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摘要

WTO為解決無製藥能力或製藥能力不足之會員在現行TRIPS協定運作下無法以專利強制授權解決其國內用藥需求之公共衛生問題，繼2001年通過TRIPS協定與公共衛生之杜哈宣言、2003年8月30日就前揭宣言適用對象及範圍作成決議後，終在2005年年底通過增訂TRIPS協定第31條之2之議定書，要求須有三分之二以上會員在2007年底前就是否同意增訂前揭條文，以確認前揭增訂條文得以通過。惟此一機制之建立迄尚未對解決欠缺製藥能力會員之用藥需求發揮預期功能。世界貿易組織爰就此一議題涉及之TRIPS相關法規、衛生及貿易等面向邀請會員相關部門代表進行研討，期使此一機制能達到其初始目的。
壹、目的

    隨著知識經濟時代的興起，智慧財產權對國家與業者的意義與影響與日俱增：以國家的角度來看，知識經濟時代為已開發國家與開發中國家從事經貿競爭時使用之利器，人類科技發展的日新月異，使政府必須正視如何調整國內智慧財產權相關法制，以提昇並確保國家與國民在國際市場上之競爭力及經貿利益；就業界而言，智慧財產權在帶動知識經濟潮流的同時，也成為決定自己是否能在國內或國際上保持或提昇競爭力，俾確保與對手決戰於市場時得以求勝的關鍵。在智慧財產權中，專利制度係推動技術持續研發創新的關鍵，在藥品的領域更是如此：一般而言，在藥品研發上通常必須投入相當可觀的人力、時間與資金，專利制度的有效運作，可使品牌藥商（brand-name companies）與學名藥商（generic companies）均能瞭解對手的發展計畫及科學發達程度。惟在WTO轄下TRIPS既有的專利相關規定中，對於欠缺製藥能力且無力購買藥品的開發中及低度開發國家來說，如何取得國內需求之藥品以解決公共衛生問題並未提供有效解決之道，埋下開發中會員與已開發會員對於是否以修正TRIPS協定相關規定方式解決現存問題的種子。世界貿易組織智慧財產權處為能使歷經數年談判獲致之TRIPS協定與公共衛生之杜哈宣言同意增訂TRIPS第31之2的成果，能為WTO會員帶來實質效益，爰於95年11月27日至29日在WTO舉行本次「TRIPS協定與公共衛生」研討會，共有來自28個會員的31名代表出席，在授課專家的帶領下，就研討會設定之「建立使用杜哈宣言第六段制度之基礎」、「杜哈宣言第六段之運作」、「意見與經驗交流」、「執行適用杜哈宣言第六段」四大主題，進行研討。

貳、過程

本次研討會為期三天，由WTO與貿易有關智慧財產權處邀請處內資深專家及其他國際組織、製藥業及非政府組織代表，就研討會四大主題加以介紹：

1、 建立使用杜哈宣言第六段制度之基礎

本段分別由WTO與貿易有關智慧財產權處處長Mr. Adrian Otten、WTO秘書處智慧財產權處參事Mr. Hannu Wager、法律事務官員Wolf Meier-Ewert及Roger Kampf擔任講座，以下分就WTO多邊制度、TRIPS協定及相關條文與公共衛生關聯、TRIPS協定與公共衛生杜哈宣言（下稱杜哈公衛宣言），以及杜哈宣言第六段之執行等四段落進行說明。

1. WTO多邊制度

WTO前身為1948年成立之關稅暨貿易總協定（General Agreement on Tariff and Trade），在歷經八個回合談判後，終於在1995年1月1日成立了WTO，智慧財產權首度納入了國際經貿組織，與貨品、服務並列為WTO三大支柱，同時WTO並以一開放、穩定而以規則為基礎的多邊貿易制度與承認將開發中國家的貿易與發展需求納入考量做為核心原則。

2. TRIPS協定及相關條文與公共衛生關聯
（1） TRIPS協定：係就著作權與鄰接權、商標、地理標示、專利、工業設計、營業秘密、積體電路電路布局等訂定權利最低標準，並就執行、爭端解決等予以規範，惟各會員可自由決定如何在國內的法律制度及實務下採取適當方法予以執行。除此，TRIPS協定之運作係築基於國民待遇與最惠國待遇兩大原則之上，而權利耗盡原則不在TRIPS協定規範之列，亦非爭端解決所得適用之事項。本協定對經濟開發程度不同之會員訂有不同的適用過渡時期，在有關公共衛生方面，TRIPS對於延長低度開發會員適用醫藥品過渡安排之相關規定，由理事會於2002年6月27日通過自原訂之2006年1月1日續延至2016年1月1日。

（2） 專利與其他有關公共衛生之TRIPS協定：與公共衛生有關之TRIPS條文，除有第7條與第8條有關目標與原則，以及第6條權利耗盡原則之一般規定，尚包括專利、未揭露資訊、測試資料保護及反競爭等相關實體規定。
3.杜哈公衛宣言：

（1）為解決會員普遍關切保護智慧財產權可能產生降低取得必要藥品（essential medicines）
之影響，包括對於TRIPS協定中有關強制授權及平行輸入之彈性性質與範圍、該彈性是否能由WTO會員以支持公共衛生之方式加以詮釋，以及政府在何限度內可以自由運用其彈性而無須擔心來自貿易夥伴或產業的壓力，杜哈公衛宣言因而於2001年11月14日採認。

（2）杜哈公衛宣言揭櫫會員承認公衛問題的重要性，尤其是愛滋病（HIV/AIDS）、肺結核（tuberculosis）、瘧疾（malaria）和其他傳染病引起的公衛問題，並同意智慧財產權是開發新藥的重要因素，並同意智慧財產權對藥價的影響確實存在；同意TRIPS協定不會亦不應阻礙WTO會員採取保護公共衛生之措施，並重申對TRIPS協定之承諾的同時，相信可以並應以支持WTO會員有權保護公共衛生並促進用藥權之態度，來詮釋TRIPS協定。

（3）就有關爭端之準則，重申會員有權為公共衛生之目的充分使用TRIPS條文所提供的彈性，並承認每個條文應以符合TRIPS協定所表達之目標及原則為前提加以認知；

（4）另本宣言亦對涉及公衛問題之強制授權、構成國家緊急危難之要件及權利之耗盡三者予以澄清，除承認會員有權核准強制授權並得決定強制授權外，並同意會員有權決定構成國家緊急危難之要件，包括那些關於愛滋病（HIV/AIDS）、肺結核（tuberculosis）、瘧疾（malaria）和其他傳染病；另亦承認TRIPS條文有關權利耗盡之效果，會員可在國民待遇與最惠國待遇之前提下，自由決定其有關耗盡的規定。

（5）更重要的，本宣言第六段承認無製藥能力或製藥能力不足的WTO會員可能在欲有效利用TRIPS協定利用強制授權時面臨困難，並要求TRIPS理事會於二○○二年底結束前尋得解決方案。

4.杜哈宣言第六段之執行－2003年8月30日決議

（1）鑒於現行TRIPS第31條規定強制授權必須主要係為供應國內市場，且依TRIPS規定，學名藥主要供應國在2005年1月1日起即必須遵守TRIPS有關專利之規範，故此決議之作成，即係為解決進口會員的公共衛生問題與出口會員的法律問題，其內容包含對TRIPS第31條規定中原訂三項義務之免除
，以及修正TRIPS協定第31條規定。

（2）適用主體：包括低度開發會員及其他適格會員。

（3）適用之藥品：能解決杜哈公衛宣言第一段之公共衛生問題之專利品，包括活性成分及使用專利品所需之診斷試劑。

（4）通知：其目的在於提供進口會員與出口會員藉由此機制實施強制授權所需之透明性資訊
，實施強制授權之前無須獲得WTO同意。

（5）補償金支付：由出口會員考量在進口會員內授權之經濟價值，向專利權人為給付，進口會員無須依TRIPS第31（h）規定向專利權人支付補償。

（6）本決議在TRIPS協定修正於會員國內生效時始失其效力。

（7）TRIPS理事會應在2003年底前準備修正TRIPS協定條文，並於6個月內採認。

有關本決議修正TRIPS條文之部分，雖未能如期完成，但在TRIPS理事會與會員共同努力之下，終在2005年12月6日於香港召開之WTO第6屆部長會議中通過增訂TRIPS第31條bis之議定書，並交由會員在2007年12月1日前向WTO秘書處表示是否接受此增訂TRIPS第31 bis之議定書，當同意接受之會員數達3分之2時，該增訂條文將納入TRIPS協定。截至目前為止，在WTO現有的150個會員中，已有美國、瑞士、薩爾瓦多、南韓及挪威等5會員接受TRIPS第31條bis
。TRIPS第31條bis條文及其附件，係將2003年8月30日之總理事會決議轉化成協定內之規定。TRIPS第31條bis包含了前述2003年8月30日總理事會決議內之三項免除TRIPS第31條原條文內分別課以出口會員與進口會員之義務，俾使欠缺製藥能力之會員得以避開TRIPS第31條之規定，而取得在他會員經強制授權而輸出至該會員之專利藥廠以外之學名藥廠生產之藥品。其要點略以：

1.出口會員為製造藥品之必要而核准之強制授權，並依本協定附件第2段之條件，將前開藥品輸出至適格進口會員者，TRIPS第31（f）下之義務應不適用。

2.當一出口會員依本條設定之制度核准強制授權時，第31（h）所訂之適當補償金之支付，應由該會員考量前揭強制授權對進口會員之經濟價值而為之。若於適格進口會員核准之強制授權係就相同產品所為，且補償金已於出口會員內支付，此時該進口會員依同條款之義務不適用之。

3.為利用規模經濟以增進對藥品之購買力及促進當地之製藥能力，若WTO之開發中或低度開發會員為GATT1994第24條定義以及1979年11月28日開發中國家差異及較優惠待遇互惠與完全參與決議下之區域貿易協定會員，而該區域貿易協定至少有一半現有會員為聯合國定義下之低度開發國家時，為使於該會員境內依強制授權生產或進口至該會員之藥品能輸出至該區域貿易協定內其他遭遇相同公共衛生問題之開發中或低度開發會員之市場，在必要之程度下且無損於系爭專利權之屬地性前提下，TRIPS第31（f）課以該進口會員之義務應不適用。

4. 會員不應質疑依GATT1994第23條第1項（b）、（c）規定，任何符合本條款及本協定附錄之措施。

5.本條文與本協定附件係無損於會員在本協定第31條（f）、（h）規定以外之權利、義務與彈性，包括杜哈公衛宣言及其解釋所再確認者。本條文與本協定附件亦無害於依強制授權製造之藥品可依TRIPS第31（f）規定出口。

二、杜哈宣言第六段之運作
    課程中除了介紹杜哈公衛宣言的來龍去脈及適用要件，亦邀請國際組織說明渠等對智慧財產權與公共衛生關係，以及如何在區域內使用TRIPS之彈性與杜哈公衛宣言第6段機制。

1. 非洲智慧財產組織（OAPI）

組織內目前有查德、塞內加爾、剛果、幾內亞等15個會員國，有關專利之授予係透過班基協定（Bangui Agreement）運作，一旦獲准便可於各會員取得權利，惟其對於以強制授權限制專利權人權利之態樣，分為由個人實施及國家實施兩種，前者係以專利未實施為前提，後者則係以該專利對國家之經濟、公共衛生或國防有重大利益，或該專利之不實施或無效率實施將嚴重危害國家需求之滿足。就國家以強制授權實施專利而言，其權利金若未能由國家行政部門與權利人達成協議，則其金額由法院訂之，此機制將使國家在專利權人能提供公共服務和保護大眾利益。該組織定期將專利開放予公眾，並就班基協定加強宣導，惟該組織核發之專利中，有70.63％失效，只有極少數每年也在全球其他各地持續擁有專利。有些國家則試圖以藥品免稅、與藥商就製造專利藥換取減稅進行談判、採購學名藥或推動政府間合作，或是發展利用傳統藥品及藥典、推動開發傳統知識等方法以解決國內公衛問題。班基協定亦已修正使各會員均可採行措施以促進保護大眾公共衛生並促進藥品之取得，符合了2001年杜哈公衛宣言、2003年WTO總理事會決議以及2005增訂TRIPS第31條bis之議定書。

2. 南非、波瓦那：兩者同屬南非關稅聯盟（SACU）之成員，惟該聯盟之5會員中僅1會員為低度開發國家。

A. 波瓦那：非屬低度開發國家，其專利制度之可專利性要件範圍過寬，並無異議機制，專利品亦不得平行輸入。在強制授權的規定中，政府使用的要求很寬鬆，第三人使用的範圍很有限，亦沒有國家危難或極度緊急之規定。

B. 南非：亦非屬低度開發國家，專利制度之可專利性要件範圍過寬，亦無異議機制，惟專利品可平行輸入，但相關規定過於複雜。在強制授權方面之規定對政府使用之要求亦相當寬鬆，對第三人使用之限制亦多，有關國家危難或極度緊急之規定亦付之闕如。

3. 聯合國醫藥品預評計畫（UN prequalification program）
藥品品質是否具備有效性，對於是否能有效遏止愛滋病、肺結核與瘧疾等重大傳染疾病等公共衛生問題之重要性不言可喻
。惟由於藥物不若一般食物可藉由感官為判斷其品質，故專業機構的把關監控，對於確保藥品得以發揮治療疾病應有之功效，避免偽藥或品質低劣的藥品流通市面危害人體健康，自有其正面積極意義。爰此，聯合國醫藥品預評計畫係以前開傳染病之必需用藥為實施對象，確保在藥品供應鏈中的藥品能符合藥品應具備之品質、有效性及安全性。本計畫自2001年起針對愛滋病用藥實施預評起，至2006年9月為止，通過預評測試之165種藥品中，有152種為愛滋病用藥，占總通過預評量之92％，此一絕對多數之比例顯示可能愛滋病用藥之市場仍遠較瘧疾或肺結核為大。

4. 世界銀行採購藥品計畫（Procurement of Medicines in World Bank Projects）

世界銀行支援抗愛滋病計畫之經費已超過25億美金，其所採用之採購方法包括：國際競爭投標（須具備評估標單之能力）、限制性國際投標（不公開招標訊息）、以報價採購、利用專業國際低成本採購價供應商或是聯合國機構，以及國家或區域性之集中採購等。採購方法選取之主要考量因素包括：與受贈者諮商且明訂於貸款或核准之契約內容、評估受贈者之採購能力、藥品供應之市場情形以及採購契約之金額等。目前由於已可取得學名藥作為供應源，迄無因涉及專利藥品而有與專利排他權牴觸之情形，實務上採購的藥品兼含原廠藥與學名藥。惟若世界銀行擴大其計畫規模時，受專利保護之新藥即有可能成為採購目標，而受贈人不得違反其本國法律與國際義務則是有關世界銀行採行採購措施時唯一的準則。

5. 聯合國發展計畫（UNDP）之聯合國愛滋病計畫（UNAIDS）

全球在2005年死於愛滋病的人口數已達到3億，2006年每天有超過一萬一千人成為愛滋病患者，其中有95%以上的人是來自中低收入程度以下的國家，又2006年6月統計，出中低收入程度國家的人民獲得愛滋病治療的人數是實際需要治療人數的24%。這些有關愛滋病持續擴大的驚人數據，不但使世界衛生組織等國際組織透過大會決議籲請會員國透過國內立法或是簽訂雙邊貿易協定之方式，將TRIPS協定所提供之彈性予以納入，亦促使印尼、馬來西亞、莫三鼻克、尚比亞、辛巴布威等5國利用了TRIPS協定有關第31條之彈性。

三、意見與經驗交流－加拿大與歐盟

1.加拿大

    作為主要學名藥業者，加拿大已於2005年5月，依Bill C-9修正專利法與食品藥物法並使之生效
，建立了符合TRIPS規定之強制授權出口制度，俾使在尊重WTO與TRIPS以及如北美自由貿易區協定義務之同時，能建立取得必需用藥之管道，並維持國內專利制度之完整性：

A. 適用對象包括低度開發國家、未聲明原則上不使用強制授權制度之WTO會員以及大多數非WTO會員。

B. 適用之產品為列於WHO必需藥品清單上且已於加拿大取得專利者。
C. 申請程序：應由加國製藥業者提出，內容包括擬強制授權之藥品名稱、數量、涉及之專利以及擬輸入該藥品之國家；並應備妥WTO所要求之輸入國通知與申請強制授權人於申請強制授權30日前試圖與專利權人就該藥品進行自願授權諮商之聲明書。
D. 權利金則視進口國之發展程度與契約之價值而定。
E. 當被授權人未履行強制授權條件或發生藥品轉售之情事，聯邦法院將予以終止。
加拿大已於網站上發布一份諮商書供書面評論用（www.camr.gc.ca），惟迄今尚無接獲學名藥製造商或適格進口國提出使用此一制度之要求。

2. 歐盟

   關於如何在歐盟取得藥品強制授權，係依照歐盟816/2006法規運作：

A. 確認國家是否欠缺製藥能力，並通知WTO/TRIPS理事會

B. 在通知內表明預期需要藥品名稱及數量

C. 一旦確認需求，即與專利權人諮商。如對價格不滿意可藉由投標程序尋找學名藥商，並以可能向學名藥商購買藥品作為與專利權人諮商的論點

D. 向專利權人或學名藥商購買藥品

E. 若提供藥品者為位於歐盟之學名藥製造商，渠將需要依歐盟816/2006法規取得強制授權，而強制授權許可係授予學名藥製造商以取代渠與專利權人間之自願授權契約。至因核准強制授權而須支付專利權人之補償金，則由機關決定之。

前開法規係歐盟新訂規定，迄今尚未見依此法規而核准強制授權之案例，且歐盟亦已聲明放棄作為進口國之機會，故並無有關實施強制授權之實證經驗。與其以實際發生強制授權之件數來評斷此制度之影響，反不如以監測藥品實際交易價格之改變來得有益。
四、執行杜哈公衛宣言第6段之製藥業者意見

    根據國際製藥聯盟（International Federation of Pharmaceutical Manufacturers Associations, IFPMA）之國際貿易及行銷政策處長Dr. Eric Noehrenberg指出，在杜哈公衛宣言第6段制度下，強制授權之機制是為了要兼顧欠缺製藥能力國家之用藥需求，以及藉由在出口國實施強制授權達到控制藥品輸出不會導致轉銷或再出口的效果。至於本制度尚未發揮其預設功能之原因則在於：

1. 為低收入及其他開發中國家設立之多國藥品取得計畫（如AAI）之運作

2. 印度提供藥品

3. 潛在出口國仍需時間將2003總理事會決議轉為國內法

參、心得與建議

一、杜哈公衛宣言第6段制度之適用前提為（1）進口國當地無法製造所需藥品（2）不能與專利權人達成自願授權（3）該藥品在出口國獲准專利並有效存在（4）出口國為WTO會員。這個藉由總理事會所達成的“TRIPS彈性”，尚待三分之二以上WTO會員取得國內批准並通知WTO，俾使其能成為TRIPS明文提供欠缺製藥能力會員作為取得必需藥品之依據。我國刻正積極推動辦理國內批准程序與修正專利法相關條文，以展現我國遵照WTO總理事會決議並支持杜哈宣言之立場。而此一正面回應之效益，必然會在政府相關單位的通力合作下發揮至極致。

二、為能有效解決欠缺製藥能力WTO會員面臨的嚴重公衛問題，除了增訂TRIPS條文相關條文外，亦盼國內學名藥廠能致力於提升製藥品質與研發水準，進而在政府的協助下透過與國際組織之合作，配合進口國所需輸出藥品，不但能有效提昇國內學名藥產業整體之競爭力，長期而言更可望藉由踐行杜哈公衛宣言，對我國外交產生實質助益。

三、此外，有鑒於杜哈回合談判歷經2006年7月24日之中止，到同年11月恢復談判迄今，在農業等存在有重大立場分歧的議題尚未獲致明確談判進展而區域貿易協定又在國際間方興未艾的情勢下，為免WTO透過建立TRIPS彈性以期協助欠缺製藥能力會員滿足自身公衛需求的美意受到局限，似可考量與我國貿易夥伴洽簽自由貿易協定時，將2003年WTO總理事會決議或TRIPS第31條bis納入，以強化我國學名藥產業使用此一機制之依據。

附錄

附錄一
Workshop on the TRIPS Agreement and Public Health

Geneva, 27 to 29 November 2006

Programme

Monday, 27 November 2006
8h30


Registration of Participants

9h00 – 9h15

Opening of the Workshop

9h15 – 9h30

Introduction of Participants

Theme I: Establishing the Basis for the Use of the Paragraph 6 System
9h30 – 10h15
The WTO Multilateral System:  Main Principles, Institutional Aspects, Decision-Making Process, Dispute Settlement and the Doha Work Programme

10h15 – 10h45
Coffee Break
10h45 – 11h30
The TRIPS Agreement:  Basic Principles, Coverage, Rights and Obligations, Enforcement, Transitional Arrangements, Dispute Settlement Cases, Structure and Institutional Aspects

11h30 – 12h30
TRIPS Provisions of Direct Relevance to Public Health:  Patents, Including Compulsory Licences and Parallel Imports, Protection of Undisclosed Information

12h30 – 13h00
Discussion

13h00 – 14h30
Lunch Break
14h30 – 15h15
The Doha Declaration on the TRIPS Agreement and Public Health

15h15 – 16h00
Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health

16h00 – 16h30
Coffee Break

16h30 – 17h30
Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health (cont'd)

17h30 – 18h00
Discussion

Tuesday, 28 November 2006
Theme II: 
Making the Paragraph 6 System Work

09h00 – 09h40
Panel:
Using TRIPS Flexibilities and the Paragraph 6 System in the 
Regional Context



Speakers:
Maurice Batanga





Head of Cooperation Services and Legal Affairs





OAPI, Cameroun





Jonathan Berger





Lecturer, Witwatersrand University, South Africa

09h40 – 10h00
Discussion

10h00 – 10h30
Presentations by WHO:



-
Regulatory Approval, Quality Control and Effectiveness



Speaker:
Anton Norder






Technical Officer






Prequalification Programme, WHO

10h30 – 10h45
Discussion

10h45 – 11h15
Coffee Break


11h15 – 12h00
Presentation by WIPO:



-
Intellectual Property and Public Health



Speaker:
Anthony Taubman





Acting Director and Head,





Global IP Issues Division, WIPO

12h00 – 12h15
Discussion

12h15 – 13h00
Presentations by Participants (Viet Nam, Philippines, Caricom)

13h00 – 14h30
Lunch Break
14h30 – 15h30
Panel:
The Procurement of Medicines and Technical Cooperation 
Activities




Speakers:
Carlos A. Primo Braga





(20 min.each)
Senior Adviser, International Trade Department






Carsten Fink






The World Bank, Geneva Office






Julian Fleet






Senior Advisor, UNDP/UNAIDS






Elisabetta Molari

Procurement, Supply Policies and Management Team Leader, The Global Fund

15h30 – 15h45
Discussion

15h45 – 16h15
Coffee Break

Theme III : Exchanging Experiences and Views

16h15 – 17h00
Panel:  The Implementation of the Paragraph 6 System

Speakers:
Sara Wilshaw

(20 min. each)
First Secretary, Permanent Mission of Canada, Geneva


Jakob Cornides, Administrator, DG Trade


European Communities
17h00 – 17h30
Discussion

17h30 – 18h00
Introduction to Group Exercises

Wednesday, 29 November 2006
9h00 – 10h20

Panel:  The Implementation of the Paragraph 6 System (cont'd)

Speakers:
Eric Noehrenberg

(20 min each)
Director of International Trade and Market Policy        

  
International Federation of Pharmaceutical


Manufacturers Associations



Dilip Shah



Secretary General, Indian Pharmaceutical Alliance and 



Chair, International Generic Pharmaceutical Alliance



Ellen F.M. 't Hoen

Director for Policy Advocacy, Access to Essential Medicines Campaign, Médecins sans Frontières



Pedro Roffe


Senior Fellow, Project on Intellectual Property and


Sustainable Development,  International Centre for


Trade and Sustainable Development


10h20 – 11h00
Discussion

11h00 – 11h15
Coffee Break
Theme IV: Implementing and Applying the Paragraph 6 System

11h15 – 13h30
How to Use the Paragraph 6 System:  Practical Exercises in Small Groups - Preparations

13h30 – 15h00
Lunch Break
15h00 – 16h30
How to Use the Paragraph 6 System:  Practical Exercises in Small Groups - Reporting and Discussion

16h30 – 17h00
Roundtable:  Experiences and Lessons learned from the Workshop

17h00 – 17h30
Closing Remarks　　　　　　　　　　　　　　　　　
附錄二（http://www.wto.int/english/tratop_e/trips_e/pharmpatent_e.htm）
The WTO Members have adopted the following instruments on TRIPS and public health:
· 2001: Paragraph 17 of the main Doha Declaration, adopted on 14 November 2001 by the Fourth WTO Ministerial Conference, Doha, Qatar.
   

· 2001: Declaration on the TRIPS Agreement and Public Health, adopted on 14 November 2001 by the Fourth WTO Ministerial Conference, Doha, Qatar.
  

· 2002: Decision on the Extension of the Transition Period under Article 66.1 of the TRIPS Agreement for Least-Developed Country Members for Certain Obligations with Respect to Pharmaceutical Products, adopted by the TRIPS Council on 27 June 2002. This Decision implements the second and third sentences of paragraph 7 of the Doha Declaration on the TRIPS Agreement and Public Health.  Least-developed countries will not have to protect pharmaceutical patents and test data until 1 January 2016.
   

· 2002: Decision on Least-Developed Country Members — Obligations Under Article 70.9 of the TRIPS Agreement with Respect to Pharmaceutical Products, adopted by the General Council on 8 July 2002. This Decision was also taken with a view to ensuring attainment of the objectives of paragraph 7 of the Doha Declaration on the TRIPS Agreement and Public Health. It says least-developed countries will not have to give exclusive marketing rights to pharmaceuticals that are subject of a patent application until 1 January 2016.
   

· 2003: Decision on the Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, adopted by the General Council on 30 August 2003. This “waiver” removes limitations on exports under compulsory licence to countries that cannot manufacture the pharmaceuticals themselves. This Decision was adopted by the General Council in the light of a statement read out by the Chairman.
   

· 2005: Decision on the Amendment of the TRIPS Agreement, adopted by the General Council, 6 December 2005. The decision adopts a Protocol of Amendment that is open for members to accept. The amendment itself will come into force after two thirds of members have accepted it, and will replace the August 2003 decision, as instructed in Paragraph 11 of that text. The decision was adopted in the light of a statement read out by the chairperson, who also read out a statement on “non-violation” complaints.
> How many members have accepted the amendment?  
2005: Hong Kong Ministerial Declaration Paragraph 40 on TRIPS and Public Health　 

附錄三
	World Trade

Organization
	

	
	

	
	WT/MIN(01)/DEC/2

20 November 2001

	
	(01-5860)

	
	

	MINISTERIAL CONFERENCE

Fourth Session

Doha, 9 - 14 November 2001
	


DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH

Adopted on 14 November 2001

1.
We recognize the gravity of the public health problems afflicting many developing and least-developed countries, especially those resulting from HIV/AIDS, tuberculosis, malaria and other epidemics.

2.
We stress the need for the WTO Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement) to be part of the wider national and international action to address these problems.

3.
We recognize that intellectual property protection is important for the development of new medicines.  We also recognize the concerns about its effects on prices.

4.
We agree that the TRIPS Agreement does not and should not prevent Members from taking measures to protect public health.  Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm that the Agreement can and should be interpreted and implemented in a manner supportive of WTO Members' right to protect public health and, in particular, to promote access to medicines for all.


In this connection, we reaffirm the right of WTO Members to use, to the full, the provisions in the TRIPS Agreement, which provide flexibility for this purpose.

5.
Accordingly and in the light of paragraph 4 above, while maintaining our commitments in the TRIPS Agreement, we recognize that these flexibilities include:

(a) In applying the customary rules of interpretation of public international law, each provision of the TRIPS Agreement shall be read in the light of the object and purpose of the Agreement as expressed, in particular, in its objectives and principles.
(b) Each Member has the right to grant compulsory licences and the freedom to determine the grounds upon which such licences are granted.
(c) Each Member has the right to determine what constitutes a national emergency or other circumstances of extreme urgency, it being understood that public health crises, including those relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can represent a national emergency or other circumstances of extreme urgency.
(d) The effect of the provisions in the TRIPS Agreement that are relevant to the exhaustion of intellectual property rights is to leave each Member free to establish its own regime for such exhaustion without challenge, subject to the MFN and national treatment provisions of Articles 3 and 4.

6.
We recognize that WTO Members with insufficient or no manufacturing capacities in the pharmaceutical sector could face difficulties in making effective use of compulsory licensing under the TRIPS Agreement.  We instruct the Council for TRIPS to find an expeditious solution to this problem and to report to the General Council before the end of 2002.

7.
We reaffirm the commitment of developed-country Members to provide incentives to their enterprises and institutions to promote and encourage technology transfer to least-developed country Members pursuant to Article 66.2.  We also agree that the least-developed country Members will not be obliged, with respect to pharmaceutical products, to implement or apply Sections 5 and 7 of Part II of the TRIPS Agreement or to enforce rights provided for under these Sections until 1 January 2016, without prejudice to the right of least-developed country Members to seek other extensions of the transition periods as provided for in Article 66.1 of the TRIPS Agreement.  We instruct the Council for TRIPS to take the necessary action to give effect to this pursuant to Article 66.1 of the TRIPS Agreement.

附錄四
	World Trade

Organization
	

	
	

	
	WT/L/641

8 December 2005

	
	(05-5842)

	
	

	
	


amendment of the TRIPS agreement 

Decision of 6 December 2005


The General Council;


Having regard to paragraph 1 of Article X of the Marrakesh Agreement Establishing the World Trade Organization ("the WTO Agreement");


Conducting the functions of the Ministerial Conference in the interval between meetings pursuant to paragraph 2 of Article IV of the WTO Agreement;


Noting the Declaration on the TRIPS Agreement and Public Health (WT/MIN(01)/DEC/2) and, in particular, the instruction of the Ministerial Conference to the Council for TRIPS contained in paragraph 6 of the Declaration to find an expeditious solution to the problem of the difficulties that WTO Members with insufficient or no manufacturing capacities in the pharmaceutical sector could face in making effective use of compulsory licensing under the TRIPS Agreement;


Recognizing, where eligible importing Members seek to obtain supplies under the system set out in the proposed amendment of the TRIPS Agreement, the importance of a rapid response to those needs consistent with the provisions of the proposed amendment of the TRIPS Agreement;


Recalling paragraph 11 of the General Council Decision of 30 August 2003 on the Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health; 

Having considered the proposal to amend the TRIPS Agreement submitted by the Council for TRIPS (IP/C/41);


Noting the consensus to submit this proposed amendment to the Members for acceptance;


Decides as follows:

1. The Protocol amending the TRIPS Agreement attached to this Decision is hereby adopted and submitted to the Members for acceptance.

2. The Protocol shall be open for acceptance by Members until 1 December 2007 or such later date as may be decided by the Ministerial Conference. 

3. The Protocol shall take effect in accordance with the provisions of paragraph 3 of Article X of the WTO Agreement.

_______________

attachment

PROTOCOL AMENDING THE TRIPS AGREEMENT

Members of the World Trade Organization;

Having regard to the Decision of the General Council in document WT/L/641, adopted pursuant to paragraph 1 of Article X of the Marrakesh Agreement Establishing the World Trade Organization ("the WTO Agreement"); 


Hereby agree as follows:

1. The Agreement on Trade-Related Aspects of Intellectual Property Rights (the "TRIPS Agreement") shall, upon the entry into force of the Protocol pursuant to paragraph 4, be amended as set out in the Annex to this Protocol, by inserting Article 31bis after Article 31 and by inserting the Annex to the TRIPS Agreement after Article 73. 

2. Reservations may not be entered in respect of any of the provisions of this Protocol without the consent of the other Members. 

3. This Protocol shall be open for acceptance by Members until 1 December 2007 or such later date as may be decided by the Ministerial Conference.

4. This Protocol shall enter into force in accordance with paragraph 3 of Article X of the WTO Agreement.

5. This Protocol shall be deposited with the Director-General of the World Trade Organization who shall promptly furnish to each Member a certified copy thereof and a notification of each acceptance thereof pursuant to paragraph 3.

6. This Protocol shall be registered in accordance with the provisions of Article 102 of the Charter of the United Nations.
Done at Geneva this sixth day of December two thousand and five, in a single copy in the English, French and Spanish languages, each text being authentic.

_______________

ANNEX TO THE PROTOCOL AMENDING THE TRIPS AGREEMENT

Article 31bis

1.
The obligations of an exporting Member under Article 31(f) shall not apply with respect to the grant by it of a compulsory licence to the extent necessary for the purposes of production of a pharmaceutical product(s) and its export to an eligible importing Member(s) in accordance with the terms set out in paragraph 2 of the Annex to this Agreement.

2.
Where a compulsory licence is granted by an exporting Member under the system set out in this Article and the Annex to this Agreement, adequate remuneration pursuant to Article 31(h) shall be paid in that Member taking into account the economic value to the importing Member of the use that has been authorized in the exporting Member.  Where a compulsory licence is granted for the same products in the eligible importing Member, the obligation of that Member under Article 31(h) shall not apply in respect of those products for which remuneration in accordance with the first sentence of this paragraph is paid in the exporting Member.

3.
With a view to harnessing economies of scale for the purposes of enhancing purchasing power for, and facilitating the local production of, pharmaceutical products: where a developing or least‑developed country WTO Member is a party to a regional trade agreement within the meaning of Article XXIV of the GATT 1994 and the Decision of 28 November 1979 on Differential and More Favourable Treatment Reciprocity and Fuller Participation of Developing Countries (L/4903), at least half of the current membership of which is made up of countries presently on the United Nations list of least‑developed countries, the obligation of that Member under Article 31(f) shall not apply to the extent necessary to enable a pharmaceutical product produced or imported under a compulsory licence in that Member to be exported to the markets of those other developing or least‑developed country parties to the regional trade agreement that share the health problem in question.  It is understood that this will not prejudice the territorial nature of the patent rights in question.

4.
Members shall not challenge any measures taken in conformity with the provisions of this Article and the Annex to this Agreement under subparagraphs 1(b) and 1(c) of Article XXIII of GATT 1994.

5.
This Article and the Annex to this Agreement are without prejudice to the rights, obligations and flexibilities that Members have under the provisions of this Agreement other than paragraphs (f) and (h) of Article 31, including those reaffirmed by the Declaration on the TRIPS Agreement and Public Health (WT/MIN(01)/DEC/2), and to their interpretation.  They are also without prejudice to the extent to which pharmaceutical products produced under a compulsory licence can be exported under the provisions of Article 31(f).

ANNEX TO THE TRIPS AGREEMENT

1. For the purposes of Article 31bis and this Annex: 

(a)   "pharmaceutical product" means any patented product, or product manufactured through a patented process, of the pharmaceutical sector needed to address the public health problems as recognized in paragraph 1 of the Declaration on the TRIPS Agreement and Public Health (WT/MIN(01)/DEC/2).  It is understood that active ingredients necessary for its manufacture and diagnostic kits needed for its use would be included
; 

(b)   "eligible importing Member" means any least-developed country Member, and any other Member that has made a notification
 to the Council for TRIPS of its intention to use the system set out in Article 31bis and this Annex ("system") as an importer, it being understood that a Member may notify at any time that it will use the system in whole or in a limited way, for example only in the case of a national emergency or other circumstances of extreme urgency or in cases of public non-commercial use.  It is noted that some Members will not use the system as importing Members
 and that some other Members have stated that, if they use the system, it would be in no more than situations of national emergency or other circumstances of extreme urgency;
(c)   "exporting Member" means a Member using the system to produce pharmaceutical products for, and export them to, an eligible importing Member.
2.
The terms referred to in paragraph 1 of Article 31bis are that:
(a) the eligible importing Member(s)
 has made a notification2 to the Council for TRIPS, that:

(i) specifies the names and expected quantities of the product(s) needed
;

(ii) confirms that the eligible importing Member in question, other than a least‑developed country Member, has established that it has insufficient or no manufacturing capacities in the pharmaceutical sector for the product(s) in question in one of the ways set out in the Appendix to this Annex;  and

(iii) confirms that, where a pharmaceutical product is patented in its territory, it has granted or intends to grant a compulsory licence in accordance with Articles 31 and 31bis of this Agreement and the provisions of this Annex
;
(b) the compulsory licence issued by the exporting Member under the system shall contain the following conditions:
only the amount necessary to meet the needs of the eligible importing Member(s) may be manufactured under the licence and the entirety of this production shall be exported to the Member(s) which has notified its needs to the Council for TRIPS;

products produced under the licence shall be clearly identified as being produced under the system through specific labelling or marking.  Suppliers should distinguish such products through special packaging and/or special colouring/shaping of the products themselves, provided that such distinction is feasible and does not have a significant impact on price;  and

before shipment begins, the licensee shall post on a website
 the following information:

· the quantities being supplied to each destination as referred to in indent (i) above;  and

· the distinguishing features of the product(s) referred to in indent (ii) above;

（c） the exporting Member shall notify
 the Council for TRIPS of the grant of the licence, including the conditions attached to it.
  The information provided shall include the name and address of the licensee, the product(s) for which the licence has been granted, the quantity(ies) for which it has been granted, the country(ies) to which the product(s) is (are) to be supplied and the duration of the licence.  The notification shall also indicate the address of the website referred to in subparagraph (b)(iii) above.
3.
In order to ensure that the products imported under the system are used for the public health purposes underlying their importation, eligible importing Members shall take reasonable measures within their means, proportionate to their administrative capacities and to the risk of trade diversion to prevent re-exportation of the products that have actually been imported into their territories under the system.  In the event that an eligible importing Member that is a developing country Member or a least-developed country Member experiences difficulty in implementing this provision, developed country Members shall provide, on request and on mutually agreed terms and conditions, technical and financial cooperation in order to facilitate its implementation.

4.
Members shall ensure the availability of effective legal means to prevent the importation into, and sale in, their territories of products produced under the system and diverted to their markets inconsistently with its provisions, using the means already required to be available under this Agreement.  If any Member considers that such measures are proving insufficient for this purpose, the matter may be reviewed in the Council for TRIPS at the request of that Member.

5.
With a view to harnessing economies of scale for the purposes of enhancing purchasing power for, and facilitating the local production of, pharmaceutical products, it is recognized that the development of systems providing for the grant of regional patents to be applicable in the Members described in paragraph 3 of Article 31bis should be promoted.  To this end, developed country Members undertake to provide technical cooperation in accordance with Article 67 of this Agreement, including in conjunction with other relevant intergovernmental organizations.

6.
Members recognize the desirability of promoting the transfer of technology and capacity building in the pharmaceutical sector in order to overcome the problem faced by Members with insufficient or no manufacturing capacities in the pharmaceutical sector.  To this end, eligible importing Members and exporting Members are encouraged to use the system in a way which would promote this objective.  Members undertake to cooperate in paying special attention to the transfer of technology and capacity building in the pharmaceutical sector in the work to be undertaken pursuant to Article 66.2 of this Agreement, paragraph 7 of the Declaration on the TRIPS Agreement and Public Health and any other relevant work of the Council for TRIPS.

7.
The Council for TRIPS shall review annually the functioning of the system with a view to ensuring its effective operation and shall annually report on its operation to the General Council.

APPENDIX TO THE ANNEX TO THE TRIPS AGREEMENT

Assessment of Manufacturing Capacities in the Pharmaceutical Sector


Least-developed country Members are deemed to have insufficient or no manufacturing capacities in the pharmaceutical sector.


For other eligible importing Members insufficient or no manufacturing capacities for the product(s) in question may be established in either of the following ways:


(i)
the Member in question has established that it has no manufacturing capacity in the pharmaceutical sector;



or


(ii)
where the Member has some manufacturing capacity in this sector, it has examined this capacity and found that, excluding any capacity owned or controlled by the patent owner, it is currently insufficient for the purposes of meeting its needs.  When it is established that such capacity has become sufficient to meet the Member's needs, the system shall no longer apply.

__________







附件二








�依照世界衛生組織之定義，必要藥品係能滿足大多數人口需要，且應隨時可以適當之數量、劑量及個人或社會可負擔之價格提供使用之藥品。� HYPERLINK "http://healthshares.org/global_health/essential_medicines.shtml" ��http://healthshares.org/global_health/essential_medicines.shtml�（2007/02/09）





� 詳WT/MIN(01)/DEC/2，� HYPERLINK "http://ww" ��http://ww�w.wto.int/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm


� 三項義務之免除包括：出口國須就實施強制授權及其條件通知TRIPS理事會並採取合理措施防止再出口以維護強制授權之實施；應於出口國內給付報酬予專利權利人；另使用強制授權機制者須為低度開發國家或區域貿易協定之半數以上成員為低度開發國家或開發中國家。


�進口會員通知內容包括：（1）藥名及所需數量（2）非低度開發之適格進口國已證明其無製藥工業無製造特定藥品之能力或能力不足（3）證明曾依TRIPS協定第三十一條及本實施決議，已允許或擬准許強制授權；出口會員通知內容則為（1）藥品總產量須專供已向TRIPS理事會通知之適格進口國所需（2）製造之藥品應以特定之標示或記號以資區辨，供應商並應在可行且對價格不產生重大影響之前提下，將產品用特定的包裝、顏色或形狀予以區隔（3）被授權人在產品運送前，應將該產品之數量及外觀特徵公布於網站上。


� 此議定書同意之期限必要時可延長；對於已向WTO表達同意之會員而言，其同意時該增訂條文即取代2003年8月30日之決議而對之生效，至於尚未表示同意之會員，則前揭2003年8月30日之決議仍然對之生效，� HYPERLINK "http://www.wto.int/english/tratop_e/trips_e/amendment_e.htm" ��http://www.wto.int/english/tratop_e/trips_e/amendment_e.htm�。


� 根據聯合國提供之數據，在全球向世界衛生組織提供的325件不合格藥品中，有16﹪屬於成分不正確，17﹪含量不足，7 ﹪為其他錯誤，60﹪未含有效成分，其中以抗生素、瘧疾治療藥、肺結核用藥、愛滋病治療藥為主。


� Bill C-9現稱為Canada’s Access to Medicines Regime（CAMR），此制度並將於生效兩年後進行檢討。


� This subparagraph is without prejudice to subparagraph 1(b).


� It is understood that this notification does not need to be approved by a WTO body in order to use the system.


� Australia, Canada, the European Communities with, for the purposes of Article 31bis and this Annex, its member States, Iceland, Japan, New Zealand, Norway, Switzerland, and the United States.


� Joint notifications providing the information required under this subparagraph may be made by the regional organizations referred to in paragraph 3 of Article 31bis on behalf of eligible importing Members using the system that are parties to them, with the agreement of those parties.


� The notification will be made available publicly by the WTO Secretariat through a page on the WTO website dedicated to the system.


� This subparagraph is without prejudice to Article 66.1 of this Agreement.


� The licensee may use for this purpose its own website or, with the assistance of the WTO Secretariat, the page on the WTO website dedicated to the system.


� It is understood that this notification does not need to be approved by a WTO body in order to use the system.


� The notification will be made available publicly by the WTO Secretariat through a page on the WTO website dedicated to the system.
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