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摘  要

本次出席TBT委員會之會議包括供應者符合性聲明(SDoC)研討會、非正式會議及第36次例會，我國代表並於研討會中以工業產品市場監督機制為題與其他會員分享採行SDoC之經驗。非正式會議及第36次例會就技術協助計畫資訊整合機制、第4次三年總檢討工作計畫、協定之執行與管理、三年總檢討、技術合作、第10次年度檢討、觀察員近況報告、新任主席選舉及下次例會日期等議題進行討論，新任委員會主席為拉脫維亞（Latvia）籍Mr. Margers KRAMS。

在例會關於技術協助及符合性評鑑程序的討論中，可以發現開發中國家對於已開發國家憑其產業發展之既得優勢，藉由國際化、自由化的大旗，遂行其產品無障礙進入開發中國家內部市場之目的，仍具有深切的戒心及憂慮。許多國家要求已開發國家應積極提供相關經費、人力、資訊及技術資源，協助開發中國家參與國際標準之活動，發展本土技術性法規及測試、驗證及認證體系，並給予更多時間讓開發中國家建立其技術基礎架構。

TBT委員會官方語言包括英文、法文及西班牙文，我國能夠直接參與的國際組織不多，參加國際會議的人力及經驗相對有限，因此，國內機關仍須加強會議英語及參與國際會議的訓練，以更積極參與。

此次TBT會議除SDoC議題有我國代表提出經驗分享之簡報外，並無與我國有關之討論事項。
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壹、前言

世界貿易組織(WTO)技術性貿易障礙(TBT)委員會於本(94)年3月21日及22日至23日分別召開供應者符合性聲明(SDoC)研討會及非正式會議暨第36次例會，就供應者符合性聲明制度之探討、技術協助計畫資訊整合機制、第4次三年總檢討工作計畫、協定之執行與管理、三年總檢討、技術合作、第10次年度檢討、觀察員近況報告、新任主席選舉及下次例會日期等議題進行討論。我國出席代表除本局（經濟部標準檢驗局）人員外，我常駐世界貿易組織代表團張秘書瑞璋亦參團全程參與。

貳、出國行程

	3月 19至20日
	啟程赴瑞士日內瓦

	3月21日
	供應者符合性聲明(SDoC)研討會

	3月22日
	上午：TBT委員會非正式會議
下午：TBT委員會第36次例會


	3月23日
	TBT委員會第36次例會

	3月 24至25日
	返國


叁、供應者符合性聲明(SDoC)研討會

一、緣起

本次供應者符合性聲明(Supplier’s Declaration of Conformity, SDoC)研討會，源於2003年11月TBT委員會第3次三年總檢討結論，同意一個符合性評鑑工作計畫改善會員實行TBT Agreement的第5-9條，特別是推廣一個容易被瞭解的符合性評鑑系統。會員決定採用符合性聲明（SDoC）時，它是一個使容易接受的符合性評鑑途徑，同時也會被同意的，在這計畫的一部分，是去召開一個SDoC研討會交換資訊及經驗，涵蓋提供如法規權責單位、部門和供應商去使用SDoC，在監督機制、責任法令和罰則使用上去確保產品完全符合要求，用以激勵供應商去符合要求，且訂定加強買賣之間的相關法令。這工作處理的方向在2004年委員會中在有使用SDoC的會員提供經驗下詳細交換意見，並同意在2005年召開一個SDoC研討會。
二、SDoC研討會於3月21日舉行，議程見G/TBT/GEN/15（附件1）。研討會分成3個單元，秘書處並就TBT委員會關於SDoC之討論、採用SDoC考量之因素、現行會員採用SDoC之例及相關討論資料彙整一份參考文件JOB(05)/30（附件2），供各參與會員先行參閱。

1. 概述：

本單元邀請二位講員，WTO秘書處官員Mrs. Ludivine TAMIOTTI先介紹TBT委員會在SDoC領域之工作概述，次由ISO（國際標準組織）秘書長Mr.Alan BRYDEN介紹ISO在標準及符合性評鑑領域之相關工作，包括新進出版有關名詞定義及一般原則(ISO/IEC 17000:2004及ISO/IEC Guide 2:2004)及SDoC做法之國際標準(ISO/IEC 17050:2004系列)。美國、墨西哥及古巴等會員反應既然相關國際標準及指引文件業有新版，TBT協定引用該等文件之文字應配合修正。

2. 會員經驗：

本單元分為政府觀點及製造商或供應商觀點兩部分：

在政府觀點部分共邀請6位講員，分別為：

(1) 紐西蘭Mr.Peter MORFEE簡報該國實施SDoC電氣產品之經驗。

(2) 我國劉簡任技正秉沅報告SDoC於工業產品市場監督機制之經驗。

(3) 巴西Mr.Afredo LOBO報告該國於拋棄式打火機之案例經驗。

(4) 加拿大Mr.Claude BEAUDOIN簡報關於電信產品之SDoC經驗。

(5) 韓國Mr.Jin Jung WOO 以SDoC應用於汽車為例。

(6) 歐盟Mr.Georg HILPERT報告關於SDoC於電氣機械方面之經驗。

內容主要包括六項要素，如：

(1) 採行SDoC時應考量之必備因素及目的。

(2) SDoC是否單獨使用或結合第三者評鑑。

(3) SDoC國際標準之重要性。

(4) SDoC之基本制度及立法架構（如產品責任法及消費者賠償等）。

(5) SDoC之監督及實施。

(6) 開發中國家會員實施SDoC將使已開發國家會員體更易進入其市場。

在製造商或供應商觀點部分共邀請3位講員，分別為：

(1) 歐盟Mr.Per DOFNAS (LM Ericsson AB)簡報歐盟在SDoC資通訊產品之轉換。

(2) 美國Mr. David LING(Hewlett-Packard)簡報資通訊產品SDoC相對於其他技術性法規對廠商商機之重要性。

(3) 墨西哥Mr.Rafael Nava URIBE則報告開發中國家對符合性評鑑機構之觀點。

3. 總結：

(1) 討論：

這次研討會特別強調SDoC是在所有各種符合性評鑑結果途徑中容易被廠商接受的一種選擇，它維持政府權力去選擇規範確保產品符合要求及符合立法政策目的的制度。在選擇使用SDoC時，許多因素伴隨而來，一個因素是在這次研討會中被多次提及的，是適用的風險程度範圍，期間部分講師點出SDoC被使用在對消費者或環境上低風險產品（如台灣、巴西及墨西哥）。其他講師也指出SDoC同樣可適用於相關高風險產品範圍（如加拿大、韓國的汽車安全標準、歐盟的電氣產品）。

在產業界方面，SDoC可能應有成本效益，例如，第三者驗證費用是避免的，且減少寶貴的時間。SDoC同時可能是容易簡便且可以避免的，一個講師提到如”重疊建立”符合性評鑑要求，這提示並不意外，同時也聽到， ISO/IEC SDoC標準發展的背後主要是產業驅動。有一點是數個講師提到的，在他們國家在使用SDoC時潛在消費者權益，多選擇低價位產品為產品項目。

無論如何，他們存在著一定的成本，同樣的 － 它可能是發展中國家的特別困擾的。這將顯示對每一個會員體去尋找一個在使用SDoC的利益和另一邊行政或規範上需要去架構所帶來的成本之間的平衡是需要的，例如，架構這個項目，是許多會員體及講師強調，它必須建立市場監督制度功能，它可以規範處理不符合的事務。我們聽到韓國汽車部分及歐盟電氣產品這些被如何去做。

此外，一個發展中的會員體極力主張技術協助及資源兩項是可以讓參加更有效率的，不僅在國際標準建立過程，而且或許是使可能去實施使用SDoC的重要關鍵。在許多的案例中，發展中國家的工業是小和中型的，且它是部分國家所無法體會的，仍未建立足夠信賴的去轉換使用SDoC。這指出，事實上，轉換SDoC上，確定的是，歐盟從第三者驗證花費許多年（10-15年），對於發展中國家時間是個過程，去建立一個適合的符合性評鑑架構可以帶來必要的信賴是重要，這關係到外銷產品市場也關心他們的經濟。廠商則對重複測試太多，不同的符合性聲明及多國驗證結果仍不能確保產品安全提出看法，並希望由廠商自行建立符合性機制才是最重要的，希望各國採用國際組織頒訂的標準，採行四種符合性聲明制度，加強後市場管理及建立處分機制才能促使廠商更有意願去遵守。

由於在召開研討會前主席先邀請各國講師召開會前會，討論簡報進行方式，各講師簡報時間僅有十五分鐘含回答問題儘量不超過二十分鐘，在各單元結束後仍有一綜合性檢討也會開放會員體提問題及看法，所以希望各講師能掌握時間。

(2) 結論：

主席總結此次研討會，強調SDoC具有促進符合性評鑑程序之結果，且能確保產品符合政府之規範及技術法規制定之目的，為目前各種符合性評鑑體系中較易被各國政府接受之符合性評鑑程序。政府於選擇是否使用SDoC之前，必須考量風險及成本效益等因素，市場監督及消費者權益亦不容忽視；產業界則重視成本及時間效益。建議開發中國家會員利用現有之國際標準(ISO/IEC 17050)，加上買賣雙方責任義務及罰則，應足以建購完善之SDoC制度，除可避免廠商重複測試，大幅降低廠商成本外，並可縮短產品上市時間。另開發中國家會員對已開發國家會員推動實施SDoC之制度亦有不同立場，有關技術協助及參與相關國際標準制定將為會員未來關切之重點。

對於主席結論中雖未提出任何建設性結論，但簡報中由各會員體提出問題及所關心之事項顯示，開發中國家對已開發國家推動各會員體實施SDoC制度有不同的立場，從會員體簡報中可以也發現，我國與墨西哥均有相當程度的顧慮而歐盟美國紐西蘭簡報中就認為這制度是一個經過多年實施的成果，足以提供開發中國家作為參考的依據。在與會的會員中亦希望開發中國家在推動SDoC時，多利用現有國際組織訂定之ISO/IEC17050標準建立一個符合性聲明制度，並加上買賣雙方責任義務及罰則，應足以建立一個完善的制度，除可以避免廠商重新測試，大幅降低廠商成本外，並可縮短產品上市時間。當然是否利用第三者驗證在已開發會員體內仍有不同的見解，對於開發中國家則以推動該制度對於仰賴進口的國家或無驗證能力產品驗證的國家是困難的，希望能透過TBT提供技術協助及援助方式協助開發中國家建立制度才能推動，且不能一昧的希望開發中國家接受，至於該國際標準也從未聽說過可能需要一些時間瞭解。

肆、TBT委員會非正式會議

一、技術協助計畫資訊整合機制

TBT委員會現任主席印度籍Mr. Sudhakar DELELA以其彙整之「TBT相關技術協助之透明化 - 議題及選項」書面報告JOB(05)/20（附件3）作為本次會議之討論文件，先說明技術協助透明化對TBT協定之重要性，並請會員就該文件所提下列3個選項提供意見：

選項1：設立類似SPS委員會STDF （Standards and Trade Development Facility標準及貿易發展設施，於2002年中正式設立）之設施。

選項2：由會員就特定之技術協助需求及回應提出自願性通知。

選項3：設立具有管理角色之正式機構。

日本、瑞士、歐盟、巴西、美國、印度、安地瓜與巴布達、埃及、中國、馬來西亞、加拿大、聖路西亞及千里達與托貝哥等會員分別發言，多數會員支持選項2，且對該選項無負面意見，認為該選項簡單實用，所需資源最少而較具可行性，秘書處並將在主席協助下提供通知之格式供各會員於下次會議前參考；至於選項1及3雖因委員會經費有限而目前不具可行性，但仍不予排除，可作為委員會長期之目標，保留未來執行之彈性。

二、第4次三年總檢討工作計畫

主席請會員就委員會進行第4次三年總檢討之相關議題表示意見，中國、美國及歐盟相繼發言。中國希望將透明化原則、技術協助、特殊暨差別待遇及智慧財產之標準化列入第4次三年總檢討工作之議題，美國建議將協定之執行與管理、良好法規作業及符合性評鑑程序列入檢討，並希望明年舉行符合性評鑑程序研討會，歐盟則建議檢討透明化原則，希望未來能檢視各會員TBT措施之實行條文，對於TBT法規通知之WTO語言翻譯，歐盟將提供技術協助；另符合性評鑑程序、良好法規作業及標示等皆列入第4次三年總檢討工作之議題。

伍、TBT委員會第36次例會

本次例行會議議程討論資料詳見秘書處文件JOB(05)/29（附件4）

一、確認會議議程

確認正式會議之議程文件WTO/AIR/2517。

二、協定之執行與管理

1. 主席報告有關TBT協定15.2節要求會員提出入會履行協定之行政措施一次性通知，資料彙整於G/TBT/GEN/1/Rev.2，另自上次會期已有獅子山、馬其頓及盧安達等會員依協定15.2節通知其入會履行協定之行政措施，有關國家查詢點更新資料則彙整於G/TBT/ENQ/26。

2. 會員所關切之技術措施議題：本次會議會員提出11項議題：

(1) 紐西蘭關切韓國對鱈魚頭(hake、cod及pollack)稅則分類措施影響其進口案，歐盟、冰島及挪威皆發言附和，韓國允將會員關切轉達首府，並願與紐西蘭等會員進行雙邊諮商尋求解決方案。

(2) 日本關切歐盟化學品登錄／評估／授權規定之草案(REACH, G/TBT/W/208; G/TBT/N/EEC/52 and Add.1)，美國、澳洲、墨西哥、智利、古巴、韓國、中國及烏拉圭等會員繼續表示關切，歐盟表示歐洲議會預定於本(2005)年秋天進行一讀，會員之意見及關切將列入修法考量，倘法規有修正將通知WTO秘書處及會員，並尋求雙邊管道解決會員之問題。

(3) 紐西蘭關切歐盟酒類標示措施(EC Regulation 753/2002, G/TBT/N/EEC/15, Corr. 1-2, G/TBT/N/EEC/57)，澳洲、美國、烏拉圭及墨西哥等會員表達支持，歐盟認為316/2004法規草案已納入會員先前對753/2002法規之修正意見，表示將就本案繼續與有興趣之會員雙邊諮商。

(4) 瑞士報告有關汽車壓縮點火（柴油）引擎之廢氣排放標準之法令(G/TBT/N/CHE/39)尚於其國會立法中，目前無法具體回應其他會員之關切，惟最新結果將通知提出關切之相關會員。

(5) 中國關切美國實施打火機應具有防止孩童操作裝置之措施，請美方應依據打火機國際標準ISO 9994辦理，並將此措施通知WTO及會員。美方表示該項打火機措施業於1993年公告，不需再通知。

(6) 美國關切歐盟有關玩具之安全規定措施。

(7) 歐盟關切中國酒類飲料預先包裝(pre-packed alcoholic beverage)標示標準通知(G/TBT/N/CHN/72)，美國及澳洲等會員表達支持，中國表示將延長該通知之評論期。

(8) 加拿大關切美國漁產品原產國強制標示措施(G/TBT/N/USA/83, Corr. 1)，中國表達支持，美國表示將於下次會議回應本議題。

(9) 美國關切馬來西亞有關藥劑及保健產品之安全裝置措施未通知WTO及會員，馬來西亞表示將轉達首府提出通知。

(10) 祕魯回應歐盟關切有關鞋類標示規定之通知(G/TBT/N/PER/4)。

(11) 墨西哥回應歐盟有關上釉陶瓷器製品(G/TBT/N/MEX/69)及預先包裝(pre-packaging)之規定。

3. 其他事項：智利以沙丁魚標準於Codex訂定之過程為例，提案希望將國際標準制定程序之討論，列入第4次三年總檢討之議程，墨西哥發言支持。

三、三年總檢討

1. 第3次三年總檢討後續事宜 (G/TBT/13)：
(1) 良好法規作業(G/TBT/13、14段)：

本議題墨西哥（G/TBT/W/248）曾於上次會議提出報告，本次會議無會員提案，主席表示本議題委員會已同意請會員就同等效力(equivalency)之經驗分享研擬程序，提醒會員儘早準備。
(2) 透明化程序(G/TBT/13、28段)：
主席報告為因應加拿大利用網路建立線上通知之提案，秘書處撰擬之報告JOB(05)/20「TBT相關技術協助之透明化」已於非正式會議討論，本案會員未再表示意見。主席提醒會員參閱秘書處有關透明化程序之工作報告G/TBT/W/250。

(3) 符合性評鑑程序(G/TBT/13、40段)：
主席宣讀SDoC研討會之摘要（附件5），格瑞納達、美國、墨西哥、埃及、安地瓜與巴布達及巴西等會員發言表示意見，感謝WTO秘書處舉辦本項研討會，並協助開發中國家會員之首府官員出席，藉研討會提升對SDoC之認知。格瑞納達等會員認為對仰賴進口或無產品驗證能力之會員，推動SDoC具有相當之困難，盼透過技術協助及能力建構，協助開發中國家會員建立本項制度，不能一昧要求開發中國家會員接受本項制度。主席表示有關國際標準及會員於認證之經驗，將於本年6月之正式會議討論，另委員會已同意於2006年3月召開符合性評鑑研討會，研討會內容題綱一倂於下次正式會議討論，美國表示歡迎主席之建議，並請秘書處準備該項工作計畫。
(4) 技術協助(G/TBT/13、54段)：
主席首先報告非正式會議之情形，表示多數會員支持選項2（由會員就特定之技術協助需求及回應提出自願性通知）；至於選項1（設立類似STDF之設施）及選項3（設立具有管理角色之正式機構）雖因受限於委員會人力與經費有限而目前不具可行性，但仍不予排除，可作為長期之目標，保留未來執行之彈性。至於委員會如何推動上述決議，D主席將與下任主席合作，落實TBT協定第11條之規定。
(5) 其他議題(G/TBT/13、61段)：

ISO報告有關國際間接受之標準與符合性評鑑最近修正之字彙。美國、墨西哥、歐盟、古巴及澳洲皆發言表示意見，請ISO依國際間最新字彙版本，檢討修正TBT相關法定文件，並提送委員會討論。

2. 準備第4次三年總檢討：

主席報告非正式會議之情形，中國、美國及歐盟補充說明非正式會議之發言，墨西哥、美國及澳洲發言反對歐盟建議將標示單獨納入議題，瑞士則表示支持將標示列入檢討，另墨西哥亦反對中國將IPR列入總檢討之議題，主席表示將透明化原則、符合性評鑑程序及良好法規作業等三項列入第4次三年總檢討之議程，並將修正未來工作計畫時程表。

四、技術合作

秘書處報告最近完成與即將進行之技術協助計畫，我國出席代表（常駐世界貿易組織代表團張秘書瑞璋）藉此機會表達對秘書處於台北舉辦TBT區域研討會，並協助我國辦理國家級研討會之感謝。另ISO、IEC及UNIDO（聯合國工業發展組織）等國際標準制定組織代表分別報告其組織之技術協助計畫。

五、第10次年度檢討

 本項議題無討論，主席報告已有5個會員採行良好作業典範。
六、觀察員近況報告

1. Codex、ITC（國際貿易中心）、OIML（國際法定計量組織）及UNCTAD（聯合國貿易及發展會議）等分別報告其組織活動近況。
2. 國際組織申請為觀察員

主席報告國際組織如OIV、BIPM、GOIC及CBD等申請為觀察員一事，因會員於總理事會之立場並未改變，目前狀況維持不變，爰建議上述國際組織繼續努力。

七、其他議題

無會員提出其他議題。
八、新任主席選舉

D主席宣布拉脫維亞（Latvia）籍Mr. Margers KRAMS當選下任委員會主席。 

九、下次例會日期

TBT委員會決議下次正式會議暫定於6月16至17日舉行。
陸、與我國有關之雙邊關切議題

在此次TBT委員會非正式及正式會議中，並無會員就我國技術性法規相關措施提出關切。惟日本經濟產業省官員藤田千繪於會外向我出席代表表示，日本前曾向我國索取車輛法規（G/TBT/N/TPKM/14）認可測試實驗室名單，希望我方相關資料應以適當方式予以公開及更新，並希能儘速提供車輛法規之英譯版本。案經我駐WTO代表團張秘書即時以電子郵件送本局（TBT諮詢點）轉交通部路政司處理，交通部已將相關資料提供日方聯絡窗口。

柒、檢討及建議事項

一、在SDoC研討會中，我國受邀提出執行SDoC制度相關經驗之簡報。由對我國簡報發問的會員體的問題中，我們發現許多會員體希望我們的資料能夠更詳細以作為其參考的經驗，包括推動的過程、步驟、方式、理由、看法及考量修正方向，但這是此次簡報時間所無法展現的。對於前述各項的提供均屬一個論述，需要時間才能理解，當然，在我國分享經驗過程中如果各會員體間仍認為有必要情形下，我國可以再提供詳細資料作為各會員體參考。

這次研討會雖是邀請各國首都來的官員參與，但多數會員體對於該議題仍無任何看法或意見，且多數建議及看法又未能切題，故對於各會員體對於是否會推動SDoC，看來並不算樂觀。不過，對於有興趣的會員體而言如何導入而不會產生問題才是其所關切的問題，而對於該議題不甚了解的會員體而言，投入瞭解及研究SDoC可能是面臨的一大問題。

SDoC制度對我國而言雖然是產品驗證上的新制度、新的挑戰，然而，透過此次的發表，它在國際上卻佔有一定的份量，例如，可以提供我國經驗，包括方法、技巧、過程等，以協助提供開發中國家發展SDoC。對已開發國家而言，可以增進了解我國在推動SDoC上所遭遇的困難，並交換心得及意見。對廠商而言，可以體諒政府的作為且透過公開透明化過程，使廠商提高配合意願。如此，在參與類似國際研討會的過程中，我們雖然提供一點小小經驗分享，但實際上卻可獲得許多可貴資源，對於我國在TBT委員會中，也不失扮演了一個特別重要的角色。

二、本次參加TBT委員會SDoC研討會、非正式及正式會議中，特別在有關技術協助及符合性評鑑程序的討論中，可以發現開發中國家對於已開發國家憑其產業發展之既得優勢，藉由揭起國際化、自由化的大旗，遂行其產品無障礙進入開發中國家內部市場之目的，仍具有深切的戒心及憂慮。因為已開發國家市場機制較為成熟，消費者保護措施及產品責任法令亦較為完備，政府不須花費大量資源在前市場(pre-market)技術性法規。相對而言，開發中國家對於標準、測試及驗證機構及認證體系等技術基礎架構(technical infrastructure)其相關資源多半有所欠缺或尚未完備，使得其廠商難以與已開發國家之競爭對手在相同的基礎上競爭，因此自由化、國際化的結果，很可能只是單向讓國際大廠商的產品長驅直入其國內市場。具體的表現就是對SDoC制度之採用懷有戒心，尤其墨西哥（據瞭解是臨時安排）在SDoC研討會提出之簡報（特別是由符合性評鑑機構以產業觀點，而非政府觀點所提出），在所有簡報中是唯一強調SDoC對於開發中國家弊多於利，認為開發中國家相關基礎及資源不足，貿然採用SDoC具有市場不符合法規產品增加、其他國家拒絕之低劣產品趁機銷入、對中小企業造成傷害及（開發中國家）難以進入國際市場等高度風險；因此，要求已開發國家應積極提供相關經費、人力、資訊及技術資源，協助開發中國家參與國際標準之活動，發展本土技術性法規及測試、驗證及認證體系，並給予更多時間讓開發中國家建立其技術基礎架構。

三、儘管開發中國家相對資源較不足，由於TBT委員會提供了一個可以跟已開發國家在技術性貿易法規議題平起平坐（至少在形式上）的舞台，開發中國家之參與仍相當積極，諸如墨西哥、印度、巴布達、聖路西亞及千里達等國在會中發言都相當踴躍。TBT委員會的會議，官方語言包括英文、法文及西班牙文，開會現場有這三種語言的同步口譯服務，使得使用英、法、西班牙語的國家毫無語言之障礙，其中尤其墨西哥出席代表在各項議題大都搶先發言更讓人印象深刻。我國因為種種因素，能夠直接參與的國際組織不多，參加國際會議的人力及經驗相對有限，某種程度限制了我們在國際會議場合參與的積極程度及表達能力，因此，國內機關仍須加強會議英語及參與國際會議的訓練。

四、TBT協定非常強調國際標準的採用，因此國際標準對各國技術性法規的影響力日見深遠，ISO等相關國際標準組織對TBT委員會亦積極參與，除加入觀察員外，也藉由標準活動之報告推廣國際標準之採用。由於加入國際標準組織及參與標準制定相關活動必須花費相當之人力及經費等資源，部分開發中國家於會中已提出降低參與之資源門檻（主要為經費不足）及希望已開發國家就此議題提供技術協助。對此，ISO出席代表特別表示所有WTO會員體均可參與其標準活動，然而諷刺的是，現實上卻非如此。我國儘管經濟貿易實力在國際上佔有一席之地，但是因為中國的因素一直無法參與如ISO、IEC等國際標準組織，儘管努力爭取而實際處境仍然非常艱難。由於此議題相當敏感，為了避免破壞開會現場之氣氛，及保留將來運作之空間，出席代表終究未即時就此提出抗議，感到些許遺憾及挫折。

五、我常駐世界貿易組織代表團出席代表與主要會員出席代表互動相當熱絡，而日本出席代表對我車輛法規之關切，並未於會中提出，而是選擇於會外向我方反應，我方亦及時予以回應，顯見我代表團平時已建立良好互動基礎。在此並感謝駐世界貿易組織代表團及張秘書瑞璋在會議前後對國內出席代表的各項協助。

六、此次TBT會議除SDoC議題有我國代表提出經驗分享之簡報外，並無與我國有關之討論事項。
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TBT WORKSHOP ON SUPPLIER'S DECLARATION OF CONFORMITY

Geneva, 21 March 2005

Programme

At the Third Triennial Review of the TBT Agreement, concluded in November 2003, the
Committee agreed to a work programme on conformity assessment to improve Members'
implementation of Articles 5-9 of the TBT Agreement and, in particular, to promote a better
understanding of conformity assessment systems (G/TBT/13, paragraph 41). Considering the use of
SDoC by Members as one of the approaches to facilitating acceptance of conformity assessment, it
alsp agreed, as part of this work programme, to "exchange information and experiences and to hold a
workshop on SDoC covering issues such as: the regulatory authorities, sectors and suppliers which
use SDoC; the surveillance mechanism, liability law and penalties used to ensure that products
comply with requirements; the incentives for suppliers to comply with requirements; and the
legislation that underpins the relationship between buyers and sellers”.

Accordingly, the Committee held a detailed exchange of information based on Members'
experiences of the use of SDoC in 2004 (G/TBT/M/33/Add.1, paras. 2-60) and agreed to hold the
workshop in 2005.

The SDoC workshop will be held on 21 March 2005, back-to-back with the next regular
meeting of the TBT Committee on 22-23 March 2005. In addition to a general session, the workshop
will comprise of two main sessions focussing on the government's and manufacturer's perspectives,
respectively. In these sessions, speakers from individual Members will present case studies based on
their experiences. The programme is attached.'

Registration will begin at 08:30.°

! Participation of one capital-based expert from developing country Members has been funded by the
WTO Global Trust Fund. 93 invited developing country Members have confirmed attendance in response to the
invitations issued in December 2004. For any inquiries that funded participants may have regarding logistics,
they are invited to contact Mr. Felipe Vargas-Maza (+41 22 7395018, logistic.unit@wto.org). For any further
information regarding the substance of this workshop, please contact Mr. Erik Wijkstrom (+41 22 739 5729,
erik. wijkstrom@wto.org).

2 1t is recalled that all Members have been asked to communicate the names of their capital-based
participants (other than funded participants from developing country Members whose names have already been
communicated to the WTO), by Fax or e-mail. These names should be sent to Mrs. Jane Golding
(Jane.Golding@wto.org) with a copy to: BAI@wto.org.
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21 MARCH 2005
Chairperson: Mr. Sudhakar Dalela
Moming Session

08:30 Registration

10:00— GENERAL
10:30 A. Overview of the TBT Committee's work on SDoC.
o WTO Secretariat (Mrs. Ludivine Tamiotti)

B. International standards, guides and recommendations

e ISO (Mr. Alan Bryden): The new ISO/IEC Standard on Supplier's
Declaration of Conformity (ISO/IEC 17050).

10:30- MEMBERS' EXPERIENCES

2:
12:30 A. THE GOVERNMENT'S PERSPECTIVE

These presentations will address, inter alia, the following questions: (i) what
reasons and factors (such as risk) should be taken into account when deciding to
apply SDoC in a particular sector (and not in others); (ii) whether SDoC should
be used alone or in combination with third party assessment; (iii) how, in
applying SDoC, international standards are taken into account; (iv) what basic
institutional and legislative infrastructure needs to be in place to use SDoC (for
example in respect of product liability law and consumer redress); (v) how
compliance is ensured and what experience exists with respect to surveillance
and enforcement (incentives that could be used to encourage compliance and
experiences with penalties for non-compliance); (vi) how the use of SDoC in
developed country Members can facilitate imports from developing country
Members.

¢ New Zealand (Mr. Peter Morfee): Experience in regard to electrical
equipment.

o Chinese Taipei (Mr. Bing-Yuan Liou): Market surveillance mechanism for
industrial products.

o Brazil (Mr. Alfredo Lobo): The case of disposable lighters.
o Canada (Mr. Claude Beaudoin): Experience in regard to telecom equipment.

e Korea (Mr. Woo Jin Jung): Implementation of SDoC in Korea's automobile
sector.

o European Communities: (Mr. Georg Hilpert): Experience with respect to
the electrical and mechanical sectors.

12:30 - Discussion
13:00
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Afternoon Session

15:00- B. THE MANUFACTURER'S / SUPPLIER'S PERSPECTIVE

16:00 The presentations will address, inter alia: (i) the reasons why manufacturers may

prefer SDoC; (ii) the main problems encountered by the manufacturer in
implementing SDoC; (iii) any specific problems relevant to SMEs.

¢ European Communities (Mr. Per D6fnds, LM Ericsson AB): Transition to
SDoC in the IT/telecom sector in the European Communities.

¢ United States (Mr. David Ling, Hewlett-Packard): Supplier's Declaration of
Conformity for Information and Communication Technologies (ICT)
Regulations.

e Mexico (Mr. Rafael Nava Uribe): The view of the conformity assessment
bodies in developing countries.

16:00- Discussion
16:30

16:30- CONCLUSION

17:00 Identification of key horizontal issues with particular emphasis on the developing

country perspective.
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TBT Workshop — Geneva, 21 March 2005

Supplier’s Declaration of

Conformity (SDoC)

 Ludivine Tamiotti, WTO, Trade and Environment Division

This prﬁemalio'n has been prepared under the Secretariat's own responsibility and without
judice to the positions of Members and to their rights and obligations under the WTO.

= What’s SDoC ?

A Conformity Assessment Procedure I

Procedure by which a supplier

provides written assurance that a

K
:/‘ : X product conforms to specified
é ‘e requirements

A supplier is the party that supplies
the product and may be a

manufacturer, distributor, importer,
assembler, service organization, etc.

:g/ ' Outline

1 | SDoC in the TBT Context

Elements for Consideration in
the Use of SDoC

5 l Existing SDoC Practice l

4 L Other Matters I

Ludivine Tamiotti, Legal Affairs Officer, Trade and Environment Division, World Trade Organization,
Tel. +41-22-739.56.94, Fax +41-22-739.56.20, E-mail: ludivine.tamiotti@wto.org
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wj// SDoC and the TBT Agreement

7 Definition of a Conformity
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/;, j Assessment Procedure
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TBT Annex 1.3

Any procedure used, directly or indirectly, to

determine that relevant requirements in
technical regulations or standards are fulfilled

z%ﬁ// SDoC and the TBT Agreement

Definition of a Conformity

,47- ‘& Assessment Procedure
EP
é‘#é‘

TBT Annex 1.3 ]Sampling, testing and inspection I

[Evaluation, verification and assurance of conformity I

Begistration, accreditation and approval J

..8DoC is not specifically mentioned
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Supplier's declaration:

Procedure by which a supplier gives written
assurance that a product, process or service
conforms to specified requirements.

W// Discussions on SDoC
-/ in the TBT Committee

First Triennial . SDoC is a cost saving approach to

Review (1997) conformity assessment

Indicative list of approaches to

/ facilitate the acceptance of

" - conformity assessment results
Second Triennial M

Review (2000) SDoC, when used in appropriate
circumstances and for certain

sectors, can be a less onerous
approach for conformity assessment

&%)/: Discussions on SDoC
-/ in the TBT Committee
4 SDoC facilitates trade
Third Triennial - Suggests ways to improve its
Review (200 usability and acceptance
Exchange information and
experiences and hold a workshop on Q’"““",L)
SDoC covering issues such as:
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é Elements for consideration
—=/ in the use of SDoC
| Product Coverage J

Mostly used for products and sectors which involve a low

or medium risk to health, safety and the environment

The following Particular characteristics of a
elements may be given sector

considered in
combination with
the nature of the

i Level of commercial conﬁdenc?l o Prdw

aupgloer .

Economic and social factors |

risks involved:
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| Liability Regime
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It is the supplier rather than the regulatory authority
who is responsible that products comply with relevant
technical regulations

Incentive to suppliers to only put safe products on the

market in order to avoid liability costs

2 Elements for consideration
\—j// in the use of SDoC

r Market Surveillance l

It consists of verifying in the market the actual

conformity of products with existing regulations

It may be done by means of products samples,

remedial actions, penalties for false or misleading
declarations, “spot checks”, customs inspections etc.
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The use of relevant international standards could
provide transparency to the SDoC process, and
support the value and usability of SDoC

ISO/IEC Guide 17050 on “Conformity assessment —
Supplier's declaration of conformity”

Elements for consideration
= in the use of SDoC

Combination of SDoC with other

Conformity Assessment Procedures
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from third parties or in-house laboratories,
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standards could facilitate reliance on SDoC
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éj// Benefits of SDoC

Flexible approach that can reduce the costs of

conformity assessment
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Cut down expenses and improve
compelitiveness

Economic Benefits for the
Supplier Provide flexibility in the choice of

location to have a product tested

I Help promote product innovation

I General Benefits and improvements

Ludivine Tamiotti, Legal Affairs Officer, Trade and Environment Division, World Trade Organization,
Tel. +41-22-739.56.94, Fax +41-22-739.56.20, E-mail: ludivine.tamiotti@wto.org




[image: image11.png]&2
i%// Developing Countries Concerns

Lack of technical infrastructure,
products liability regimes and capacity to

establish an effective market
surveillance system

Needs in the area of technical assistance

and capacity building in order to
establish a market surveillance system

and train regulator staff

-’)/ unco Tastin Oxcizarion

\

INCANTZACION MUNDLU DEL COMERCIO

Quruanesanios Moxmiate v Comsiener
—z/ 0

TBT Workshop — Geneva, 21 March 2005

Supplier’s Declaration of

Conformity (§Do(C)

Ludivine Tamiotti, WTO, Trade and Environment Division

This prcscn:uation has been prepared under the Secretariat's own responsibility and without
prejudice to the positions of Members and to their rights and obligations under the WTO.

4 CH . ws & Lllew UF "“\\’"““:“'- Move ok Loy @rpulakoy

K¢ wie. sl WAL

Ludivine Tamiotti, Legal Affairs Officer, Trade and Environment Division, World Trade Organization,
Tel. +41-22-739.56.94, Fax +41-22-739.56.20, E-mail: ludivine.tamiotti@wto.org




[image: image12.png]Py

ISO

Nl

International Organization
for Standardization

www.iso.org

IR
IS0
NS

ISO/IEC 17050:2004, Supplier's
declaration of conformity

by Mr. Alan Bryden
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WTO TBT Workshop on Suppllier's Declaration of
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e 150 presaniaton to Ihe WTO TBT Workshop on Supplier's Declaralion of Conformiy 2

Contents

¢ |SO and the CASCO toolbox
s |ISO/IEC 17050:2004, Part 1
e ISO/EC 17050:2004, Part 2

@ Use and promotion of ISO/IEC 17050:2004
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150, in cooperation with |EC, provides a comprehensive range
of standards and guides for the implementation and
recognition of good conformity assessment practices, suitable

for all forms of first, second or third party involvement and
evaijuation, widely used by suppliers, conformity assessment
operators and accreditors and recognized by customers and

public authorities.

ﬂJ:‘.ﬁ“ 1SO's prasantaton [0 he WTO TBT Workshop on Suppler's Declaration of Conlormily &

ISO and the CASCO toolbox (1)

* Conformity assessment is the demonstration that

‘specified requirements’ are fulfilled (see ISO/IEC
17000:2004).

L

Specified requirements can be for a product, service,
process, management system, personnel, or an
organization.

°

Specified requirements can be in the form of technical
regulations (in which case they are mandatory), or they
can be detatled in standards, or other forms of technical

specification (in which case they are voluntary, and can be
used in commercial transactions between a buyer and

seller).
’f,ﬁ“ 1S0'a prmsentation to tha WTO TBT Workshop on Supplier's Declaralion of Confermily 5
C pd or
ISO and the CASCO toolbox (2) A e R pohy e v
¢ There are a number of conformity assessment methods that can N Y
be used to determine whether specified requirements are fulfilled: 9 9 wWewh, 1y C"}S 4y,

type or periodic testing, inspection, audit of management
system,...

3

There are also various methods to attest conformity: supplier's
declaration of conformity, second party assessment, third party
certification or inspection, and to assess and recognize such

attestations, such as accreditation, peer assessment.

@ These various methods are described in different ISO/IEC

International Standards and Guides, that are developed by the
ISO Committee on conformity assessment (CASCO) - these
documents are referred to as the ‘CASCO toolbox’.

’;,‘_"ﬁ“ 150 to1he WTO TBT Supplier's O onlormiy 6
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¢ A new standard for one of these methods of attestation of
conformity assessment that relates to first-party or self-
declaration of conformity has been published ~ this is:

ISO/IEC 17050:2004, Supplier’s declaration of conformity
assessment (Parts 1 and 2)

1SO's presaniaion ta the WO TBT Wirkshop on Suppher’s Declarauon of Conformily 7

ISO/IEC 17050 Part 1 (1)

¢ |SO/IEC 17050:2004, Conformity assessment -- Supplier's
declaration of conformity -- Part 1: General requirements.

@ This Part contains requirements related to companies or
organizations making self-claims about conformity:

» general responsibilities of the issuer;

¢ content of the declaration of conformity;
rps—

° accessibility to the declaration of conformity;

+ marking and labelling of products with the declaration of
conformity; and

o the continuing validity of declaration of conformity.
o Annex A provides an informative example of a supplier's
___declaration of conformity form.

i 150 o tha WIO TBT Suppiers Dec Contormty 8

ISO/IEC 17050 Part 1 (2)

o The content of a supplier’s declaration of conformity shall contain
the following as a minimum:

* unique identification;
° name, contact address and signature of the issuer;

» an identification of what the declaration covers (for
example, product description, type and extent of
management system);

+ the complete list of specified requirements, including
standards, that the declaration is based on;

o date and place of issue;

+ any limitation related to the validity of the declaration.

“’.‘.f" 1SO's presentalion 1o lhe WTO TBT Workshop on Suppiiers Deciarsion of Conlormily 9
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@ Product marking must be in a form that it will not be confused
with any certification (third party conformity assessment) mark,
and must be traceable back to the issuer.

o The issuer must have procedures in place to re-evaluate the
%r validity of the declaration of conformity if:

<

there are changes that affect the object's design or
specification (for example the changes to the actual
product, management system etc);

©

changes to the specified requirements (including standards)
that relate to the object of the declaration;

°

changes in the ownership or management of the issuer;

<

there is any relevant information which indicates the object
no longer fulfils the specified requirements.

?J;“j“ 1SO's presantaion (o the WTO TBT Workshop on Supaher's Dectaranon of Conformily 10

ISO/IEC 17050 Part 2 (1)

o ISO/IEC 17050:2004, Conformity assessment -- Supplier's
decfaration of conformity -- Part 2: Supporting documentation

¢ Part 2 contains guidance that covers the content of supporting
documentation such as:

+ Description of the object of the declaration of conformity,
including design documentation;

+ Conformity assessment resuits such as description of the
method used to determine conformity, the actual results (for
example, audit reports and test results) and records on the
evaluation of those results which have lead to the
declaration of conformity;

= Details of the relevant qualification and technical

competencies of those inveolved in determining conformity.

1S0' praseniation (o the WTO TBT Workshop en Supphar's Declamion of Conformity 11

ISO/IEC 17050 Part 2 (2)

o Part 2 also covers the management of supporting
documentation in terms of:

< traceability for the declaration of conformity
o the availability of any supporting documentation

o the retention of supporting documents for the
declaration of conformity

1‘3;"5" 1SO's prasantalion 10 Ihe WTO TBT Worksnop on Supplier's Declamlion of Conformiy 12





[image: image16.png]Use of SDoC as covered in
ISO/IEC 17050:2004

@ SDoC can be a cost effective conformit

A ' Y
assessment method, particularly in business to
business transactions.

e It can also be used as a method for achieving
public policy when risks associated with product
failure are cansidered low. /

¢ Companies, in particular those with strong brand
reputation, have signalled their intent to use
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The New Zealand Electrical
Safety Perspective

Peter Morfee, WTO TBT

Principal Technical Advisor SDoC workshop

Energy Safety Service Geneva March 2005
Introduction

New Zealand has a Regulatory system that has:

« Fundamental consumer protection

- Safety provisions for Electricity and Gas
utilization

+ Restrictions on EMC

Harmonised closely with Australia

This presentation, while reflecting these areas of
Regulation, focuses on experiences with the
electrical safety regime.

Background

Electrical Product safety in New Zealand is
regulated by a 3 tier system:

+ Universal requirement for compliance with
Essential safety provisions based on the
EU LVD. ~\988

« Formal supplier declaration requirement
for a selected range of medium risk
products.

+ Pre-market “approval requirement for a
selected range of “high” risk products.

Nz > BA
homepgrd
odramgalie |
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The New Zealand SDoC system was introduced in
the late 1990's to provide greater certainty for
products traded between NZ and Australia when
the market to market trans-Tasman MRA was
introduced.

It was applied to products requiring pre-market
approval in Australia but not NZ.

It offered a benefit over the pre-existing general
safety liability by identifying the individuals
responsible for compliance.

The NZ context of SDoC

SDoC exists in 4 contexts:

» Electrical safety generic supplier liability

- Electrical safety formal declarations kept by
Supplier

» Gas Equipment website based formal
declarations vegtrred. .

» EMC formal declarations kept by the Supplier

All these systems are different!

Performance Based Regulation

The implementation of Performance based
Regulation adds significant complications
to an SDoC system:

« What Standards might be applied

* Who can certify to the fundamental
parameters

» How do other Global and Regional
Standards apply
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For any Regulator, the challenge of introducing a
system of supplier declaration, particularly
where a pre-market approval system is being
replaced, is how they can justify failures of
compliance should an incident of serious
consequence occur!

There needs to be some risk balancing factor
available for implementation as part of the
change to SDoC

In NZ's case an inter-Regulatory information
sharing system has fulfilled this objective

NZ. (hhﬁ&mf}_” B vedur n”Z-* Servaminy.,

Compliance

Compliance in the NZ market is generally very
good as a consequence of an effective post
market monitoring regime that includes:

+ Sharing of market compliance information with
Australian Regulators and other agencies in the

region ~> oY, by AS.BI..
+ Surveillance of the market by industry parties

« Targeted auditing programs
* Incident reporting and investigation
+ Aresponsible attitude of most suppliers

Conclusions

In the New Zealand experience, SDoC works well when:

* There is a well known, internationally aligned, recognised
Standard in the marketplace for the product

+ There is regulatory control over the product in paralle!
markets, using the same Standard, including the
Manufacturers economy.

» There is a good relationship between the manufacturer
and the supplier.

+ Big playerg are involved in the product distribution
« Functional MRAs exist with other regulators
» SDaC systems have harmonised provisions.
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TN

Does not work well(whery

» There are alterative global Standards with
deficiencies in safety outcomes

+ The manufacturer is not the supplier or
knowledgeable of the market requirements

. wqare involved

» Recognised Standards are not available

difs Voltege/ Frog..

Future Australian and New
Zealand developments

Australia and New Zealand are currently
conducting a review of their respective
Electrical and Electronic products’ safety
Regulatory systems and are proposing to
introduce a common mandatory supplier
declaration system for all produc
supplemented by a pre-market,
“Approvals”, system for high risk products.

Pyl gt

M b v

d(u:»\!}\

WTO Challenges

+ Create an International Regulators Forum

* Provide a global product hazard alert
system

+ Explore a global, internet based,

manufacturers declaration system RN
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Further information is available
from the ESS website

www.ess.govt.nz
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+ Small size
+ Open market AUN/ECE -
+ Most Electrical products are imported 5.7 (RZ) + ke Wek. RorihGHE,.

+ Niche market manufacturers

Annex 2
New Zealand Market

+ Strong European influence
* Located close to Asian manufacturers

+ Most imported products are manufactured
for both the NZ and Australian market —
Umbrelia effect

» Many imported products are manufactured
for European market
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NZ Regulations and Standards
The New Zealand Electrical Safety Regulatory
Regime is:
» Performance based.
Closely harmonised with the Australian Regime

Applies common (joint AS/NZS) Standards with
Australia

Adopts IEC Standards, but has variations for
critical safety issues.

+ Closely mirrors the EU LVD and Marking
directives (AS/NZS 3820 and 4417)
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Market Surveillance Mechanism
for Industrial Products
in the Separate Customs Territory of
Taiwan, Penghu, Kinmen and Matsu
(With focus on SDoC)

Mr. Bing Yuan Liou, Senior Specialist,

Bureau of Standards, Metrology and Inspection,
Ministry of Economic Affairs

BSMI web site: hitp://www . bsmi.gov.tw

goo0noooondounooco00oDooDooono

Outline

» Organization and Responsibilities

» Approaches of Market Surveillance
Summary of Declaration of Conformity
(DoC)

» Market Surveillance in General
» Market Surveillance of DoC

m Analysis

= Conclusions

0O0D0000c0000n00000000000a0000

Organization and Responsibilities (l)

The Bureau of Standards, Metrology and
Inspection (BSMI) under the Ministry of
Economic Affairs is the governmental body in
charge of market surveillance for most industrial
products. The BSMI has seven divisions. The
second, third and fifth divisions are responsible
for planning and supervision of market
surveillance programs.

The BSMI also has six branch offices around the
island, in Hualian, Keelung, Hsinchu, Taichung,
Tainan and Kaohsiung.
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Organization and Responsibilities (II)

Market surveillance personnel will collect
information on violations, conduct product
investigations, supervise the recall or
improvement of prpducts by manufacturers,
provide advises to manufacturers and consumer
education.

000o000000c00t0000000000000000

Approaches of Market Surveillance

u Collection of information on violations

s Compilation of manufacturers’ information
w Analyses of risk factors

= Market surveillance plans

u Product investigation

u Processing of violating products

o Consultation and advisory

= Consumer education

u Related information made publicly available

a000o0000000000000000a000000d

Summary of Declaration of Conformity (I)

Manufacturers shall prepare relevant technical
documents to assure that the commodity conforms to
the inspection standards, and sign a declaration.

For each product subject to Declaration of Conformity,
the BSMI announces the applicable inspection
standard(s) and elements to be contained in the
technical documents.

The testing required for drawing up a declaration shall
be conducted by the BSMI or testing laboratories
recognized by the BSMI (designated testing
laboratories).
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Summary of DoC (ll)

For any products under check during market
surveillance, the declaration of conformity shall be
presented in 24 hours, and technical documents be
submitted to the BSNIII within 10 days.

The dectaration of conformity and relevant technical
documents shall be retained for at least 5 years after
the product in question is no longer imported or
manufactured.

Products will low risk to safety were selected as the
first group of products to implement DoC, such as
computer components.

U00o0o000oc0o0oouoaonooanooonnanon

Market Surveillance in General (1)

Places of market surveillance

» places of display and sale of commodities;

» production premises or storage places where
the commodities subject to inspection are
manufactured or stored; or

> places of business, work places, or other places
where the commodities are installed or being
used.

00000D000000000000000g0000aansc

Market Surveillance in General (11}

Market surveillance is conducted in the
following ways:

¥ annual education plans;

# annual market surveillance plans;

# information provided by volunteers that are
selected to help monitor consumer goods;

» information provided by consumers or consumer
protection groups; or

» other sources of information (the Consumer
Protection Commission)
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Market Surveillance in General (lil)

Annual plan of market surveillance is drafted
by taking account of the followings:

» risk assessments;

» information on market surveillance;

¥ characteristics of different products; and
# characteristics of different areas.

00go000000000000000000000c000

Market Surveillance in General (IV)
Implementation of market surveillance

» education programs for manufacturers and
distributors;

# inspection plans for commodities;

# purchase or sampling of commodities from market
place for inspection; and

» sampling of commodities for inspection from the
production premises or storage places.

0000000000000aonno0oooo0gooooa

Market Surveillance in General (V)

Inspection of commodities on the market

» To check whether commodities have passed
inspection;

# To check whether commodities are affixed with
appropriate inspection mark or label in accordance
with related requirements;

> To check the existence of commodities that are
prohibited from being displayed on the market; and

» To check whether commodities are recalled within
the specified time limit as instructed by orders.
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Market Surveillance in General (V1)

Inspection of commodities purchased from
the market or sampled from production
premises

» To check the mark and label of sampled
commodities;

# To compare the sampled commodities with the
information contained in test reports and technical
documents; and

» To conduct testing of the sampled commodities
against designated standards.

00000 00N000000000000Q00000000

Market Surveillance in General (Vi)

Penalties for violating producté

# To request the responsible persons to take
corrective action within a given time iimit;

#To impose fines, ranging from NT$ 200,000

(about US$ 6,451) to NT$ 2,000,000 (about US$
BABAD) e T T
#To order that the products in question shall notbe 7

imported, manufactured, produced, displayed or .~
sold; T

# To assist manufacturers to recall products and
complete the inspection procedures.
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0oouOooocoooooooooooooooooonooo

Market Surveillance of DoC (l)

DoC was introduced in 2002 and specific market
surveillance programs were conducted in both in 2003
and 2004 to monitor the implementation of DoC.

Market surveillance annual plans cover both
appearance checks and sample testing of products
purchased and sampled from market or production
premises around the island.

The 2003 market surveillance plan only sampled one
product, switching power supply.

The 2004 market surveillance plan sampled ali DoC
products except switching power supply.
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Market Surveillance of DoC ()

The result of 2003 market surveillance plan

» Appearance checks (checking whether the inspection
mark was affixed to the products): 187 samples from
90 distributors; only one example did not bear the
inspection mark -- a non-compliance rate of 0.5%.

> Sample testing: 21 samples, among which 10 were
found to be not in compliance with the requirements
(e.g. lack of technical documents and declaration of
conformity, false content in the technical documents

and failure to pass the-EMC testing) — a non-
compliance rate w@
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Market Surveillance of DoC (lll)
The result of 2004 market surveillance plan

> Appearance checks: 406 samples and 23
examples not bearing the inspection mark —a
non-compliance rate of 6%.

> Sample testing: 75 samples, among which 18
examples were found to be not in compliance
with the requirements (e.g. lack of technical
documents and.declaration of conformity, false
content in the technical documents and failure to
pass the EMC testing), -- 2 non-compliance rate
of 24%.

noo000o00oonoogcooatooo0ooooo

Analysis (I)

The experience of adopting SDoC is not very successful,
up to this date as the noncompliance rate is still

relatively high in comparison with the normal
noncompliance rate under other conformity assessment
procedures.

Factors that possibly affected the success of SDoC
include manufacturer's legal concept, consumers’
awareness of and confidence in product certification,
lack of confidence by regulators, completeness of
regulations, effectiveness of market surveillance
mechanism, etc.
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Analysis (ll)

To improve the implementation of SDoC, we would
appreciate sharing of experiences by developed
country members on:

» How post-market surveillance is conducted and its
effectiveness;

» Problems occurred along the implementation of
SDoC system;

» Changes made in the course of establishing an
effective SDoC system, reasons for such changes,
and factors being considered to decide on such
changes; and

» The current and future development of SDoC system.
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Analysis (lll)

Factors to be considered to implement the

SDoC system:

» Complete government resources: financial resources,
human resources, and information resources.

» Complete tegal environment: to develop appropriate
laws and regulations, implementation and enforcement.

» Promotion and education: manufacturers, importers,
distributors, and consumers.

» Manufacturers' legal concept: self-discipline,
observance of laws, altitude.

» Consumer behavior: knowledge, concept, consumption.

» Effective market surveillance mechanism: legal
environment, techniques, management skills.

[a[n]S[s]s[s]s[s[n]s[w]s[a]u]s[s]s[a]a]s[alu]u]un]ulnia]s]

Conclusions

An effective market surveiliance
mechanism is very important to ensure
safety of consumers and benefits of
manufacturers by discouraging
organizations from placing noncompliant
products on the market in the course of
simplification of inspection systems and
deregulations.
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Sommarizing:

i)The reasons and factor taken into account when
deciding to apply suppliers declaration of conformity in a
particular sector are: !

- products or services embedding medium to low risk to
the health or safety of the consumer and environment.
- Regulated field <

- Non-scattered sectors 7

- The history of quality as well as the maturity of the
consumer relations in the sector

- The related costs
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Summarizing -

ii)Suppliers declaration can be used alone or combmed
with third party assessment

iii)The international standard ISO/IEC 17050-1,
Conformity Assessment — Suppliers Declaration of
Conformity is taken into account

iv)\We have some basic institutional and legislative
infraestructered, mainly the consumer’s protecti
~national low.

I' Ministério do Desenvolvimento '

o o0, IndUsiria e Comércio Exterior v R Y, oL 7ep0t

SommarTzig—

v) The compliance is ensured by following up products
in the marked

- One is inspection, executed by police officers
- The second is the market surveillance program, with
preventive characterlstlc

vi) We don’t have any experience related with the use
of supplier declaration of conformity in developed
country facilitating imports from Brazil
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——Final Considerations e

« Experiment of using supplier's Declaration in Brazil
has been W :
+ Results are similar to those observed in the
international practices
¢ Asin third-party assessments, it has been detected

a trend of higher incidence of non conformities in
=

services when compared to products
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Outline of presentation

+ Simplification process in EU

+ Adaptation to SDoC without mandatory 39 party
intervention

+ Some observations

+ Addressing a global market
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Simplification process in EU

Two factors contributing to simplification of product regulation

« Realisation of the “internal market”

» Going to SDoC in EU’s product regulation (reducing
technical requirements, simplifying administrative
requirements)
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Simplification process in EU
2. Reduction of technical requirements

+ The Low Voitage directive (LVD, 1973) paving the way by
listing "safety objectives”

« Development of the "New Approach” regulatory technique
(1985) with separation of policy objectives and technical
standards

— Minimising the technical requirements to safeguarding essential
public interest objectives (e.g. safety, use of scarce resources)

— Possibitity to comply in the absence of standards (ensures market
access for products not yet covered by standards)
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Simplification process in EU
3. Reduction of administrative requirements

+ The Low Voltage directive (LVD) paving the way by not
requiring mandatory 3rd party involvement

+ Large harmonisation of administrative procedures via
amendments to existing directives (via a "Marking
directive” in 1993)

SDoC “complete” for EMC, safety
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Adaptation to SDoC without mandatory 34 party
intervention (1)

« Clear responsibility placed on the manufacturer for
compliance by signing the SDoC
— Closer involvement of management in approvals
+ Reduced costs for approval  no weternat- pradure)
* Reduced time to market
« Reduced price of products
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Addressing a global market (1)

= Technical requirements still differ between countries

— EMC, safety - the situation is improving towards the use of
international standards

— Attachment to telecom networks, spectrum requirements — still
large disparities between countries
+ Administrative requirements form de facto trade barriers,
particularly for SMEs ' = "
- Conformity assessment procedures often overly burdensome
- Requirements for provision of technical information widely varying
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Addressing a global market (2)

+ A shift to SDoC without mandatory 3'9 party intervention in
all countries would remove most trade barriers (formal as
well as de-facto)!

— Clear responsibilities on the manufacturer for all aspects of
conformity asssessment

— Use of international standards
- Signing a declaration of conformity

— Market surveillance by the authorities to ensure adherence to
regulation and a level playing field
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Shared objective for the future

Looking out 3-5 years, will we have IT
product regulations (e.g., EMI,
Safety, Telecom, others)

Focus on the
intersection of
objectives ...
Between industry and
regulators
that ... g
+ provide protection
- and promote competition of products

+ and allow growth in a global
economy

- and keep regulatory intervention
to the minimum necessary?

Kaen 14. 2005 Yogwate Tuchnacal Regu beha - Maraging Regakor for Gubalbiansk 2

Likely scenario:

Small and Medium-size Enterprises (SME’s)
and Multinationals may misconstrue the
regulatory intent of “certification” and how to
manage for it.

Challenge:

Have regulatory requirements that rightfully
and clearly places responsibility and
accountability on the supplier for safe and
legal products.
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Who are the “SMESs” in the ICT sector

{Hungary, Czech Republic, Romania,
Poland)

Marn 14 7008

Oftentimes, the “SMEs" are the ODMs, Examples
OEMs and CMs to larger multinational cws Bartaries
companies. e o

. alnr » Parmsonc
- AvexElecironcs + Senyo
+ CellompERcirones < Samiung

They offer advantages including low fabor | | Goosteme s
rates, tax shelters, and local content for Docmime s usm
domestic markeling. Ems Mathiad
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They have regional solutions: C e T

: . e

- The Americas . " ion e

{Mexico, Puerto Rico, and Brazil) «© Mack Tecrroiogies il
Madon

- Asia Mawc
{China, Thailand, Indonesia, Malaysia, g
Vietnam, and Philippines) PO

. Central Europe Sovar Cormraon
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“Certification” mislead responsibility?

When conformity assessment is
based on certification, SME’s
may wrongly believe that it is
the certification body who is
responsible that products
compty with relevant technical
regulalions.

Certification is viewed only as g
administrative hurdie
Certification offers no incentives
for suppliers to manage
regulations well, because it
treats good actors and bad
actors the same.

When conformity assessment is
based on SDoC, SME’s clearly
understand that it is the supplier
who is responsible that products
comply with relevant technical
regulations

Coupled with effective
surveillance, SDoC rewards and
motivates suppliers lo get better
in program management and
engineerng judgment.

Maeh 14, 2003 Wongwge Techncal Raqulsvons - Manspog!

Rogustns tor Glsaal wkel

Ceriification does NOT equate to safe
products.

U.8. Consumer Product Safety
Commission Recalls of IT products
(1994 - 2004)

- 22 recalls among 7 computer
manufacturers {e.g., PCs, notebooks,
monitors, power cords, batteries)

+ 15 recalls among 14 consumer
electronics manufacturers

« All products certified multiple times
by third-party certification bodies

e 14,2008

“Certification” misconstrue “safety”?

Wangwos Tachnical Reguatons . Wanagng Regulatars for Glotsl Mant m

Certified and Approved by
multiple third-parties
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Recommended Actions:

Take regulatory actions that matter most
to make clear and raise visibility of the
gpher s accountability & responsibility
tfully for safe and legal products.

Establish SDoC regulatory regimes séx requirement for,

. Set re uirements for SDoC so that fSDoC to meet
untability & responsibility is rightfully place

ol

o lhe suppller (anJD ake cedification / / ISO/IEC 17050 Part %
optio |

- Set requirement for |

+ Set requirements for Supporting | SDoC to meet Y
ocumentation of SBoC, so that it's clear that 1 ISQ/NEC 17050 Part 2./
suppl lers are responsible to manage on-going | H
compliance. \Shift resources from /

pre-markel to

+ Conduct post market surveillance of SDoC and pogt-market regula(c;ry
Supporling Documentation, instead of system
government's reliance on certification artifacts.

Myoh 14,2008 Wordwse ew r

Likely scenario:

“Over-built” conformity assessment requirements
will continue to exist, and perhaps increase from
country-to-country

Challenge:

. conformity assessment procedures shall not be
applied more strictly than is necessary to give
adequate confidence that products conform with
the applicable product requirements ...”

— Article 5.1.2, TBT Agreement

“Overbuilt” conformity assessment 2
requirements for some countries 7

ICT Product Selety & EMI Regulatory (as of Merch 05)
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Requirements for ICT Manufacturer
Design the product to meet int'l standard and
legal requirements
Use accredited test lab or IECEE CB
Test product
L[ Submit samples, conduct audits
Use gov't designated test lab [ Need Gov-to-Gov MRA

Issue SDaC attestation/Marks/Labels.
Identify accountable party.
Maintain available compliance folder.

A | Obtain required pre-mkt certificates ———————» Need Gov-to-Gov MRA
Respond to market surveillance

8 On-going compliance. Re-test & update

. compliance records for significant changes

. £} Conduct quality system audits, etc. —————— Need Gov-to-Gov MRA

March 14 7005 Yeoritwde ey 10

-9
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CA for adequate confidence

Requirements for ICT Manufacturer

Design the product to meet int'l standard and Intemnational IEC
legal requirements standards
Use Accredited test lab or JECEE CB ILAC and IECEE CB
Test product Scheme
Issue SDoC attestation/Marks/Labels.

{dentify accountable party. — NePu;:‘S? gfg F’137r? go
Maintain available compliance folder.

Respond to market surveillance

Don't need
On-going compliance. Re-test & update

compliance records for significant changes

uae 14,2005 Woncm e Teehnes! R guistans - Managing Ragualars for Gobal Marken ]

Overbuilt CA requirements burden [
suppliers, citizensand economy 7

§
|
v

Design the product lo meet int'l
standard and legal requirements

Test & maintain compliance folder | ONIP, based on SDoC
SDoC attsstalion/Marks/t abels.

tdentily accountable parly.
Compliance foider availabla,

Submit samples. audils

Usa gov't tes! lab

Ship

Obtain pre-mkt certlficates

S —

- For suppliers: Delay _4_-1%5@. result in (1) delay in revenue or (2) unrecover sbla revenue
« For citlzans: Less choice, higher cost producls
« For economy: Impact trade. hurt and
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Recommended Actions:

Take regulatory actions lhal matter most
for customers and suppliers

« By applying conformity assessment procedures
nécessary lo give adequate confidence that products
conform with the applicable product requirements

+ By removing "overbuill” CA requirements S’el requirement for
'SDoC to meet kY
For Users/Customers .. i ISO/lEC 17050 Part 1
- Can enjoy produds of most recent technology eartier ‘\
atlower price Set requirement for !
. SDoC to meet Y
For Domestic and Global suppiiers ... | ISO/IEC 17050 Part 2 i

« Reduce re-testing and certification related costs

« Expect earlier revenue flow \Shlﬁ resources from /

- Reduce barmiers to foreign markets R?’(’"“‘:‘P I
- Target govemment resources on bad actors. pogt-market regul 9(°ry
sys‘tem
boren 14 2005 R r— 5

Likely scenario:

Non-tariff trade obstacles related to CA will
continue to exist, and perhaps increase from
country-to-country

Challenge:

- “conformity assessment procedures are not
prepared, adopted or applied with a view to or with
the effect of creating unnecessary obstacles to
international trade” ... Article 5, TBT Agreement

- “whenever possible, that results of conformity
assessment procedures in other Members are
accepted, even when those procedures differ from
their own” ... Article 6, TBT Agreement

+ Years and years to
realize ... if ever.

+ High-cost model

« Compiex and redundant

- Mistrust, Lock-in

+ Burdens domestic and
foreign manufacturers

# bilateral agreements n (n-1)2
n = # countries with unique
regulatory systems

arch 142008 Wontwom Tachucal Regulsbors - Lisnapng Rogulsbars for Gobal Manan »
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SDoC Model

@

Lowest-cost model for safe, legal products to market

Mach 14 2008 Woncueds Techres! Reguabans - Managing Rsoulanars for Ginal Markey

Recommended Actions:

Take regulatory actions that matter
most to not have (CA-relate
unnecessary obstacles to
international trade :

domestic manufacturers and importers
equally, Note that conducting only customs
inspection for certification marks is a bias systeq
aPamst importers, and misses surveillance

of domestic products.

e 10,2005 Vo T

wchnc Ruguatons « Wanaping Rzgu Yo for Giobst Markys

1/ \ N,

. By establishing a trade-friendly approach to Set requirement for,
c?nformtjsty asse:genae?t for ?_ ?r "pé:lnl_a.%hly" /SDoC to meet A
of results. The o negotiale politi i
agreements on mutual reccg) nilionpbpcomes ! ISO/IEC 17050 Part 1\-\
moot under an SDoC regulatory regime. A !

- Do not discriminate on the basis of the Set requirement for
gergl%rap‘hlc Igcghon ofa leslnnbg lab or " | SDoC to meet Y
certification body. This issue Becomes moof \ |
Under 2 SD0G feguiatory regime. ) | ISONEC 17050 Pant 2,

- Conduct surveillance audits of SDoC and Shift resources from /
supporting documentation, whether they be pre-market to /

post-market regul,at'bry
pd

4 Types of SDoC

From the ITA’s recently adopted *Guidelines for EMC/EMI Conformity Assessment
Procedures®,

The four types of SDaC are ized below in ing order of

with the
Supplier's Declaration of Conformity (SDoC) type 2 - the su
equipment declares the equipment meets the technical and
on the basis of test reports by a testing laboratory recognized by the regulator. No
registration of the equipment with the regulator is required.
Supplier's Declaration of Conformity (SDoC 3 - the supplies or manufacturer
eqﬂf;’:ment declares the euuipmemﬂyn{eels nle"("e i R ministrais i

0 testing laboratory is not mandatory. if testing is undertaken,
testing laboratory rests with supplier or manufacturer.

uired and testil

the choice of the testing laboratory rests with supplier or manufacturer.

Mureh 14,2005 Workomon Tachecs) Reguasors  Lanagng Reguiasor for Gipal arken

ca

Supplier's Declaration of Conformity (SDoC) type 1 - the supplier or manufacturer of the
et‘ulpr_nen( declares the equlpm%m meets the technical and administrative requirement.
Alesting al the tests the and the supplier

IS

pplier or manufacturer of the
admlnlstrallve] requirements

of the

The supplier registers the e e e 1ech i, Tty o sae QU mem.
suppher registers uipment wi e T, { equipmen
recognea i % ThE Thoice of the

Suppliers Declaration of Conformity (SDoC) type 4 — the supplier or manufacturer of the
nt declares the ent meets the le;hmc'a}anq administrative rgﬂ%emem.

o i  with the ator is estir
equipment by recognzed testing laboratory is not mandatory. If testing is'undertaken,
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3
Recommendation for regulators
From the ITA’s recently .
adopted "Guidelines for We believe;
EMC/EMI Conformity .
Assessment Procedures”, . The 4 t ypes of SboC
is sufficient.
- Sup?Iier‘s Dgclarglion of » Do not create new
Conformity (SDoC) type 1
- Supplier's Declaration of type.s of SDOC' ?t the
Conformity (SDoC) type 2 detriment to clarity,
- Supplier's Declaration of
Coﬂ?c;nnily (SDoC)I type 3 unnecessary burden,
- Supplier's Declaration of and portability of
Conformity (SDoC) type 4
results.
e 12008 [ BT mpr— > Gotmurn »

Recommendation for regulators

From the ITA's recently
adopted "Guidelines for
EMC/EMI Conformity
Assessment Procedures”,

If currently ...

- Certification by a regulator

or delegated entity No regulation okay, or

. Certification by 3rd part No regulation move to one of the 4
ertiication 2y Srd parly SDoC types

) 8%?\%%5(}}%‘:5%@)'?%2{1 SDoC Continue with SDoC
. SupPIier‘s Declaration of

Contormity (SDoC) type 2
« Supplier's Declaration of

Eoﬁ ormity (SDoré) type 3 it Move to one of the 4

’ Certification SD

- Supplier's Declaration of oC types

Conformity (SDoC) type 4

Mueh 14, 2005 Workimics Techaeal Rsguabane « Managng Regutitons for Giobal Matkel 20

" Sense of urgency

- The necessary standards, private-sector accredited
and/or CB test labs, and good regulatory practice know-
how exist, and SDoC is shown to be effective for IT
regulations. There is no reason for incurring cost and lost
opportunities for countries, manufacturers and citizens.

- Doing so would improve an economy’s comPetitiveness
by opening the way for ICT-enabling technology.

+ Now is the time to garner the political will and momentum
to move to SDoC, especially when new IT regulations are
emerging. Or over time, the IT market will be fragmented
and locked in by unique conformity assessment
requirements.

Marcn 14, 2005 ‘Worpw e Technicat Regutanacn - Managag Reguiaions for GusatM ks 2t
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We need regulators
on the right “track”

Marth 142005 Woremon Teen

0 Mses z

provide protection,
promote competition,
allow growth, and keep
regulatory intervention
to the minimum
necessary.

Maeh 14, 3008 Workamom Tarrucs! Rigutatons - Mansging Rogulshors for GrpaManes n

To do so with a
sense of urgency.

S |

March v, 2005 Worwoe Tecneal Aoguatans - Manaping Reguators fo) GiodaiAlznve. E
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With input from the
private sector.

Mach 14 2008 Wonawsda Teconea Rugust 25

[No one said
it's going to
be easy

to move
from

1. Daily Routine 5. Confusion/Creativity
2. Change Event 6. Insight/Vision
7
8

Cerﬁﬁcation 3. Decline . Renewal
tO SDOC 4. Letting Go . New Routine

Davis & Dean, Guiding Qrganizational Change &
ESI Qnange Readinass Checkist

. Mach 14, 2008 Wonreige Tacoreal Aegutsions - Uanaging Regultios for Globalmisk 2

If you can't take a
“GIANT” leap,

e e

!
i
i
!

start small ...

... with a small step.

Math 34 2008 ‘Worwas Tatrea i Reguisyons - Managing Repuators fof Giobatiartsts 2
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... and reduce
your risk.

Moy 14 7005 Wenowse wisons

It's all about you.

March 14, 2003 Warkrene Tecrvucal Rugulilons - Managing R

D
Remember, you have to take a step
if you want to keep up.
e R T
D |
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Because if you
don't, who will?

Marn 14,2008 Warvee Techmes! Rrgut lor GlobarMunen n

So that together,
we can succeed.

M 14,2008 Workdwon Techne ! Regusvons - Mansging Regulsiard for GEbAIMmrt v 2

Backup
" . Backup Slides

swen 16,2008 Wionamos 30 - Liatang Raguiahars fos Gighalaarien. »

11
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ISO/IEC 17050 SDoC standard

For IT EMI and Product Safety regulations, regulations should require
conformance to ISO/IEC 17050 Part 1 and Part 2

e N\ ~
Part 1: SboC Part 2: Supporting documentation
General requirements . . General requirements
Contents of the declaration of - Traceability
conformity , - Availability
Form of declaration of - Retention period
conformity ~ "in accordance with applicable
o laws and regulations.”
Accessibility Reguiations should specify
Product marking retention perlod.
Continuing validity of the - Contents of the supporting
declaration of conformit documentation
1on ot contormity - Regulations should specify
L 2
s 10,3008 Worrwos 9 Gonurmnes :u
-
Q\ RV PN

2IP. adesewna?
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Speaker: Rafael Nava
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TBT WORKSHOP ON
SUPPLIER’S DECLARATION OF|
CONFORMITY|
Considerations and proposal for 8880
implementing SDoC in developing | $355°
countries | 00000
. A Kelelele;
-The view of the conformity | ©0C0
o . o 0
assessment bodies in developing
countries (D.C.)
8380
8888°
00000
CONTENT 3858

1.0 Introduction

2.0 Conditions for implementing SDoC in developing

countries

3.0 RISKS

4.0 Proposal of steps to be followed to have a
successful SDoC implementation in developing

countries

TBT0321 & Rubave
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INTRODUCTION

18150371 2 RuNava

0000000

1.1 PREMISE

Let us start from the following premise:

“there are developed countries (mostly technology
owners and by consequence of the market) and
developing countries “D.C.” (trying to be
developers of technology and to win a piece of
cake of the market).”

TBTH0321 € RLNeve

0000000

1.2 Developed countries current situation...

o Since some years ago, developed countries have
already enforced enough regulations, standards,
conformity assessment procedures and conformity
assessment bodies to be in line with the called
legitimate objectives.

o In several cases local government and central
government regulations are different.

e Sometimes developed countries technical
regulations are not based in international standards.

.__TBTS03213 Ribve





[image: image66.png]0000000
00000000

...Developed countries current situation...
» Developed countries have strong industries.

o They have built confidence for years and now they
can implement in most cases successfuli SDoC
procedures.

TET50371  AcNavs

1.3 Developing countries current situation 88"8

¢ D.C: are in the way of adopting/adapting
technical regulations, standards and conformity
assessment procedures based on third party
evaluation and building their own conformity
assessment infrastructure.

s Most D.C have federal regulations.

¢ D.Cindustry, is in general terms, small and
medium size.

IBY50371 € ALNeve

....Developing countries current situation

o Most of us, D.C. started with the implementation
of the TBT agreement time after developed
countries did.

o D.C. have not built enough confidence to move
on the SDoC conformity assessment
procedures.

o D.C. have severe problems with the illegal
commerce practices.

TBT$0321 & RiNava
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¢ How to reduce this significant differences?
¢Who has already technical barriers to trade?

¢ How manufacturers and suppliers from D.C.
could access developed countries markets,
due that most of them still do not have enough
conformity assessment infrastructure, to test
their products according to developed

=7 countries technical regulations and standards?

THT3032) € RiNeve

0000000
00000000

....questions

. How D.C. could gain full right to access the
developed countries markets?

TBT50321 § Rihave

0000000
00000000
0000000

2.0 Conditions for implementing SDoC in D.C.
and how to win access to developed countries

markets.

TBTS021 ¢ RiNave





[image: image68.png]2.0 Conditions for implementing SDoC

2.1 Legislation must enforce severe penalties for
responsible subjects, when products are not in
conformance with essential requirements.

2.2 To have a surveillance means capable to keep
control of what is being sold in the country
That implies to build enough conformity assessment
infrastructure éspecially testing laboratories and
inspection bodies).

2.3 Adjust current legislation in order to take into
account SDoC (only in cases where the level of risk
is low) as an alternative conformity assessment
procedure to third party certification.

18150321 @ RLNeve

0009
0000
gasgo
...Conditions for implementing SDoC... 89000
0000
o 0
2.4 Implementation of monitoring programs at
customs.
2.5 D.C. central government bodies must have a
data base  with those products covered by
SDoC procedure.
2.6  Fulfill with compliance label requirements
2.7 SDoC must be based on testing reports of
accredited testing laboratories.
28 In order to enable this possibilities, developed
and developing economies must have
harmonized standards
000
0000
ggas
3.0 RISKS ... 8808°
0008

¢ We believe that implementation of SDoC wit oat
the conditions mentioned in the previous
statements could bring risks such as:

3.1 Increment of the informal commerce practices
of products not in compliance with regulations,
representing disloyal competition of products
in conformance with regulations and standards.

3.2 D.C. could receive rejected products from
other economies . (Case Mexico 1988-1991)

18150321 3 Ribeva





[image: image69.png].... 3.0 RISKS

0000000
00000000
0000000

3.3D.C. could receive obsolete technologies.

3.4 Small and medium industry of D.C. could be
in jeopardy

3.6 To facilitate blocking DC access to
international markets.

TBT50321¢ RiNeve

(o]

4.0 Proposal of steps to follow to
have a successful SDoC
implementation in D.C.

o]

0000000
00000000

0000000
0000000

TET50321 8 RNers

4.0 Steps to follow -a proposal- §§§§

4.1 Allow the establishment of conformity
assessment infrastructure in developing
countries.( D.C. need more time and
resources).

4.2 Information exchange, then acceptance of
testing reports by mean of mutual
recognition agreements

4.3 Help D.C. to participate in the development
of international standards.

BTS012) @ RiNeve
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. 4.4 Assist D.C. to develop and implement
local technical regulations and
evaluation schemes.
At the end of the day we’ll be in the possibility
to reach the goal we all have been looking for:
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7 March 2005

Committee on Technical Barriers to Trade
Workshop on Supplier's Declaration of Conformity 

21 March 2005

Background Note by the Secretariat

The Committee on Technical Barriers to Trade (the TBT Committee) agreed at its March 2004 meeting to hold a workshop on Supplier's Declaration of Conformity (SDoC) in March 2005.
  This decision was taken pursuant to the mandate contained in paragraph 40 of the Third Triennial Review (2003).
  The present note provides an overview of the key issues raised in relation to SDoC based on the submissions
 and statements made in the TBT Committee to date.  Its purpose is to assist Members in their preparation for the workshop on SDoC.  

The first section of the note presents SDoC in the context of the TBT Agreement, and summarizes the discussions held on the topic in the TBT Committee and in the WTO.  The second section discusses elements for consideration in deciding whether SDoC may be used in a given sector.  The third section focuses on the implementation stage of SDoC and presents existing practice and procedures.  The last section sets out some of the benefits of the use of SDoC and explains the concerns that developing countries may have in relation to its use.
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I. SDoC in the TBT Context

A. SDoC and the TBT Agreement

SDoC
 is one type of conformity assessment procedure.  It is the procedure by which a supplier
 provides a written declaration assuring that a product conforms to specified requirements.  The TBT Agreement does not contain any specific reference to SDoC.  However, it includes provisions on conformity assessment procedures in general.  A conformity assessment procedure is defined in Annex 1.3 of the TBT Agreement as:

"Any procedure used, directly or indirectly, to determine that relevant requirements in technical regulations or standards are fulfilled".

The assessment of conformity takes a variety of forms and the Explanatory note of Annex 1.3 reflects this diversity by providing a non-exhaustive list of activities of conformity assessment:
 

Procedures for sampling, testing and inspection; 

evaluation, verification and assurance of conformity;  and

registration, accreditation and approval. 

Article 1 of the TBT Agreement acknowledges that in addition to the definitions contained in TBT Annex 1, some other definitions are relevant to the subject matter covered by the Agreement:  the definitions from the United Nations and those from international standardizing bodies.  Annex 1 also makes a direct reference, in its chapeau, to the definition of ISO/IEC Guide 2: 1991.  This Guide defines SDoC as follows:

"13.5.1: Supplier's declaration: Procedure by which a supplier gives written assurance that a product, process or service conforms to specified requirements.

NOTE – In order to avoid any confusion, the expression "self-certification" should not be used".

Discussions on SDoC in the TBT Committee

Conformity assessment procedures in general and SDoC in particular have been taken up frequently in the TBT Committee.  Already at the time of the First Triennial Review of the TBT Agreement (1997), reacting to the growing concern with respect to the restrictive effect on trade of multiple testing and conformity assessment procedures, the TBT Committee observed that SDoC was a cost saving approach to conformity assessment.
  The Committee also acknowledged that this procedure was not appropriate in all cases, particularly where technical infrastructure was lacking.

From 1997-2000, the Committee entered into a more detailed discussion on conformity assessment procedures.  A Symposium on conformity assessment procedures was held in June 1999, which triggered a more focused discussion on the issue of SDoC.  At the Second Triennial Review (2000), the Committee developed an indicative list of approaches to facilitate the acceptance of conformity assessment results, and SDoC was listed as one of those.
  The Committee noted, inter alia, that SDoC, when used in appropriate circumstances and for certain sectors, could be a less onerous approach for the assurance of conformity.
 

During the Third Triennial Review, in addition to highlighting the benefits of SDoC to trade facilitation, ways to improve its usability and acceptance were suggested (e.g. through international standards and transparency).
  The Committee agreed, inter alia, to:

"– exchange information and experiences and hold a workshop on SDoC covering issues such as:  the regulatory authorities, sectors and suppliers which use SDoC;  the surveillance mechanism, liability law and penalties used to ensure that products comply with requirements;  the incentives for suppliers to comply with requirements; and the legislation that underpins the relationship between buyers and sellers."

In preparation of the Doha Ministerial Conference, SDoC was discussed in the General Council under "Outstanding implementation issues" in the context of a proposal by India.
  Pursuant to the Doha Ministerial Decision,
 the Committee was mandated to address the Indian proposal and to report back to the Trade Negotiations Committee (TNC) at the end of 2002.
  In its report to the TNC in 2002, the TBT Committee acknowledged the need to further discuss the issues raised in India's proposal of June 2002
, which reads, inter alia: "it would be beneficial for the Committee to hold focussed discussions on the approach of supplier's declarations, in particular on how suppliers from developing countries exporting to markets of developed countries could benefit from this mechanism".
  The TBT Committee also noted that it had been addressing the issue of SDoC in the context of the triennial reviews of the Agreement.
 Since then, and on request of the Director‑General, the Chairperson of the TBT Committee has held open-ended informal consultations on the two outstanding implementation issues, including on SDoC.  His report to the Director‑General was communicated to all Members on 30 November 2004.

Elements for consideration in the use of SDoC

During the discussions of the Second Triennial Review, Members noted the importance of a particular regulatory framework being in place in order to ensure that the products entering a market on the basis of SDoC comply with relevant regulations and standards.
  
In the Third Triennial Review, the Committee noted that in the use of SDoC consideration should be given to the particular characteristics of the sectors and the products involved.
  Moreover, SDoC should be combined with effective products liability laws and a well-developed market surveillance system with: appropriate resources and enforcement powers;  penalties for false/misleading declarations;  appropriate incentives to encourage suppliers' compliance;  and consumer redress.

The Committee also stressed that the use of relevant international standards, guides or recommendations could provide transparency to the SDoC process, and support its value and usability.
  In addition, the TBT Committee noted that to facilitate reliance on SDoC, other conformity assessment procedures could be used such as test/inspection reports or certification results from third parties or in-house laboratories, accredited on the basis of relevant international standards, guides or recommendations.
 

The various elements mentioned above in the context of the Third Triennial Review are addressed below in five sections:  identification of the product coverage;  existence of a liability regime;  establishment of market surveillance mechanisms;  use of international standards;  and combination of SDoC with other conformity assessment procedures.

B. Product Coverage

The exchange of experiences on SDoC between Members has shown that SDoC is mostly used for products and sectors which involve a low or medium risk to health, safety and the environment.
  However, an analysis of risks is not the only factor that Members take into account in their decisions to allow for the use of SDoC for a specific product or in a specific sector.  The following elements may be considered in combination with the nature of the risks involved:

- 
The particular characteristics and the infrastructure of a given sector;

the number of existing voluntary marking schemes for a product; 

the types of production methods used for the manufacture of the product; 

the level of commercial confidence; and

other economic and social factors. 

Members have envisaged different strategies when deciding on the use of SDoC.  In Australia, the SDoC system is based on the notion of the demonstration of technical competence by the supplier at the pre-sale stage.
  In Brazil, a risk assessment methodology is used based on special software which takes into account the costs and benefits, as well as the economic, social, environmental factors and the level of commercial confidence that could be achieved through implementing SDoC programs.
  SDoC is seen as a good option when the "quality record" of a given product and the level of confidence between consumers and producers in a specific sector are good.
  In the European Communities, the risk factor is important, but not the only factor in deciding whether SDoC should be used.  It is possible that SDoC may be used even in product categories which are otherwise viewed as medium or high risk, such as electrical products.
  In the United States, the approach to SDoC is not exclusively guided by the risk analysis approach.  Rather, the infrastructure existing in the sector is an important consideration when deciding whether or not a product should be subject to SDoC.  For instance, the motor vehicles sector in the United States uses SDoC despite its high risk.
 

In light of examples provided by Members, SDoC has been used for the following categories of products: disposable lighters;
  electrical products;
  electromagnetic compatibility (EMC)
 and telecommunication terminal attachment equipment (TTE);
  electronic safety equipment;
  electronics;
  equipment for use in potentially explosive atmospheres;
  machinery;
  medical devices;
  motor vehicles and motor vehicle equipment;
  personal computers (PC’s) and PC peripherals;
  personal protective equipment;
  recreational crafts;
  steel profiles for power transmission towers;
  telecommunications;
  toys;
  vehicle catalysts;
  and, vehicular natural gas.

Liability Regime

When conformity assessment is based on SDoC, it is the supplier rather than the regulatory authority who is responsible that products comply with relevant technical regulations.  It is agreed, therefore, that a products liability law should be in place
 that ensures that anyone suffering injury from a defective product can claim damages against the supplier of the product.  Such a law would provide an incentive to suppliers to only put safe products on the market in order to avoid liability costs.

For instance, in the European Communities,
 regardless of the conformity assessment procedure chosen, manufacturers and importers are always liable in the case of a product causing damage to an individual or private property, pursuant to the Directive on product liability.
  The Directive covers all products with a limited number of exceptions.
  If the manufacturer or importer can demonstrate that the product was not defective when it was placed on the market, the manufacturer or importer is not liable for damages.
  The injured party is provided compensation only if it is able to prove that it suffered damages because the product was defective, and that the damage was caused under normal conditions of use, including foreseeable misuse.
  The injured party does not need to prove that the producer was negligent.  This Directive has been transposed to the laws of each member State.  The actual application of the Directive is dependant on member States themselves and the penalty for faulty products may vary from State to State.
  
The liability regime in place in the United States requires an importer offering its product for importation into the United States to submit itself to the jurisdiction of US Federal courts by designating an agent in the United States who will receive legal papers on behalf of the manufacturer.
  

Market Surveillance

It seems that the lesser involvement by a third party during the conformity assessment process before a product is placed on the market, the greater the need for efficient market surveillance.
  Market surveillance consists of verifying in the market the actual conformity of products with existing laws and regulations.  It may be done by means of products samples,
 remedial actions when products do not comply,
 penalties for false or misleading declarations,
 "spot checks", customs inspections etc.
  Since there is a broad range of market surveillance activities, it has been stressed that responsible authorities need to have sufficient and appropriate resources, staff and powers to conduct effective surveillance activities.
  Market surveillance is carried out by the respective authorities and is often financed from public funds.

Several Members have shared with the TBT Committee their experience in terms of market surveillance of SDoC.  In Brazil, for example, a process of regular verifications is in place:  the first verification usually takes place six months after the implementation of an SDoC programme;   thereafter, verifications occur on an annual basis.
  When a product does not conform to relevant requirements, it is removed from the market.
  At the end of 2003, Brazil assessed the use of SDoC on disposable lighters and the evaluation showed a zero level of non-conformity.
  

In the European Communities, it is the responsibility of national authorities established by member States to ensure market surveillance and levy penalties for false or misleading declarations.
  Member States' organization of market surveillance varies:  some have a centralized system while others deal with it through local governments.
  Despite the differences in approaches and procedures, the European Communities is making efforts along with its member States through initiatives such as "joint visit programs".
  These initiatives could, in the future, lead to the application of common criteria for market surveillance for all member States.
  In the use of SDoC, the European Communities has identified, through market surveillance, two categories of products for which there is a high degree of non-conformance, namely electronic goods and toys.
  In the case of toys, when a fault is detected, the "safeguard clause" is used.  This means that if a problem is detected in one member State, all member States are immediately informed, steps are taken to withdraw the product from all markets and a system to investigate is set up.

In Chinese Taipei, provisions relating to market surveillance have been strengthened and the penalties for violations increased in order to deter manufacturers from marketing non-compliant products.
  The penalties that can be imposed for violations have been set at levels twenty times higher than those allowed in the original regulation.  For example, the minimum fine for violations involving false or incorrect labelling has been fixed at approximately US$ 2,900 compared to the US$ 140 stipulated previously.  Although the imposition of penalties may be the most effective tool in order to discourage manufacturers/importers from violating laws or regulations, for Chinese Taipei it is also important that the relationship between regulators and manufacturers and/or importers be collaborative.
  
Moreover, in order to evaluate the effectiveness of the SDoC system in the market-place, specially designed market surveillance programs are applied to selected products in Chinese Taipei.
  These have two parts, appearance checks and sample testing.  Appearance checks are used to monitor whether the inspection mark is affixed to the products.
  Sample testing involves purchasing products from the open market and testing to verify whether they are consistent with the information contained in the related conformity declaration and technical report.
  The first review of the system was carried out in August 2002, covering the appearance checks phase only and the second in December 2003 covering both parts of the surveillance programme.
  The first review found a non-compliance rate of 30 per cent, the most likely reason being that suppliers were unfamiliar with the requirements.
  To correct this, specific measures were taken to increase suppliers' awareness of SDoC and to remind them of the penalties that could be incurred through violations.
  The second review found a non-compliance rate of 0.5 per cent in the appearance check and 48 per cent in the sample testing.  Measures, such as the imposition of penalties and follow-up checks on the corrective action taken by the supplier, have been taken to remedy such a high rate of non-conformity.

In the United States, in the motor vehicles sector, the Department of Transportation’s National Highway Traffic Safety Administration (NHTSA) may test, for purposes of enforcement, the vehicle or equipment for compliance with one or more of the Federal Motor Vehicle Safety Standards after the product is on the market.
  If the product fails the test, and either the supplier or NHTSA determines that the product, in fact, does not comply, the supplier must notify the product’s owner and remedy the non-compliance at no cost to the owner.  Additional penalties may apply.

In addition, laws on mandatory information disclosure between seller and buyer and consumer education/information programmes are also important mechanisms of market surveillance in the United States.
  For example, the Fair Packaging and Labelling Act and similar Federal/state legislation provide suppliers with flexibility in labelling and advertising conformity of their products to standards and requirements established by the suppliers themselves.
   

International Standards

At the Third Triennial Review, the TBT Committee acknowledged that the use of relevant international standards could provide transparency to the SDoC process, and support the value and usability of SDoC.
  In this context, a standard developed by the ISO Committee on conformity assessment (CASCO) in 1996 may be relevant:  the ISO/IEC Guide 22 on "General criteria for suppliers' declaration of conformity".  Following a recommendation to convert the Guide into a standard, CASCO prepared ISO/IEC 17050-1 on "Conformity assessment – Supplier's declaration of conformity – Part 1: General requirements" and ISO/IEC 17050-2 on "Conformity assessment – Supplier's declaration of conformity – Part 2: Supporting documentation".
  

Several Members have stressed that SDoC should be used in conjunction with international standards.
  Japan has stated that suppliers should use ISO/IEC 17050 to secure transparency and accountability of their procedures.
  Egypt has highlighted the flexibility of such a standard, as it is applicable to all sectors and leaves room for variations according to regulatory regimes, products, systems, etc.

Combination of SDoC with Other Conformity Assessment Procedures

The Third Triennial Review noted that the use of test/inspection reports or certification results from third parties or in-house laboratories, accredited on the basis of relevant international standards, guides or recommendations, could also facilitate the reliance on SDoC.
  In this context, several Members have suggested the possibility of combining SDoC with other approaches to conformity assessment, such as accreditation and certification.  

For instance, Canada believes that formal accreditation of private testing and inspection laboratories, operating in support of SDoC would help facilitate wider acceptance of the concept among regulators and the public.
  Private multilateral agreements between certification organizations, such as the successful IEC System for Conformity Testing and Certification of Electrical Equipment (IECEE CB Scheme), should also be studied to assess applicability to other sectors.
  Japan considers that to enhance the wide use of SDoC, it is important that suppliers use test/inspection reports from a competent third party or in house testing/inspecting laboratory whose ability and fairness are confirmed by accreditation in accordance with ISO/IEC 17025: 1999 on "General Requirements for the Competence of Testing and Calibration Laboratories".
  Similarly, in Australia, SDoC is based on accreditation, mainly applying ISO/IEC 17025: 1999 for laboratory testing.
  This means that Australia recognizes SDoC using foreign laboratories if these are accredited to conduct the appropriate tests by a signatory of the ILAC arrangement.

In the European Communities, in most cases of SDoC use, third party certification is not required.
  However, in some cases, such as for telecom equipment using radio frequencies, tests are required to be carried out to check the frequency used by the equipment.  According to the European Communities, this does not amount to third party certification, but simply complements the details already contained in the technical file established by the supplier to prepare the SDoC.  

On accreditation, if pure SDoC is used, there is no need for the involvement of any Notified Body (i.e. a certification or conformity assessment body), and the only requirement that needs to be fulfilled is the maintenance of the technical file.
  However, in some cases where certificates have to be issued by Notified Bodies, the EC regulations require such Notified Bodies to be accredited within the territory of the European Communities itself.
  It is possible for laboratories located outside the European Communities to enter into sub-contracting arrangements with Notified Bodies within the European Communities, which would assist in accessing the EC market.
  

In Chinese Taipei, a product must be labelled with an inspection mark, which differentiates it (by the presence of the letter "D") from those using other conformity assessment procedures.
  The registration or identification number given by the regulator to the supplier needs also to be shown on the product, so that the person responsible for that particular product in the market surveillance programmes can be identified, if necessary.

In the United States, the US Federal Communications Commission has adopted a rule which permits recognition of SDoC for PC’s and PC peripherals, provided supporting test results are obtained from an accredited laboratory (both accreditation programmes cited in the rule conform to ISO/IEC Guides 58 and 25).

Existing SDoC Practice and Procedures

At a minimum, an SDoC identifies the supplier making the declaration, the product(s) covered and the relevant standard(s) or technical regulation(s).
  The assessment of conformity may be undertaken either by the suppliers' own internal test and inspection facilities or by third-party test laboratories and inspection bodies.
  In addition, the supplier may use an accredited laboratory or inspection body and indicate this on the declaration.
  The declaration normally has the form of a separate document.  It may alternatively be made in a statement, catalogue, invoice, or user’s instructions relevant to the product.  The graph below attempts to give a simple snapshot of the technical infrastructure of conformity assessment and position the SDoC procedure in this context.  
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SDoC may be used to declare the conformity of a product with a standard or a technical regulation, or with both.  For instance, in Brazil, SDoC only applies to technical regulations and not to standards.
  In the European Communities, SDoC is also used in relation to standards and is mostly linked to the application of harmonized European standards elaborated by the European standardization bodies.
  In the United States, reliance on SDoC is prevalent with respect to voluntary standards.
 

C. Examples of SDoC Practice

A regulatory authority may impose by law that suppliers follow certain steps in the conformity assessment process or include certain elements in the declaration.  In the various submissions and statements by Members, several steps have been identified:  the preparation of a technical file;  the preparation of the declaration;  the use of a mark;  the involvement of a third party;  and the follow-up of the declaration.

1. The Preparation of a Technical File

Suppliers usually prepare a technical file containing information about the product and its test reports.
  In Brazil, the existing procedure does not make testing requirements for SDoC mandatory in all cases;  testing is only required in situations considered necessary by the National Council for Metrology, Standardization and Industrial Quality (CONMETRO).
  In the European Communities, suppliers have the responsibility to prepare documentation related to the product to demonstrate that the product complies with the requirements.
  This is done through the technical file which is basically a set of documents that have to be made available to the authorities and the Notified Bodies upon request.
  The technical file includes documentation on design, manufacture and operational aspects of the product reflecting the results of an appropriate risk assessment and, if applicable, the test results obtained from a competent laboratory.
  

The Preparation of the Declaration

Suppliers then acquire the proper form, fill out the declaration and send it to the relevant authority.  In Brazil, the supplier must acquire the form, fill it out, and send it, together with other relevant documents, such as test report and quality system certificate, to the National Institute for Metrology, Standardization and Industrial Quality (INMETRO).
  The supplier must then await evaluation by the relevant authority of the completeness of the conformity assessment process.  In Chinese Taipei, the supplier must sign a declaration based on results of tests carried out by designated testing laboratories recognized by the Bureau of Standards, Metrology and Inspection (BSMI) and declare that the products comply with the relevant inspection standards.
 In the European Communities, the EC Declaration of Conformity is drawn up and signed by the manufacturer.
  This includes items such as the product, information on the manufacturer, applicable Directives and standards.

The Use of a Mark 
It may be the case that suppliers need to obtain a mark to market their product.  In Brazil, suppliers must obtain first a license to have the product bear the conformity mark.
  Two separate product marks are then required for SDoC:  the one granted by INMETRO, and a second mark displaying the regulation.  In Chinese Taipei, the product must be labelled with the inspection mark, the letter “D” and the identification number given by the BSMI.
  In the European Communities, irrespective of which conformity assessment system is used, the product is marked with the "CE" mark.
  The "CE" mark is affixed on products by the supplier before placing them on the market and reflects conformance with all mandatory requirements.  As such, the product marking does not distinguish between SDoC and third party certification.  Under the law of the United States, manufacturers of motor vehicles and motor vehicle equipment are required to certify that their products comply with all applicable Federal Motor Vehicle Safety Standards (FMVSS).
  This certification is in the form of a permanent label affixed to the product.  This label is required for all vehicles and equipment covered by the FMVSS, and must be present if a vehicle or equipment covered by the FMVSS is to enter the United States.  

The Involvement of a Third Party
In certain cases, a third party may be involved.  For instance, in Brazil, testing laboratories must be accredited and this requirement is equally applicable to Brazilian and foreign manufacturers;  moreover, all such laboratories must be accredited by the International Laboratory Accreditation Cooperation (ILAC).
  In Chinese Taipei, the SDoC procedure requires the supplier to be registered with the BSMI.
  And in the European Communities, for some categories of higher-risk products covered by the New Approach Directives, a third-party certification body must examine, test a product sample and issue a certificate before the product is placed on the market.
  

The Follow-Up of the Declaration

Some Members have stressed the fact that suppliers should keep a copy of the declaration and the relevant files.  In Chinese Taipei, the declaration and technical file must be retained by the supplier for at least five years after the product is no longer produced or imported.
  In the European Communities, the file with a copy of the SDoC must be kept during a period ending at least 10 years after the last product has been manufactured and make it available to the relevant national authorities for inspection purposes.
  

SDoC Procedures and the Information Technology Agreement
The participants in the Information Technology Agreement (ITA) have recently adopted "Guidelines for EMC/EMI
 Conformity Assessment Procedures", which are informative of the various levels of regulatory involvement that may be considered in using SDoC.
  These guidelines contain a list of the different types of conformity assessment procedures used by ITA participants in respect of ITA products.  Four of the six procedures identified are SDoC.  Pursuant to these guidelines, ITA participants that have conformity assessment procedures are encouraged to use one of these SDoC procedures.
 
The four types of SDoC are summarized below in descending order of complexity:
 

The supplier of the equipment declares the equipment meets the technical and administrative requirement, and:

SDoC type 1:  A testing laboratory recognized by the regulator tests the equipment and the supplier registers this equipment with the regulator;

SDoC type 2:  The supplier bases its SDoC on test reports by a testing laboratory recognized by the regulator but registration of the equipment with the regulator is not required;

SDoC type 3:  The supplier registers the equipment with the regulator but testing by a recognized laboratory is not mandatory; and

SDoC type 4:  Registration with the regulator and testing by a recognized laboratory are not mandatory. 

Other Matters

The Third Triennial Review has acknowledged the benefits of SDoC as a flexible approach that can reduce the costs of conformity assessment.
  Members of the TBT Committee generally seem to recognize that SDoC is a trade friendly approach to conformity assessment.
  While the use of SDoC implies certain costs for administrations, in particular higher costs for market surveillance, it involves lower costs for industry and importers, resulting in cheaper products for consumers and possibly, in the long run, higher level of competitiveness.
  

Economic benefits of SDoC identified in the TBT Committee mostly relate to reducing administrative costs for regulators which allow them to spend greater resources on post market surveillance:
  facilitate market access without prejudice to the fulfilment of legitimate public policy objectives;
  identify an accountable party in the event that non‑compliance is detected by placing legal liability on the supplier;
  and generally reduce the need for more intrusive regulatory interference in the marketplace
 and encourage industry to self-regulate.

SDoC may also be beneficial to suppliers by:  cutting down their expenses and improving their competitiveness;
  avoiding discrimination on the basis of the geographic location of a conformity assessment body
 and providing flexibility in the choice of location to have a product tested;
  reducing the uncertainty associated with mandatory testing by designated laboratories based in foreign countries;
  reducing compliance costs;
  being less time consuming and reducing the time needed to access the market;
  and generally facilitating conformity assessment for small and medium sized enterprises (SMEs).
  

Finally, SDoC may help promote product innovation and improvements
 and allow consumers the freedom to select products which have the characteristics that they (not the regulator) deem important, while at the same time protecting the consumer from false or misleading labelling or advertising.
  

Developing country Members have raised concerns on their ability to use SDoC mainly in relation to their lack of technical infrastructure,
 products liability regimes
 and capacity to establish an effective market surveillance system.  However, it has also been stressed that the use of SDoC may facilitate exports to developed countries.
 

Some developing country Members have highlighted their need in the area of technical assistance and capacity building in order to establish a market surveillance system and train regulator staff.
  To help developing countries benefit from SDoC and promote the acceptance of their SDoC in developed countries, Thailand has proposed that the TBT Committee consider ways to assist them in their proceeding towards SDoC and acquiring the supportive law.
  This would enable both importing and exporting countries to have the same level of legal protection.

In the context of combining SDoC with accreditation, Japan and Canada have suggested that supporting the effort of conformity assessment bodies in developing countries participate in the IECEE CB scheme was important in terms of capacity building on SDoC.

Annex 1: Members' Submissions on SDoC (1995-2004)

	Member
	Title
	Reference and Date

	Australia
	Good practice for the Acceptance of Results of Conformity Assessment: Second Triennial Review of the TBT Agreement
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	Third Triennial Review of the TBT Agreement
	27 June 2003, G/TBT/W/215, paras. 17-21

	
	Supplier's Declaration of Conformity
	12 August 2004, G/TBT/W/240

	Canada
	Second Triennial Review of The Operation and Implementation of the TBT Agreement
	22 September 2000, G/TBT/W/143, para. 11

	
	Main Objectives for the Third Triennial Review of the TBT Agreement
	13 March 2003, G/TBT/W/196, paras. 7-10

	
	Canada’s Approach to Voluntary Conformity Assessment
	20 June 2003, G/TBT/W/210, para. 9

	Egypt
	Third Triennial Review: Conformity Assessment and transparency
	7 July 2003, G/TBT/W/224, paras. 7-9

	European Communities
	Third Triennial Review of The TBT Agreement
	14 March 2003, G/TBT/W/197, para. 10

	
	Conformity Assessment: A Framework to improve the Application of the TBT Agreement
	30 June 2003, G/TBT/W/217, paras. 14-15

	
	Supplier's Declaration of Conformity
	30 June 2003, G/TBT/W/218

	Japan
	Third Triennial Review of the TBT Agreement
	1 July 2003, G/TBT/W/222, paras. 8-9

	New Zealand
	Third Triennial Review of the TBT Agreement
	25 June 2003, G/TBT/W/211, para. 7

	Chinese Taipei
	Implementation of Supplier’s Declaration of Conformity
	12 March 2003, G/TBT/W/195

	
	Follow-up Report on the Implementation of Supplier's Declaration of Conformity
	16 March 2004, G/TBT/W/195/Add.1

	Thailand
	Conformity Assessment Procedures
	8 June 1999, G/TBT/W/111

	
	The Third Triennial Review
	17 October 2003, G/TBT/W/230 and Corr.1, paras. 6-10

	United States
	Conformity Assessment Procedures:  Supplier's Declaration of Conformity
	7 April 1998, G/TBT/W/63


ANNEX 2:
TBT Provisions Relevant to SDoC and Conformity Assessment Procedures

Article 5
Procedures for Assessment of Conformity by Central Government Bodies
5.1
Members shall ensure that, in cases where a positive assurance of conformity with technical regulations or standards is required, their central government bodies apply the following provisions to products originating in the territories of other Members:

5.1.1
conformity assessment procedures are prepared, adopted and applied so as to grant access for suppliers of like products originating in the territories of other Members under conditions no less favourable than those accorded to suppliers of like products of national origin or originating in any other country, in a comparable situation; access entails suppliers' right to an assessment of conformity under the rules of the procedure, including, when foreseen by this procedure, the possibility to have conformity assessment activities undertaken at the site of facilities and to receive the mark of the system;

5.1.2
conformity assessment procedures are not prepared, adopted or applied with a view to or with the effect of creating unnecessary obstacles to international trade.  This means, inter alia, that conformity assessment procedures shall not be more strict or be applied more strictly than is necessary to give the importing Member adequate confidence that products conform with the applicable technical regulations or standards, taking account of the risks non-conformity would create.

5.2
When implementing the provisions of paragraph 1, Members shall ensure that:

5.2.1
conformity assessment procedures are undertaken and completed as expeditiously as possible and in a no less favourable order for products originating in the territories of other Members than for like domestic products;

5.2.2
the standard processing period of each conformity assessment procedure is published or that the anticipated processing period is communicated to the applicant upon request;  when receiving an application, the competent body promptly examines the completeness of the documentation and informs the applicant in a precise and complete manner of all deficiencies;  the competent body transmits as soon as possible the results of the assessment in a precise and complete manner to the applicant so that corrective action may be taken if necessary;  even when the application has deficiencies, the competent body proceeds as far as practicable with the conformity assessment if the applicant so requests;  and that, upon request, the applicant is informed of the stage of the procedure, with any delay being explained;

5.2.3
information requirements are limited to what is necessary to assess conformity and determine fees;

5.2.4
the confidentiality of information about products originating in the territories of other Members arising from or supplied in connection with such conformity assessment procedures is respected in the same way as for domestic products and in such a manner that legitimate commercial interests are protected;

5.2.5
any fees imposed for assessing the conformity of products originating in the territories of other Members are equitable in relation to any fees chargeable for assessing the conformity of like products of national origin or originating in any other country, taking into account communication, transportation and other costs arising from differences between location of facilities of the applicant and the conformity assessment body;

5.2.6
the siting of facilities used in conformity assessment procedures and the selection of samples are not such as to cause unnecessary inconvenience to applicants or their agents;

5.2.7
whenever specifications of a product are changed subsequent to the determination of its conformity to the applicable technical regulations or standards, the conformity assessment procedure for the modified product is limited to what is necessary to determine whether adequate confidence exists that the product still meets the technical regulations or standards concerned;

5.2.8
a procedure exists to review complaints concerning the operation of a conformity assessment procedure and to take corrective action when a complaint is justified.

5.3
Nothing in paragraphs 1 and 2 shall prevent Members from carrying out reasonable spot checks within their territories.

5.4
In cases where a positive assurance is required that products conform with technical regulations or standards, and relevant guides or recommendations issued by international standardizing bodies exist or their completion is imminent,  Members shall ensure that central government bodies use them, or the relevant parts of them, as a basis for their conformity assessment procedures, except where, as duly explained upon request, such guides or recommendations or relevant parts are inappropriate for the Members concerned, for, inter alia, such reasons as:  national security requirements;  the prevention of deceptive practices;  protection of human health or safety, animal or plant life or health, or the environment;  fundamental climatic or other geographical factors;  fundamental technological or infrastructural problems.

5.5
With a view to harmonizing conformity assessment procedures on as wide a basis as possible, Members shall play a full part, within the limits of their resources, in the preparation by appropriate international standardizing bodies of guides and recommendations for conformity assessment procedures.

5.6
Whenever a relevant guide or recommendation issued by an international standardizing body does not exist or the technical content of a proposed conformity assessment procedure is not in accordance with relevant guides and recommendations issued by international standardizing bodies, and if the conformity assessment procedure may have a significant effect on trade of other Members, Members shall:

5.6.1
publish a notice in a publication at an early appropriate stage, in such a manner as to enable interested parties in other Members to become acquainted with it, that they propose to introduce a particular conformity assessment procedure;

5.6.2
notify other Members through the Secretariat of the products to be covered by the proposed conformity assessment procedure, together with a brief indication of its objective and rationale.  Such notifications shall take place at an early appropriate stage, when amendments can still be introduced and comments taken into account;

5.6.3
upon request, provide to other Members particulars or copies of the proposed procedure and, whenever possible, identify the parts which in substance deviate from relevant guides or recommendations issued by international standardizing bodies;       

5.6.4
without discrimination, allow reasonable time for other Members to make comments in writing, discuss these comments upon request, and take these written comments and the results of these discussions into account.

5.7
Subject to the provisions in the lead-in to paragraph 6, where urgent problems of safety, health, environmental protection or national security arise or threaten to arise for a Member, that Member may omit such of the steps enumerated in paragraph 6 as it finds necessary, provided that the Member, upon adoption of the procedure, shall:

5.7.1
notify immediately other Members through the Secretariat of the particular procedure and the products covered, with a brief indication of the objective and the rationale of the procedure, including the nature of the urgent problems;

5.7.2
upon request, provide other Members with copies of the rules of the procedure;

5.7.3
without discrimination, allow other Members to present their comments in writing, discuss these comments upon request, and take these written comments and the results of these discussions into account.

5.8
Members shall ensure that all conformity assessment procedures which have been adopted are published promptly or otherwise made available in such a manner as to enable interested parties in other Members to become acquainted with them.

5.9
Except in those urgent circumstances referred to in paragraph 7, Members shall allow a reasonable interval between the publication of requirements concerning conformity assessment procedures and their entry into force in order to allow time for producers in exporting Members, and particularly in developing country Members, to adapt their products or methods of production to the requirements of the importing Member.

Article 6
Recognition of Conformity Assessment by Central Government Bodies

With respect to their central government bodies:

6.1
Without prejudice to the provisions of paragraphs 3 and 4, Members shall ensure, whenever possible, that results of conformity assessment procedures in other Members are accepted, even when those procedures differ from their own, provided they are satisfied that those procedures offer an assurance of conformity with applicable technical regulations or standards equivalent to their own procedures.  It is recognized that prior consultations may be necessary in order to arrive at a mutually satisfactory understanding regarding, in particular:

6.1.1
adequate and enduring technical competence of the relevant conformity assessment bodies in the exporting Member, so that confidence in the continued reliability of their conformity assessment results can exist;  in this regard, verified compliance, for instance through accreditation, with relevant guides or recommendations issued by international standardizing bodies shall be taken into account as an indication of adequate technical competence;

6.1.2
limitation of the acceptance of conformity assessment results to those produced by designated bodies in the exporting Member.

6.2
Members shall ensure that their conformity assessment procedures permit, as far as practicable, the implementation of the provisions in paragraph 1.

6.3
Members are encouraged, at the request of other Members, to be willing to enter into negotiations for the conclusion of agreements for the mutual recognition of results of each other's conformity assessment procedures.  Members may require that such agreements fulfil the criteria of paragraph 1 and give mutual satisfaction regarding their potential for facilitating trade in the products concerned.

6.4
Members are encouraged to permit participation of conformity assessment bodies located in the territories of other Members in their conformity assessment procedures under conditions no less favourable than those accorded to bodies located within their territory or the territory of any other country.

Article 7

Procedures for Assessment of Conformity by Local Government Bodies

With respect to their local government bodies within their territories:

7.1 
Members shall take such reasonable measures as may be available to them to ensure compliance by such bodies with the provisions of Articles 5 and 6, with the exception of the obligation to notify as referred to in paragraphs 6.2 and 7.1 of Article 5.

7.2 
Members shall ensure that the conformity assessment procedures of local governments on the level directly below that of the central government in Members are notified in accordance with the provisions of paragraphs 6.2 and 7.1 of Article 5, noting that notifications shall not be required for conformity assessment procedures the technical content of which is substantially the same as that of previously notified conformity assessment procedures of central government bodies of the Members concerned.

7.3 
Members may require contact with other Members, including the notifications, provision of information, comments and discussions referred to in paragraphs 6 and 7 of Article 5, to take place trough the central government.

7.4 
Members shall not take measures which require or encourage local government bodies within their territories to act in a manner inconsistent with the provisions of Articles 5 and 6.

7.5 
Members are fully responsible under this Agreement for the observance of all provisions of Articles 5 and 6. Members shall formulate and implement positive measures and mechanisms in support of the observance of the provisions of Articles 5 and 6 by other than central government bodies.
Article 8
Procedures for Assessment of Conformity by Non-Governmental Bodies
8.1
Members shall take such reasonable measures as may be available to them to ensure that non-governmental bodies within their territories which operate conformity assessment procedures comply with the provisions of Articles 5 and 6, with the exception of the obligation to notify proposed conformity assessment procedures.  In addition, Members shall not take measures which have the effect of, directly or indirectly, requiring or encouraging such bodies to act in a manner inconsistent with the provisions of Articles 5 and 6.

8.2
Members shall ensure that their central government bodies rely on conformity assessment procedures operated by non-governmental bodies only if these latter bodies comply with the provisions of Articles 5 and 6, with the exception of the obligation to notify proposed conformity assessment procedures.

Article 9
International and Regional Systems
9.1
Where a positive assurance of conformity with a technical regulation or standard is required, Members shall, wherever practicable, formulate and adopt international systems for conformity assessment and become members thereof or participate therein.

9.2
Members shall take such reasonable measures as may be available to them to ensure that international and regional systems for conformity assessment in which relevant bodies within their territories are members or participants comply with the provisions of Articles 5 and 6.  In addition, Members shall not take any measures which have the effect of, directly or indirectly, requiring or encouraging such systems to act in a manner inconsistent with any of the provisions of Articles 5 and 6.

9.3
Members shall ensure that their central government bodies rely on international or regional conformity assessment systems only to the extent that these systems comply with the provisions of Articles 5 and 6, as applicable.

ANNEX 1

TERMS AND THEIR DEFINITIONS FOR THE

PURPOSE OF THIS AGREEMENT


The terms presented in the sixth edition of the ISO/IEC Guide 2:  1991, General Terms and Their Definitions Concerning Standardization and Related Activities, shall, when used in this Agreement, have the same meaning as given in the definitions in the said Guide taking into account that services are excluded from the coverage of this Agreement.


For the purpose of this Agreement, however, the following definitions shall apply:

3.
Conformity assessment procedures

Any procedure used, directly or indirectly, to determine that relevant requirements in technical regulations or standards are fulfilled.

Explanatory note
Conformity assessment procedures include, inter alia, procedures for sampling, testing and inspection;  evaluation, verification and assurance of conformity;  registration, accreditation and approval as well as their combinations.

8.
Non-governmental body

Body other than a central government body or a local government body, including a non-governmental body which has legal power to enforce a technical regulation.

__________
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TRANSPARENCY IN TBT RELATED TECHNICAL ASSISTANCE

Issues and Options Paper' by the Chairperson of the TBT Committee

Introduction

1. Technical assistance has been considered an area of priority work for the Committee since its
establishment; it figures on the agenda of the Committee on a permanent basis.” Moreover, early on,
it was agreed that Members requiring technical assistance should inform the Committee of any
difficulties they encountered in the implementation and operation of the TBT Agreement, and that
they specify the technical assistance needed.” The objective of developing a demand driven technical
assistance programme was reinforced in the Second Triennial Review (end 2000)* and confirmed by
Ministers in Doha (2001).” Subsequently, a questionnaire to assist developing country Members to
identify and prioritise their specific needs in the TBT-field ("the Questionnaire") was developed and
some 53 Members responded to it.°

2. The responses to this Questionnaire’, and over 30 submissions related to technical assistance
received since the completion of the Second Triennial Review, contain much information on technical
assistance. One recurring issue illustrated in this material is the need for the creation of lasting
infrastructures, both regulatory and physical in nature which may set in place the right conditions for
the efficient and effective development and design of technical regulations, standards and conformity
assessment procedures.® The lack of such infrastructure (or inadequacy of existing ones) would
appear to be a core constraint facing many developing country Members in the TBT area and may
also hinder the effective implementation of the TBT Agreement.

3. Technical assistance activities will be most effective if they are specifically targeted at these
types of constraints. In fact, each of the Triennial Reviews of the Implementation and Operation of
the Agreement has emphasized the importance of effective technical assistance as a means of
improving the implementation of the TBT Agreement’ Such assistance could help developing
country Members — especially the least-developed — to participate more fully in, and benefit from, the
multilateral trading system and the TBT Agreement in particular. This paper aims to stimulate a
discussion on how Members, by improving transparency, could use the Committee to facilitate a more
effective and efficient delivery of technical assistance which addresses core needs.°

' This document has been prepared under my own responsibility and is without prejudice to the positions of Members and to their
rights and obligations under the WTO.

2 This is based on a decision taken in 1984 under the Tokyo Round TBT Committee (G/TBT/W/14, p.3). In October 1995, WTO
Members agreed to adopt this decision for the purposes of the WTO TBT Committee (G/TBT/M/3, 5 January 1996, para. 15); the text of
this decision is contained in Decisions and Recommendations Adopted by the Committee Since 1 January 1995 (G/TBT/1/Rev.8,
23 May 2002, p.22). ‘

> G/TBT/5, 19 November 1997, p.-11, in "Section G", para. 31(b).

* G/TBT/9, 13 November 2000, paras. 45-46.

> WT/MIN(01)/17, 20 November 2001, para. 5.1.

¢ The Questionnaire itself is contained in G/TBT/W/178, 18 July 2002; responses are contained G/TBT/W/186, 14 October 2002
(and Add.1, 13 March 2003).

" An analysis is contained in G/TBT/W/193, 10 February 2003.

¥ This point is illustrated in a submission by Mexico (G/TBT/W/189, 16 October 2002 and statement reflected in G/TBT/M/28,
19 November 2002, para. 140).

° G/TBT/13, 11 November 2003, para. 42. In addition, the issue of ending appropriate significance to Article 11 has also been
dealt with in the TBT Committee in the context of outstanding implementation issues; the last time the TBT Committee reported to the
Trade Negotiations Committee on this matter was in October 2002 (G/TBT/W/191, 23 October 2002). Since then, and on tequest of the
Director-General — and acting as his Friend — I have held, in my capacity as Chairman of the TBT Committee, open-ended informal
consultations on the two outstanding implementation issues, one of which relates to Article 11. My report to the DG was communicated to
all Members on 30 November 2004.

' Technical assistance requirements in Article 11 cover a broad range of activities. These are, essentially, rights and obligations
of Members defining the areas of assistance that Members could give to other Members. It is important to keep in mind the observation in
the Third Triennial Review that "[n]either the Committee nor the Secretariat has the capacity to build infrastructure and institutions. These
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4, At the Third Triennial Review, Members agreed to a set of recommendations which have
been further discussed by the TBT Committee during its 2004 meetings. These recommendations
mainly relate to improving transparency in the area of technical assistance.'' This paper focuses on
those that most directly address transparency at the Committee level: (i) the information coordination
mechanism;"? (ii) enhancing cooperation and coordination between those involved in technical
assistance, facilitating the exchange of national experiences and providing a forum for feedback and
assessment of the outcomes and effectiveness of technical assistance;" (iii) the encouragement to
Members, on a voluntary basis, to update responses to the Questionnaire as means of identifying
needs;' and, (iv) the communication by Members, to the Committee, of pertinent information
regarding technical assistance activities of relevant regional and international bodies.'’

5. At its November 2004 meeting, the Committee agreed to my proposal to develop an "issues
and options paper" to facilitate further discussion and to find possible ways forward for the
Committee.'® The two following sections set out key issues related to transparency in technical
assistance and identify three possible options that the Committee might consider further in relation to
these issues.

Issues

6. At the Third Triennial Review, Members recognized that improvements are needed to
facilitate the meeting of demand and supply of technical assistance.”” There would appear to be two
related issues involved: one is the identification of needs and setting priorities, and the other about
achieving more coherence in supply.

Identifying needs and setting priorities

7. The Committee, under the agenda item on technical assistance, has mainly been used by
developed countries to inform other Members of their programmes for technical assistance activities'®
(and observer IGOs have done likewise'®). It has also been used on a few occasions by developing
country Members to identify their needs, mostly on an ad Aoc basis. Nevertheless, where developing
country Members have identified specific needs, this has not elicited a substantive discussion of those
needs in the Committee.”” To date, the most concrete opportunity for identifying needs and setting
priorities was the Questionnaire. In fact, the Questionnaire was to be a first step to assist developing

needs could be filled by governments and other relevant regional and international organizations." (G/TBT/13, 11 November 2003,
para 57).

' G/TBT/13, 11 November 2003, paras. 54-56.

2 G/TBT/13, 11 November 2003, para. 54, first tiret. This particular recommendation has been addressed by the previous
Chairman of the TBT Committee, Mr. Juan-Antonio Dorantes Sanchez (Mexico), in a proposal faxed to all Members on 17 March 2004.

13 G/TBT/13, 11 November 2003, para. 56 (second, third and fourth tirets).

14 G/TBT/13, 11 November 2003, para. 54 (second tiret).

Y G/TBT/13, 11 November 2003, para. 54 (third tiret).

16 G/TBT/M/34, 5 January 2005, para. 140.

'7 G/TBT/13, 11 November 2003, para. 54.

'8 Examples include submissions from Japan (G/TBT/W/160, 15 June 2001), the European Communities (G/TBT/W/188,
14 October 2002; G/TBT/W/228, 15 October 2003 and Corr.1, 23 December 2003; and G/TBT/W/244, 11 October 2004), Australia
(G/TBT/W/198, 17 March 2003), Korea (G/TBT/W/200, 17 March 2003), Japan (G/TBT/W/201, 18 March 2003), Brazil (G/TBT/W/221,
1 July 2003), Canada (G/TBT/W/202, 31 March 2003), New Zealand (G/TBT/W/203, 4 April 2003, Annex) and Switzerland
(G/TBT/W/247, 3 November 2004).

1 See for example, UNIDO in G/TBT/W/168, 9 August 2001. Also, document G/TBT/W/172, 27 February 2002, contains more
specific information on what international standard-setting organizations have done to promote the efficient participation of developing
countries in standard-setting activities. Information on technical assistance at a more general level is provided regularly by the intemational
organizations at the Committee meeting ("Updating By Observers").

2 Cameroon submitted a document (G/TBT/W/146, 3 October 2000), in which it lists a number of "difficulties in implementing
the TBT Agreement" owing to, inter alia, the absence of national legislation, lack of modem equipment, insufficiency of financial resources
to ensure effective participation in the work of international standardizing bodies. Cameroon requested — from the WTO, its Members and
other international organizations — various forms of assistance. Another example of a concrete request can be found in G/TBT/W/164
(26 June 2001), which includes a specific request for technical assistance by Indonesia's Centre for Standardization and Accreditation
(pp. 3-4). Similarly, the Philippines set out some of their requirements in the context of a broader paper on their experience on technical
assistance (in G/TBT/W/166, 26 June 2001).
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country Members in needs identification. The Third Triennial Review notes that the Questionnaire
"could be a dynamic tool to maintain information on developing country Members' needs" (emphasis
added).z' However, it only encourages Members to do this on a voluntary basis and, so far, has
remained, de facto, a one-off exercise. The TBT Committee meetings have not been used, on a
regular basis, to draw the Committee's attention to the specific needs of developing country Members.

Achieving coherence in the provision of technical assistance

&. Another theme is the need for better coherence among providers of technical assistance.”
Already in the Second Triennial Review, Members emphasized the need for more effective
cooperation and coordination among donors so as to better address the needs identified by developing
country Members.” More clarity in this respect may make the provision of technical assistance more
efficient.

9. The usefulness of databases on technical assistance activities has also been raised in this
regard: the Committee has heard reports on existing databases®, and, in particular, on the Doha
Development Agenda Trade Capacity Building Database (TCBDB), which was established by the
WTO jointly with the OECD in 2002.° This database provides information on trade-related technical
assistance and capacity building activities from 2001 to 2003. SPS and TBT activities, which used to
be grouped together in one single category, are currently being separated so that it will be possible to
conduct a search on TBT activities only.

10. The point has been made that, for the purposes of the TBT Committee, the need is more one
of increasing coordination with respect to current and future activities. Databases generally assemble
past information and are, therefore, mostly static in nature. While adding value to existing ones®®
could be useful from an analytical perspective, it has been questioned to what extent this could be
used to coordinate information about current and future activities.”’

Options

11 Taking into account the issues presented above, I have identified three options for Members'
consideration. I have drawn these options mainly from what Members have suggested and proposed
in submissions and statements made to the TBT Committee. Although presented as "options", these
are neither exclusive nor exhaustive: work on one does not preclude work on another. They are not
listed in any particular order.

Option 1 STDF—typefacilityz‘? Jerpar supperls Hlaxv, i vesewre s avedMie,

12. The Committee has been informed about the manner in which the SPS Committee is dealing
with transparency in technical assistance. The Standards and Trade Development Facility (STDF)
was formally established in mid-2002 to increase and reinforce the coordination of technical
assistance provided by its five partner organizations (FAO, OIE, WHO, World Bank and WTO). It

2 G/TBT/W/13, 11 November 2003, para. 54, second tiret.

2 gee, for example, Canada in G/TBT/W/196, 13 March 2003, paras. 16-23; the European Communities in G/TBT/W/197,
14 March 2003, paras. 4-7, and New Zealand in G/TBT/W/203, 4 April 2003, para 8.

3 G/TBT/9, 13 November 2000, para. 45.

* An overview of existing databases is contained in G/TBT/W/207, 22 May 2003. This list of databases is being kept up to date
through links on the TBT webpage.

% http://tchdb.wto.org.

% Switzerland proposed that the Committee draw on information already available in the Questionnaire, other information
collected regarding TBT implementation taken from Trade Policy Reviews, as well as information from other agencies (such as the UNIDO)
so as to add value to the current TCBDB (G/TBT/M/34, 5 January 2005, para. 141).

77 Among others, the United States has made the point that the Committee should avoid devoting too many resources in an
attempt to develop a new database (G/TBT/W/220, 30 June 2003, para. 12).

% http://www standardsfacility.org.
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grew from a joint statement made at Doha by the heads of these organizations.”® A Trust Fund was
set up with three years of start-up financing from the World Bank and WTO.

13. Grant financing is available for private and public organizations in developing countries
seeking to comply with international SPS standards and hence gain or maintain market access.
Members of the WTO may apply for such funding. A business plan has been developed and a number
of projects have been initiated.”® One of its first projects was to establish a database on technical
assistance activities in the SPS area, which is a "clone" of the existing WTO/OECD Trade-Related
Technical Assistance and Capacity Building database. It contains, in addition, information from other
international organizations specific to SPS issues, and is sub-divided into SPS categories (plant health,
animal health and food safety).>!

14. The STDF is managed by the WTO Secretariat. Decisions on project funding are made by the
five coordinating agencies and projects may be implemented either by these agencies or by external
organizations.

Option 2: Voluntary notification of specific technical assistance needs and responses

15. This option builds on the notion that the Committee could strengthen its procedures in dealing
with technical assistance in the context of its on-going work. The emphasis here is on the regular
identification of needs and responses to such needs.

16. It is suggested that a voluntary mechanism be created in the TBT Committee for the
notification and subsequent discussion of specific technical assistance needs.’”” Notifications of
specific technical assistance needs would, upon circulation, be posted on the WTO TBT website. A
similar voluntary notification is envisaged for donors (whether Members or observer IGOs) wishing
to respond to such notifications. In other words, a separate format would be developed for
"matching" notifications which would give donors an opportunity to provide information on the
availability of technical assistance in response to notified specific needs. Such responses would also
be posted on the WTO TBT website upon circulation.

17. This procedure is intended to encourage a substantive discussion on technical assistance
needs based on concrete, specific and current concerns; it should act as an incentive for follow-up,
feedback and discussion of specific needs. In a sense, it would have the effect of operationalizing the
identification of needs which was started with the Questionnaire and could, perhaps, be seen as a
second step in this process (paragraph 7). The ensuing discussion may render more apparent who the
appropriate provider of technical assistance is and in which form (modality) and sequence’ it is likely
to be most effective.>*

 In particular, the following sentence in the fourth paragraph is relevant: "We agree to jointly explore a new technical and
financial mechanisms for coordination and resource mobilization and to build alliances between standard setting bodies and the
impiementing and financing agencies so as to ensure the most effective use of technical and financial resources”. (WT/MIN(01)/ST/97,
11 November 2001).

* This business plan was adopted by the five coordinating agencies on 10 September 2004. More information on the operation
of this facility is contained in G/SPS/GEN/486, 21 April 2004. This Business Plan is contained as an attachment to G/SPS/GEN/523,
21 October 2004.

3 http://www.standardsfacility.org. It currently contains information from 2001 up until 2003 (only partial for 2003).

*2 This builds on proposals from New Zealand and Canada, in particular with respect to the idea of "notifications” and the need
for the process to be "user-driven" (G/TBT/W/212, 27 June 2003; G/TBT/W/216, 30 June 2003; and G/TBT/W/233, 20 October 2003.
Other Members have made similar points in various submissions, for example, the United States in G/TBT/W/220, 30 June 2003, para. 9.

33 For the importance of sequencing, see New Zealand in G/TBT/W/203, 4 April 2003.

* For example, in developing requests for technical assistance, it may become clear what needs to be done "at home”" to
complement activities by donors. A useful example of such “internal measures” is set out in a submission by the Philippines in 2001
(G/TBT/W/166, 26 June 2001, para. 22). Other assistance may be best requested from particular IGOs. An example of this could be
activities underway that aim at increasing the participation of developing countries in the work of relevant international standard-setting
organizations (some of these are listed in G/TBT/W/172, 27 February 2002).
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Option 3: Formal body with a management role

18. This option concerns the creation of a formal body (task force or steering committee) to
manage the technical assistance issues that have arisen in the TBT Committee.”> It has been proposed
that such a body would be composed of Members from both donor and beneficiary countries and be
open to relevant international organizations.

19. This body's role would be to ensure that technical assistance is targeted, sequenced and better
coordinated. Its functions could include: matching individual country needs and available technical
assistance programmes; developing an implementation plan for technical assistance programmes;
fostering the indication of new needs to be appraised and incorporated by donors; co-operating with
beneficiary countries' experts in identifying areas of priorities; assisting in praising the necessary
funding for a given programme; following-up on identifying needs that have not been met; and,
regularly documenting and disclosing success cases.

Final remarks

20. In selecting any future course of action, the Committee should focus on what is the most
appropriate approach to take while being aware of its own constraints. I would stress the need for
Members to be pragmatic and avoid unnecessary costs and duplication of work. Whatever course of
action the Committee decides to take, in my view, it should be simple, dynamic, and both user-
friendly and user-driven.
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» Egypt (G/TBT/W/225, 14 July 2003) and Brazil (G/TBT/W/232, 21 October 2003).
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Committee on Technical Barriers to Trade

22-23 MARCH 2005 TBT COMMITTEE MEETING

Annotated Draft Agenda


The Committee on Technical Barriers to Trade will hold its next regular meeting on Tuesday, 22 March, starting at 3 p.m. and continuing on Wednesday, 23 March, as necessary.  The purpose of this note is to provide background information on the points proposed for the agenda.  


Members' attention is drawn to the fact that, with the exception of some essential reference documents, only new documents will be provided in the document set.  

_______________


An informal meeting of the TBT Committee will be held in the morning of Tuesday, 22 March, starting at 10 a.m.  As set out in the Chairman's fax of 22 February 2005, at this informal meeting, the Chairman will seek Member's views and comments on the Issues and Options Paper circulated on 21 February 2005 (JOB(05)/20).   Should Members wish to raise any other issue at the informal meeting, they are encouraged to let the Chairman or the Secretariat know in advance of the meeting.
_______________


Delegations are reminded that the regular meeting will be preceded, on Monday, 21 March, by a TBT Workshop on Supplier's Declaration of Conformity.  The workshop will start at 10 a.m.  The draft programme is contained in document JOB(05)/2/Rev.1.  The Secretariat has issued a background note to assist Members in their preparation for the workshop in document JOB(05)/30.


It is recalled that all Members need to communicate the names of their capital-based participants (other than funded participants from developing country Members whose names have already been communicated to the WTO).  These names should be sent to Mrs. Jane Golding (Jane.Golding@wto.org) with a copy to:  BAI@wto.org.  

_______________


The following are the proposed agenda Items for the 22-23 March 2005 formal meeting of the TBT Committee:

Adoption of the agenda


The agenda is contained in WTO/AIR/2517, circulated on 22 February 2005.  Delegations are invited to indicate any items they may wish to raise under "Other Business" (Item 7).

Implementation and Administration of the Agreement

Statements from Members under Article 15.2

A list of statements made under Article 15.2 can be found in document G/TBT/GEN/1/Rev.2.  A number of Members have yet to submit their statement on implementation under Article 15.2.  The following statements on Article 15.2 have been issued since the last meeting:


(
Sierra Leone (G/TBT/2/Add.83); 


(
Republic of Macedonia (G/TBT/2/Add.84); and


(
Republic of Rwanda (G/TBT/2/Add.85); 

An updated list of enquiry point contacts has been circulated in document G/TBT/ENQ/26.  The latest information on Members' enquiry points is also available on the TBT web-page.
  Delegations are invited to communicate any changes or updates to the Secretariat.  The webpage will be updated accordingly and changes taken into account in the next revision of the ENQ document.  

Specific Trade Concerns


Under this sub-item, those delegations wishing to address specific trade concerns in relation to the implementation and administration of the Agreement will be invited to do so.  Any delegation who wishes to raise a new specific trade concern is encouraged to inform the Member whose measure is concerned, as well as the Chairman through the Secretariat, in advance of the meeting.  In line with the recommendation contained in paragraph 28 of the Third Triennial Review
, Members are encouraged to share with the Committee, on a voluntary basis, any follow-up information on issues that have previously been raised in regard to their technical regulations and conformity assessment procedures.


At the last meeting, the Committee heard an exchange of views relating to the following issues (relevant documents in parenthesis):


1.
Mexico: Pre-Packaged Products (G/TBT/N/MEX/95);


2.
European Communities: Hip, Knee and Shoulder Joint Replacements (G/TBT/N/EEC/70);


3.
Peru: Labelling of Footwear (G/TBT/N/PER/4);


4.
Belgium: Ban on the Importation and Commercialization of Seal Skins and Seal Derived Products;


5.
Jordan:  International Product Conformity Certification Program -  DAMAN (G/TBT/W/241);


6.
European Communities:  Regulation on the Registration, Evaluation and Authorisation of Chemicals – "REACH" (G/TBT/W/208 and G/TBT/N/EEC/52 and Add.1.);


7.
Argentina:  MERCOSUR Regulation on Definitions Relating to Alcoholic Beverages Other than Fermented (G/TBT/N/ARG/159);


8.
Argentina:  Legal Appellation System for Wine Products (G/TBT/N/ARG/107);


9.
European Communities:  Regulation on Certain Wine Sector Products (G/TBT/N/EEC/15, Corr.1-2 and G/TBT/N/EEC/57);


10.
Brazil:  Decree on Beverages and Spirits (G/TBT/N/BRA/135 and G/TBT/N/BRA/160);


11.
Korea:  Import of Fish Heads;


12.
Switzerland:  Ordinance on the Emission Level of Passenger Cars with Compression Ignition Engines (G/TBT/N/CHE/39);


13.
United States:  Measure on Refillable Lighters;


14.
New Zealand:  Ban on the Importation of Trout;


15.
Netherlands: "Vos" Bill on Wood Products (G/TBT/N/NLD/62);


16.
United Arab Emirates:  Conformity Assessment System and Halal Certification;


17.
Mexico:  Standard for Glazed Pottery Ware, Glazed Ceramic Ware and Porcelain Ware (G/TBT/N/MEX/69); and,


18.
European Communities:  Traceability and Labelling of Biotech Food and Feed Products (G/TBT/N/EEC/6-7 and Add.1-3; G/TBT/N/EEC/53 and Add.1).

Other Matters


Members that wish to raise any other matter relevant to the implementation and administration of the Agreement will be invited to do so under this sub-item.  

Triennial Review

Issues Arising from the Third Triennial Review

Good Regulatory Practice

At the last meeting, the Chairman recalled that having exchanged experiences related to the "identification of elements of good regulatory practice", the Committee also needed to address the other recommendations relevant to the issue of Good Regulatory Practice.  In this vein, he recalled that pursuant to paragraph 14, the Committee was to hold focused discussions "on, inter alia, choice of policy instruments, mandatory versus voluntary measures,  and the use of regulatory impact assessments to facilitate good regulatory practice" (emphasis added).  Moreover, the Committee was to "initiate a process of sharing experiences on equivalency in the Committee particularly with regard to how the concept is implemented in practice".  Delegations may wish to consider the follow-up on the above recommendations.

Transparency Procedures

In response to a request from Canada at the last meeting, the Secretariat will provide information on the feasibility of creating an on-line notification facility.
  Members may wish to consider whether there are any additional issues with respect to the follow-up on the Third Triennial Review that need to be addressed.  

Conformity Assessment Procedures

Paragraph 40 sets out a work programme intended to improve Members' implementation of Articles 5-9 of the Agreement, and to promote a better understanding of Members’ conformity assessment systems.  On SDoC, the Chairman will report on the previous day's workshop.  Regarding accreditation, Members may wish to consider how best to fulfil the recommendation to invite users of accreditation, such as certification bodies, to share their experiences with the TBT Committee.  Under this sub-item, delegations may raise any other issues related to conformity assessment.

Technical Assistance 

The Chairman will report on the informal consultations held on 22 March 2005 (JOB(05)/20).  

Other Elements 

Delegations wishing to address any issue under "Other Elements", referred to in paragraphs 58 – 61, will be invited to do so.  On the issue of terms and definitions (paragraph 61), the representative of the ISO intends to make a statement on the new ISO/IEC Guide 2: 2004 and the new standard ISO/IEC 17000: 2004 Conformity assessment – vocabulary and general principles.

(b)
Preparation of the Fourth Triennial Review


At its meeting of 4 November 2004, the Committee endorsed a Work Programme for the preparation of the Fourth Triennial Review of the implementation and operation of the TBT Agreement, pursuant to Article 15.4 (Annex 1 to this note).
  In this Work Programme it is proposed that the review work be initiated at the current meeting with a preliminary identification of topics for review.  A list of topics suggested by the United States and China is contained in Annex 2 to this note.

Technical Co-operation


Members and Observers will be invited to give information on their respective technical assistance activities.  The representative of the ITC has indicated his intention to update the Committee on relevant work.  The Secretariat will report on its technical assistance activities.

Tenth Annual Review

The Implementation and Operation of the Agreement (Article 15.3)


The Tenth Annual Review is contained in document G/TBT/15.  Delegations are invited to give any comments and corrections they may have to the Secretariat in advance of the next meeting.  

The Code of Good Practice (Annex 3)


Relevant lists of standardizing bodies that have accepted the Code of Good Practice are contained in documents G/TBT/CS/1/Add.9 and G/TBT/CS/2/Rev.11.  In addition, the 2005 ISO/IEC WTO Standards Code Directory (Tenth Edition) will be made available to delegations as a room document.

Updating by Observers

Requests for Observer Status


The list of observer organizations and international intergovernmental organizations whose requests for observer status are pending, is contained in G/TBT/GEN/2.  This list remains unchanged since the previous meeting.

Updating by Observers


Observers who wish to update the Committee on relevant work will be invited to do so.  

Other Business


Any issues raised by Members under "Adoption of the Agenda" (Item 1, above) will be addressed under this Item.

Election of Chairperson


Consultations are currently being carried out on the selection of Chairpersons under the Council for Trade in Goods.

Date of Next Meeting


The next regular meeting of the Committee is scheduled for 16-17 June 2005.   These dates are subject to confirmation.

ANNEX 1

FOURTH TRIENNIAL REVIEW

Work Programme

	Dates / Time Frame
	Proposed Action

	Identification phase

	mid-February 2005
	Preliminary identification of topics for review by delegations

	22-23 March 2005
	Listing of topics and organization of discussion

	Discussion phase

	end-April 2005
	Circulation of Secretariat note on topics to be discussed at the next meeting

	mid-May 2005
	Submissions by delegations on topics to be discussed at the next meeting

	Second meeting in 2005
	Discussion on topics identified

	mid-September 2005
	Circulation of Secretariat note on topics to be discussed at the next meeting

	mid-October 2005
	Submissions by delegations on topics to be discussed at the next meeting 

	Third meeting in 2005
	Discussion on topics identified

	end-January 2006
	Submission by delegations of proposals for recommendations 

	end-February 2006
	Circulation by the Secretariat of draft of factual elements of the review 

	First meeting in 2006 
	Stocktaking:  

Discussion of draft of factual elements of the review as well as any proposed recommendations.

	Drafting phase

	mid-June 2006
	Circulation of first draft text of the Fourth Triennial Review, including both the factual part and any recommendations on which there is general agreement

	Second meeting in 2006
	Discussion of draft text of the Fourth Triennial Review

	mid-September 2006
	Circulation of the draft final text of the Fourth Triennial Review

	Third meeting in 2006
	Adoption of the final text of the Fourth Triennial Review


ANNEX 2

FOURTH TRIENNIAL REVIEW

Preliminary Identification of Topics

(as of 4 March 2005)

In the Work Programme for the Fourth Triennial Review, it is proposed that the review work be initiated at the first meeting of the TBT Committee in 2005 with a preliminary identification of topics for review.  What follows is the list of topics that have been proposed to date (with the Member proposing the topic in parenthesis).

1.
Implementation and administration of the Agreement (US)

2.
Good regulatory practice (US)

3.
Transparency (China)

4.
Conformity assessment (US)

5.
Technical assistance (China)

6.
Intellectual property rights issues in standardization (China)

__________

TBT Workshop on Supplier's Declaration

Report by Chairman to TBT Committee

At the Third Triennial Review of the TBT Agreement, concluded in November 2003, the Committee agreed to a work programme on conformity assessment to improve Members' implementation of Articles 5-9 of the TBT Agreement and, in particular, to promote a better understanding of conformity assessment systems (G/TBT/13, paragraph 40).  Yesterday, in response to the recommendation contained in G/TBT/13 (paragraph 40, second tiret) the Committee held a workshop on this subject. It was essentially a "learning event" where delegations exchanged information and experiences on the SDoC, which, I recall, is one element of the Committee's broader work programme on conformity assessment.

In terms of the structure of the workshop, we first heard two general presentations:  the WTO Secretariat gave an overview of the key issues raised in relation to SDoC based on the submissions and statements made in the TBT Committee to date (JOB(05)/30).   Second, the ISO described the new ISO/IEC Standard on Supplier's Declaration of Conformity (ISO/IEC 17050).  There were six presentations on the "Government's Perspective" and three presentations on the "Manufacturer's / Supplier's Perspective" (industry).  Each presentation was followed by discussion.

I would like to highlight a few points made both in the presentations and ensuing discussions.

It was emphasized that SDoC is one option among various approaches available to facilitate the acceptance of conformity assessment results (other approaches remain an option).  In this regard, it remains the prerogative of governments to choose what regulatory regime to put in place so as to ensure (and achieve confidence) that products conform to requirements and meet legitimate policy objectives (such as the protection of human health or safety).

In making a decision as to whether to use SDoC or not, several factors may come to bear.  One factor that was mentioned frequently at the workshop was the level of risk involved in the area of application.  While some speakers noted that SDoC was primarily used for products with low risk to the consumer or the environment (Chinese Taipei, Brazil and Mexico), others made the point that SDoC could also be adapted to risk (Canada) and be used in relatively high-risk areas (vehicle safety standards in Korea and electrical products in the EC).  

For industry, SDoC may be cost effective in that, for instance, third party certification costs are avoided.  This saves valuable time.  SDoC can also facilitate the portability of results and avoid what one speaker referred to as "over-built" conformity assessment requirements.  In light of this, it is not surprising then, as we heard, that the industry was the main driver behind the development of the IEC/ISO Standard on SDoC.  The point was made by a number of speakers that in those countries (and sectors) where industry uses SDoC there are potential benefits to consumers in terms of greater choice of products and lower prices.  

However, there are potential regulatory costs as well – and these may be particularly burdensome for developing countries.  It would appear that there is a need for each Member to find a balance between the benefits of using SDoC and, on the other hand, the administrative or regulatory costs that may be incurred in setting up the needed infrastructure.   For example, in terms of infrastructure, several participants and speakers emphasized the need to establish a functioning market surveillance mechanism which would enable regulators to deal with non-compliance (enforcement).  We heard how this was done in the automobile sector in Korea, and with electrical products in the EU.

Moreover, a number of developing countries stressed their need for technical assistance and resources both in order to participate more effectively in the international standard-setting process but also – and perhaps key – so as to be able to implement the use of SDoC (based on the international standard).  In most cases, the industries in developing countries were small and medium-sized and it was felt by some that these countries had not, as yet, built enough confidence to make the transition (where that is desirable) to the use of  SDoC. It was noted that, in fact, the transition to SDoC, in certain sectors, from third party certification had taken many years in the EU (10-15 years).  Yet, for developing countries time was pressing:  it was important to establish the appropriate conformity assessment infrastructure that could bring with it the necessary confidence in markets for products of export interest also to their economies.  

It is clear from this report that the discussions yesterday were substantive.  I would say that, overall, the workshop lent some more clarity to a complex and technical area of conformity assessment.  This was the objective of the workshop.  

Thank you.

__________
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� This document has been prepared under the Secretariat's own responsibility and without prejudice to the positions of Members and to their rights and obligations under the WTO.


� "Minutes of the Meeting of 23 March 2004", 19 April 2004, G/TBT/M/32, para. 86.


� "Third Triennial Review of the Operation and Implementation of the Agreement on Technical Barriers to Trade", 12 November 2003, G/TBT/13.


� Ten Members have submitted documents dealing, exclusively or in part, with the issue of SDoC.  The documents submitted are listed below in Annex 1 at page � PAGEREF _Ref92855707 \h ��16�.


� SDoC is also referred to as "manufacturer’s declaration of conformity" or "self-declaration of conformity".  See "Report of the Special Meeting of the TBT Committee dedicated to Conformity Assessment Procedures held on 29 June 2004", 21 October 2004, G/TBT/M/33/Add.1, Statement by the European Communities, para. 36.


� A "supplier" is understood here in its broad meaning as the party that supplies the product and may be a manufacturer, distributor, importer, assembler, etc.


� The Explanatory note of Annex 1.3 indicates also that any combination of these procedures is covered by the definition.


� "General terms and their definitions concerning standardization and related activities", ISO/IEC Guide 2: 1991, Sixth edition, page 32.  Since the 1991 version of Guide 2 (which is the one referred to in the TBT Agreement), two other versions have been issued by ISO/IEC in 1996 and in 2004.  In the 1996 version, the definition of "supplier's declaration" has not changed but is now found under paragraph 15.1.1.  In ISO/IEC Guide 2: 2004, the conformity assessment definitions have been deleted and replaced by a reference to a standard ISO/IEC 17000: 2004 "Conformity assessment – Vocabulary and general principles".  However, the definition of some terms specific to a particular conformity assessment activity, such as supplier's declaration, is not contained in ISO/IEC 17000: 2004 but in the international standards or guides related to that activity.  For suppliers' declaration, the relevant international standards are ISO/IEC 17050-1 on "Conformity assessment – Supplier's declaration of conformity – Part 1: General requirements" and ISO/IEC 17050-2 on "Conformity assessment – Supplier's declaration of conformity – Part 2: Supporting documentation".  In ISO/IEC 17050-1, it is noted that SDoC is "a "declaration" as defined in ISO/IEC 17000, i.e. first-party attestation".


� "First Triennial Review of the Operation and Implementation of the Agreement on Technical Barriers to Trade", 19 November 1997, G/TBT/5, para. 26.


� Ibid.


� The indicative list of approaches to facilitate the acceptance of conformity assessment results also included:  mutual recognition agreements for conformity assessment to specific regulations;  in the voluntary sector, co-operative arrangements between domestic and foreign conformity assessment bodies;  the use of accreditation to qualify conformity assessment bodies; government designation; and unilateral recognition of results of foreign conformity assessment, see "Second Triennial Review of the Operation and Implementation of the Agreement on Technical Barriers to Trade", 13 November 2000, G/TBT/9, para. 26.


� Ibid., para. 32.


� Third Triennial Review, G/TBT/13, op. cit., paras. 33-36.


� Ibid., para. 40.


� Tiret 34 of the outstanding implementation issues reads: "Acceptance by developed-country importers of self-declaration regarding adherence to standards by developing-country exporters.  This provision should be introduced in Article 12", JOB(01)/152/Rev.1, page 2. 


� Paragraph 12 of the Doha Ministerial Declaration provides that "the other outstanding implementation issues shall be addressed as a matter of priority by the relevant WTO bodies, which shall report to the Trade Negotiations Committee ... by the end of 2002 for appropriate action".  "Ministerial Declaration, Adopted on 14 November 2001", 20 November 2001, WT/MIN(01)/DEC/1.


� "Report on Outstanding Implementation Issues in Accordance with Paragraph 12 of the Ministerial Declaration", 23 October 2002, G/TBT/W/191.


� Ibid., para. 4.


� Ibid.


� Ibid.


� "TBT Outstanding implementation (Paragraph 12(b)), TBT tirets 33 and 34", Report of Mr. Sudhakar Dalela, 29 November 2004, faxed to Members on 30 November 2004.


� Second Triennial Review, G/TBT/9, op. cit., para. 33.


� Third Triennial Review, G/TBT/13, op. cit., para. 35.


� Ibid., para. 35.


� Ibid., para. 34.


� Ibid.


� "Third Triennial Review of the TBT Agreement", Submission from Brazil, 27 June 2003, G/TBT/W/215, para. 19 and "Statement by Brazil on Supplier’s Declaration of Conformity", 12 August 2004, G/TBT/W/240, para. 11;  "Supplier's Declaration of Conformity", Submission by the European Communities, 30 June 2003, G/TBT/W/218, para. 8;  Statement by the European Communities, G/TBT/M/33/Add.1, op. cit., para. 38; and Statement by New Zealand, G/TBT/M/33/Add.1, op. cit., para. 58.


� See inter alia Second Triennial Review, G/TBT/9, op. cit., para. 33.


� G/TBT/M/33/Add.1, op. cit., para. 59.


� Ibid., para. 13.


� Submissions by Brazil, op. cit., G/TBT/W/215, para. 20 and G/TBT/W/240, para. 12.


� G/TBT/M/33/Add.1, op. cit., para. 38.


� Ibid., para. 47.


� Submissions by Brazil, op. cit., G/TBT/W/215, para. 21 and G/TBT/W/240, para. 16.


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 4;  and "Implementation of Supplier’s Declaration of Conformity", Submission by the Separate Customs Territory of Taiwan, Penghu, Kinmen and Matsu, 12 March 2003, G/TBT/W/195, para. 8.


� "Follow-up Report on the Implementation of Supplier's Declaration of Conformity", Submission by the Separate Customs Territory of Taiwan, Penghu, Kinmen and Matsu, 16 March 2004, G/TBT/W/195/Add. 1, para. 5.


� "Canada’s Approach to Voluntary Conformity Assessment", Submission by Canada, 20 June 2003, G/TBT/W/210, para. 9.


� Statement by New Zealand, G/TBT/M/33/Add.1, op. cit., para. 58.


� Submission by Chinese Taipei, G/TBT/W/195, op. cit., para. 8.


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 4.


� Ibid.


� Ibid.


� "Conformity Assessment Procedures: Supplier’s Declaration of Conformity", Contribution from the United States, 7 April 1998, G/TBT/W/63, para. 4. 


� Ibid., para. 5 and Submission by Chinese Taipei, G/TBT/W/195, op. cit., Appendix I, page 5.


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 4.


� Ibid.


� Submissions by Brazil, op. cit., G/TBT/W/215, para. 21 and G/TBT/W/240, para. 16.


� Submission by Canada, op. cit., G/TBT/W/210, para. 9; and Submission by the European Communities, G/TBT/W/218, op. cit., para. 4.


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 4.


� Submissions by Brazil, op. cit., G/TBT/W/215, para. 21 and G/TBT/W/240, para. 16.


� Ibid.


� See for instance, Third Triennial Review, G/TBT/13, op. cit., para. 35; and "The Third Triennial Review", Submission by Thailand, 17 October 2003, G/TBT/W/230, para. 7.


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 11.


� Directive 1999/34/EC of the European Parliament and of the Council on the approximation of the laws, regulations and administrative provisions of the member States concerning liability for defective products. 


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 11.


� Ibid.


� Ibid.


� Statement by the European Communities, G/TBT/M/33/Add.1, op. cit., para. 44.


� The example given refers to motor vehicles and motor vehicles equipment.  Contribution from the United States, G/TBT/W/63, op. cit., para. 4.


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 9 and statement by the European Communities, G/TBT/M/33/Add.1, op. cit., para. 41.


� Submission by Brazil, op. cit., G/TBT/W/240, para. 14.


� Statement by the European Communities, G/TBT/M/33/Add.1, op. cit., para. 41.


� Ibid.


� Contribution from the United States, G/TBT/W/63, op. cit., para. 8.


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 10.


� Ibid.


� Submission by Brazil, op. cit., G/TBT/W/240, para. 15.


� G/TBT/M/33/Add.1, op. cit., para. 9.


� Submission by Brazil, op. cit., G/TBT/W/240, para. 16.


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 9.


� Statement by the European Communities, G/TBT/M/33/Add.1, op. cit., para. 51.


� Ibid.


� Ibid.


� Ibid., para. 46.


� Ibid.


� Statement by Chinese Taipei, G/TBT/M/33/Add.1, op. cit., para. 22.


� Submission by Chinese Taipei, G/TBT/W/195/Add. 1, op. cit., para. 10.


� Statement by Chinese Taipei, G/TBT/M/33/Add.1, op. cit., para. 25.


� Ibid. and Submission by Chinese Taipei, G/TBT/W/195/Add. 1, op. cit., para. 4.


� Statement by Chinese Taipei, G/TBT/M/33/Add.1, op. cit., para. 25;  Chinese Taipei, W/195/Add. 1, ibid., para. 4.


� Statement by Chinese Taipei, G/TBT/M/33/Add.1, ibid., para. 25.


� Ibid., para. 26.


� Ibid.


� Contribution from the United States, G/TBT/W/63, op. cit., para. 5.


� Ibid.


� Ibid., para. 7.


� Ibid.


� Third Triennial Review, G/TBT/13, op. cit., para. 34.


� ISO/IEC 17050-1 and 17050-2 were approved and published in 2004.


� For instance, "Conformity Assessment Procedures", Note from Thailand, G/TBT/W/111, para. 2;  Submission by Thailand, G/TBT/W/230, op. cit., para. 6;  and Submission by Brazil, op. cit., G/TBT/W/240, para. 10.


� "Third Triennial Review of the TBT Agreement", Submission by Japan, 1 July 2003, G/TBT/W/222, para. 8.


� See "Third Triennial Review: Conformity Assessment and Transparency", Submission by Egypt, 7 July 2003, G/TBT/W/224, para.8.


� Third Triennial Review, G/TBT/13, op. cit., para. 34.


� "Second Triennial Review of the Operation and Implementation of the TBT Agreement", Note from Canada, 22 September 2000, G/TBT/W/143, para. 11 and submission by Canada, G/TBT/W/210, op. cit., para. 9.


� G/TBT/W/143, ibid., para. 11.


� G/TBT/W/222, op. cit., para. 8.


� G/TBT/M/33/Add.1, op. cit., para. 59.


� Ibid.


� Ibid., para. 49.


� Ibid., para. 53.


� Ibid.


� Ibid.


� Ibid., para. 24.


� Ibid.


� Contribution from the United States, G/TBT/W/63, op. cit., para. 5.


� See "Development Manual 2: Conformity assessment", ISO, Second edition, 1998, p. 47.


� See G/TBT/W/63, op. cit., para. 3.


� Ibid.


� G/TBT/M/33/Add.1, op. cit., para. 5.


� Ibid., para. 39. In the European Communities, SDoC is used within the framework of the New Approach Directives, which consist of regulations covering a wide range of industrial products.  The Directives describe the essential public interest requirements covered (i.e. safety, health and environmental protection), the relevant conformity assessment procedures tailored to the specific risks inherent in the product family, and the "CE" marking to be affixed on products by the supplier before placing them on the market.  Ibid., para. 37 and Submission by the European Communities, G/TBT/W/218, op. cit., para. 3.


� G/TBT/W/63, op. cit., para. 4.


� See for instance, Chinese Taipei, G/TBT/W/195, op. cit., para. 7.


� G/TBT/M/33/Add.1, op. cit., para. 11.


� Ibid., para. 122.


� On Notified Bodies see above at paragraph � REF _Ref97609832 \n \h � \* MERGEFORMAT �32�.


� G/TBT/M/33/Add.1, op. cit., para. 40.


� Ibid., para. 9.


� G/TBT/W/195, op. cit., para. 7.


� G/TBT/M/33/Add.1, op. cit., para. 123.


� Ibid., para. 9.  


� G/TBT/W/195, op. cit., para. 7.


� G/TBT/M/33/Add.1, op. cit., para. 37 and G/TBT/W/218, op. cit., para. 3.


� Contribution from the United States, G/TBT/W/63, op. cit., para. 5.


� G/TBT/M/33/Add.1, op. cit., para. 17.


� G/TBT/W/195, op. cit., para. 7.


� G/TBT/M/33/Add.1, op. cit., para. 40.


� G/TBT/W/195, op. cit., para. 7.


� G/TBT/M/33/Add.1, op. cit., para. 40.


� EMC and EMI are abbreviations of Electro-Magnetic Compatibility and Electro-Magnetic Interference, respectively.


� See "Guidelines for EMC/EMI Conformity Assessment Procedures", G/IT/25, 17 February 2005.


� Ibid., page 2.


� Ibid., page 1.


� Third Triennial Review, G/TBT/13, op. cit., para. 33.


� For instance Contribution from the United States, G/TBT/W/63, op. cit., para. 8.; Note from Thailand, G/TBT/W/111, op. cit., para. 1;  submission by Thailand, G/TBT/W/230, op. cit.  para. 6.


� Statement by the European Communities, G/TBT/M/33/Add.1, op. cit., para. 42.


� Statement by New Zealand, G/TBT/M/33/Add.1, op. cit., para. 58.


� Third Triennial Review, G/TBT/13, op. cit., para. 33;  Submissions from the European Communities, "Third Triennial Review of The TBT Agreement", 14 March 2003, G/TBT/W/197, para. 10 and "Conformity Assessment: A Framework to improve the Application of the TBT Agreement", 30 June 2003, G/TBT/W/217, para. 15.


� Statement by New Zealand, G/TBT/M/33/Add.1, op. cit., para. 58 and Contribution from the United States, G/TBT/W/63, op. cit., para. 8.


� G/TBT/W/63, ibid., para. 7.


� Statement by New Zealand, G/TBT/M/33/Add.1, op. cit., para. 58.


� Note from Thailand, G/TBT/W/111, op. cit., para. 1;  submission by Thailand, G/TBT/W/230, op. cit.  para. 6.


� Contribution from the United States, G/TBT/W/63, op. cit., para. 8.


� Second Triennial Review, G/TBT/9, op. cit., para. 32 and G/TBT/W/63, ibid., para. 8.
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� Statement by New Zealand, G/TBT/M/33/Add.1, op. cit., para. 58.


� Contribution from the United States, G/TBT/W/63, op. cit., para. 5.


� Statement by New Zealand, G/TBT/M/33/Add.1, op. cit., para. 58.


� Contribution from the United States, G/TBT/W/63, op. cit., para. 7.
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� Second Triennial Review, G/TBT/9, op. cit., para. 33.


� Submission by Thailand, G/TBT/W/230, op. cit., para. 7.


� Submission by the European Communities, G/TBT/W/218, op. cit., para. 14 and Statement by the European Communities, G/TBT/M/33/Add.1, op. cit., para. 42.


� Submission by Chinese Taipei, G/TBT/W/195, op. cit., para. 13.
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� This document has been prepared under the Secretariat's own responsibility and is without prejudice to the positions of Members and to their rights and obligations under the WTO.
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