得專利權而將製作方法寫入單純的產物請求項中並形成一項「方法界定產物請求項」的作法，可能導致未來大幅度降低了該專利被侵權的可能性。 
（七）在該決議下，也可能對專利申請產生以下影響（以化合物專利申請案為例）：雖然某特定化合物A已在一專利申請案中被獲准授予專利，但是在另一較晚之專利申請案中若以「方法界定產物請求項」來請求同樣的化合物A，其仍然可能被獲准授予專利。因此，特別是在請求保護「化合物」的發明專利申請案中，建議申請人在說明書中揭露多種該化合物的製作方法，以避免其他申請人在之後的申請案中以「非實質方法界定產物請求項」來獲得同樣產物的專利權。當然，若申請人已在說明書中揭露了多種該化合物的製作方法，那麼建議在申請的專利範圍中也同時請求這些製作方法，來保護這些在說明書中所揭露的各種製作方法，並使專利範圍同時涵蓋各種由這些製作方法所製得的化合物。
（八）製法界定產物（Product-by-Process）請求項仍以製造方法所界定之物質作為申請專利範圍。有關製法限定物質請求項之概念，以及於美國實務運作上所產生之爭議問題與共識，例如：製法界定產物請求項的使用時機、可專利性判斷原則、侵權判斷標準等，業已做過完整之介紹。然而，由於製法界定產物請求項的使用有其條件上之限制，在我國專利申請實務本即較少使用，其後演變成為行政訴訟案件及民事訴訟案件因而相對少見，如此對於前述美國實務所遭遇的問題，在我國難免因案例累積不足而尚有諸多疑問。

肆、心得與建議:
一、心得
   (一) 生技新創產業(新藥或醫材)優先取得參與當地政府制定、增修正醫藥材法規者，即可強先商機占據該國新藥及新創醫材市場:
醫藥材產業屢屢涉及人體臨床試驗及安全測試風險準則，各國審查程序十分嚴謹與冗長，各醫藥材申請案件須熟稔該國醫藥材法規規定，本文以美國為例，醫藥材通過之許可分級與分規模，業者要完成之文件及臨床測試報告差異甚大。短則數月，慢者長達5、6年，其中尚須因應政府部門修正法規之腳步。因此，外國公司倘能參與或協助該衛生部門之法規增修正，有效提高並增進申請案件審查。有利市場之拓展。
   (二)生技新創產業常包含高價值、高品質及高數量的專利，因此生技新創產業從募資、營運到上市，該商品之專利策略布局相當重要，生技新創公司宜長期栽培訓練熟稔專利法及專利檢所人才、熟悉專利訴訟策略及程序人才，才能在專利項上不被控訴侵權及取得公司更大資金與保障。
   (三)生技新創產業的執行長（CEO）及經營管理人（CMO）是十分重要關鍵角色，除對該公司研發產品、技術要能向創投公司說服，尚必須對資產鑑價與營運計畫書之撰寫具專業，才能就該商品潛力市場與競爭對手區隔市場，成功募集資金及給予投資人信心，往興櫃及上市發展，如果被併購也才能取得優渥價格。
   (四)我國生技新創產業必須積極努力，短期目標可其他企業結盟，俟基礎能力健全後與跨國大企業合作，拓展前進國際市場。
   (五) 本次華大商學院課程，在學習分析產品核心市場應由宏觀及前瞻性找出產品的機會，這套理論與SWOT分析方法有幾許相似；惟考慮競爭者之產品及是否具備市場區隔或產品特性市否具有市場區隔，合作團隊也是十分重要，這些重點在推動環保新政策及提出環保政策可否讓民眾接受或正面有感之環保政策，宜應用在制定或增修正環保政策或各項環保法規過程。
   (六)感謝行政院人事總處支持公部門同仁參與本跨領域科技管理訓練計畫，本訓練計畫有其獨特及優越訓練方式。本次訓練計畫參與美國華盛頓大商學院課程與日本東經大學科技智慧財產與專利之訓練計畫，對經濟部技術處與盤安基金會規劃之精實的訓練課程，深感佩服、講師學經歷豐富、所有師長、助理及全團來自各界學長認真學習，資獲益良多。由以華大以自由、沉靜、活潑、紮實的授課技巧與設技案例研析上台分享心得，督促同組團員不敢鬆懈及每日約定課後蒐集資料、集結討論課程及完成報告分享，著實收獲很大。組員分別來自不同領域（本班同學有來自上市公司千億資產高階主管及生醫產業公司負責人），如何放下身段與組員分工合作，互相補位及尊重彼此不同專業，廣納組員優點最大化、包容組員缺施補強是一大挑戰，本訓練計畫是十分成功訓練計畫。全團組員參加任一階段訓練,產官學界同學都十分感恩與肯定，受益很多。

二、建議
    (一)本次訓練課程參與華大與東大學院訓練計畫、個案廠商研究、資深業者訪談、指導老師與小組成員討論，及綜合歸納之後的研究結論。將研究成果與結論分別對「中階醫材產業政策、政府相關單位、個別業者」提出參考建議，整理如下:
1.產業政策:
生技相關產業在全球，儼然成為一股投入大量人才及經費研發與投資布局的顯學，特別是先進國家挾基礎科學、產業根基、資金與地區市場之優勢，現階段，都已顯現出頗為豐碩的成果。
雖然，生技產業是國內目前兩兆雙星極重要產業，就宏觀層面而言，似乎仍缺乏「以資源基礎觀點，對國內產業環境進行務實地盤點，輔以對全球競局做系統化的研究，進而產出較切合務實的產業分析結論，僅有部分法人單位出版具『形式化』的產業報告」。
2.策略定位:
   上述務實且精確掌握產業分析資訊，建請由具有前瞻思考與決定政策之高層決策，主政部門衛生福利部、經濟部與科技部及相關法人機構，納入生技產業具體意見，分別就總體性的產業政策層面，或個體性的企業競爭策略，方能夠找到具有利基的定位。以目前政治現實看來，明確的策略定位，政府部門仍須多與產業溝通，提出制度上修正，訂出我國長遠發展生技產業。
3.執行計畫	.
在策略定位清楚，各相關部會宜有預算規劃及行動計畫，評估落實執行計畫的可能性。
(二)政府部門
1.法規制度要具彈性，提升審查效率及效能:	.	 在本研究訪談廠商與訪問資深業者過程，大多數受訪者都會提及對法令規章的僵化、過時，以及相關申請作業的緩慢，表達深深地困擾與無奈。
   基於生技產業涉及衛生福利部之法規審查，衛福部對於大眾身體健康、性命安全的生技產業進行嚴謹的審查把關是很重要的事，但以產業界申請的觀點，提升審查效率及效能將有助於生技產業競爭力。
2.跨部會整合	:
   生技業相關的法令規章與各項申請作業，由不同部門管轄，因此如何有效地跨部會整合與更具彈性的運作模式，主政單位應主動協助並解決產業面臨問題，化被動為主動	，面對業者提出的需求，與時俱進提出更簡化程序、共同審查及延長假日門市服務，增進服務品質、縮短審查時效性與有效性的處理審查意見，為了促進產業快速蓬勃的發展，相關單位或可嘗試積極地瞭解主要或具潛力廠商的需要，並主動地給予協助。
(三)生技產業界
1.加速建置並提升我國生技醫藥（材）核心能力：
我國高科技及生技產業長期以來以代工為主流之產業特性、內需有限、及事業規模不經濟等因素的影響，產業界沒有長期核心能力之建立，生技新創公司宜長期栽培訓練熟稔專利法及專利檢索人才、熟悉專利訴訟策略及程序人才，才能在專利項上不被控訴侵權及取得公司更大資金與保障。產業界不宜再短視，宜有長程的事業與研發布局，才能解決核心能力人材的問題。
2.基於政府機構或法人研究單位所提出務實且精確觀點、掌握產業分析資訊的重點，個別企業亦應針對其內部資源、外部競爭、事業機會點，以及可能威脅，研擬出明確的競爭策略。如此，方可尋獲具有利基的事業切入點與可能具優勢的競爭策略。
     3.事業推展的競爭策略底定，應進行事業部、生產線、功能性組織層級的策略展開；確切落實推動各層級行動計畫執行之一致性與延續性。方可望能進行系統化的事業推展。
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附錄  拜訪廠商英文信及問題
	Dear Sir/Madam:
As you may aware, we are members of an annual Multidisciplinary Management of Technology (MMOT) training program, sponsored by Cornerstone Intellectual Property Foundation of Taiwan and under the auspices of the Ministry of Economic Affairs (MOEA) of Taiwan. This program entails a three-month initial training in Taiwan and followed by a two-month intensive training in the United States, covering the law and policy of intellectual property, the practices of technology transfer and other business and marketing know-how concerning technology management. The goal is to train future leaders in the areas of technology and/or other intellectual assets management. By far this is the most significant education collaboration and undertaking among the government, academia and industries in this field.

As a part of the requirement to complete this training, participants are divided into several groups to conduct a thorough research on a given thesis topic. We must complete this paper before the end of October, in English or Chinese, with both quality and quantity equivalent to that of a thesis leading towards a master degree in any graduate study program, so that the organizers/sponsors can publish it in time. In addition, we are required to present our papers along with research groups at a conference in November and in Taipei. The purpose of this exercise is to explore various policy and/or strategy issues that Taiwan needs to address and to enhance future technology cooperation and exchange activities between firms or institutions in Taiwan and the United States in the future. 

We are now joining the program in Foster School of Business at the University of Washington until August 19 and have talked to Dr. Lisa Norton from CoMotion about our topic. She suggests us incorporating Stasys into our thesis for analyzing and comparing the medical device industry between US and Taiwan. So we are appreciating if you give us a chance to visit and maybe to have a small interview with you.

Attached below please find our research topic and a questionnaire that we would like to follow when we meet.  We appreciate very much your feedback or input.  Thank you once again and we look forward to seeing you.

Sincerely,
On behalf of the Research group

· RESEARCH TOPIC
EXPLORING THE BUSINESS STRATEGY OPTIONS FOR EARLY-STAGE BIOTECHNOLOGY START-UPS FROM A BUSINESS VALUATION POINT OF VIEW
· TEAM MEMBER LIST
· BRUCE LIN
· COURANT TSENG
· JOY CHENG
· MICHAEL WU
· ARIEL WANG
· QUESTIONNAIRE
1. How to choose target?
2. Different categories or levels of target? Evaluate the policy regularly? What are the procedures to evaluate?
3. How to supervise target? How to manage the quality of R&D procedures?
4. What is the most important part for start-ups Biotechnology Company?
5. Does start-ups Biotechnology Company has any revenue?
6. How to find funds for operating the business?
7. What is the main point for of managing milestone?
8. What is the stage now? What is our plan for targets?
· Continuing R&D (enough fund?)
· Technology Transfer (which stage?)
· License 
(how to calculate upfront fee, milestone payment and Royalties)
· Acquisition related manufacturers
(What kind of manufacturer?)
· Acquired by others (price?)
9. What are the problems for biotechnology industry facing currently?





Exploring the Key Factors of Business Development Path of Startup Device (Medical Instrument) Companies in View of Enterprise Valuation
· Research Scope : Medica startups who have medium ~ high level of bio-tech involvement.
· Research Framework :
[image: ]
· Interview Questions :
1. What is the key motivation for you to be an entrepreneur, hence to establish a startup?
2. What are the most difficult parts to develop your business? How to overcome those difficulties?
3. After dual diligence when VC (or angel) decided to invest your startup, what’s the main difference between your proposal and present situation (or the final term sheet)? How does the VC react on it?
4. If you are a venture capitalist, what will be the main factors for you to conduct an effective “Valuation” to the startup medical instrument companies? Do you think they are different from the valuation of other kind of companies (eg ICT firms)?
5. To continue question 4, what will be the priority of those factors? Will you give different weighting to each factor? Why?
6. As your understanding, what are the main paths for the startup medical instrument companies to development their business? What paths do the entrepreneur prefer, what exit strategies do VCs prefer in general? Why?
· Please give a ranking from 1 to 7 (1=most important, 7= least important) in terms of priority for each “Enterprise Valuation Construct” below :
	Construct
	Criteria
	Priority

	Global Economic Correlation
	Macroeconomic atmosphere/ trend, Commodities price trend
	

	Target Market and Industrial Competition Analysis
	Global/ regional/ target market, Main competitors and their market share
	

	Policy, Regulation and Corresponding Risk Assessment
	Government policy, FDA regulations, Country/ industry/ product introduction risk
	

	Operation and Financial Status
	Legal Status, Organizational system, History, Operation status, Financial statements
	

	Core Management and R&D Team
	Background/ past experience/ performance of the core team and their collaboration situations
	

	Intellectual Property Analysis
	IP legal status, Litigation history, Technology trajectory & IP portfolio analysis, Patent licensing
	

	Feasibility of Technology Commercialization
	Feasibility of tech./ product commercialization, Tech. entry barrier/ competition advantage, Cost structure
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