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一、中文計畫名稱： 

因應歐盟 REACH 加強化學品管理計畫 

二、英文計畫名稱： 
Project to Enhance Chemicals Management in accordance with EU REACH 
Regulations 

三、計畫編號： 
EPA-99-J104-02-106 

四、執行單位： 
財團法人安全衛生技術中心 
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李政憲 
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八、報告完成日期： 
99/12/31 

九、報告總頁數： 
95 頁 

十、使用語文： 
中文、英文 

十一、報告電子檔名稱： 
EPA-99-J104-02-106.pdf 

十二、報告電子檔格式： 
PDF 

十三、中文摘要關鍵字： 
毒性化學物質管理法、註冊、既有化學物質、新化學物質、既有化學物

質清單、登錄、篩選、歐盟新化學品政策、歐洲化學總署、高度關切物

質、註冊號碼 

十四、英文摘要關鍵字： 
TCSCA, registration, existing chemical substance, new chemical substance, 
existing chemicals inventory, screening, EU REACH Regulation, European 
Chemicals Agency, SVHC, registration number  
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十五、中文摘要 

本計畫以我國行政院環保署毒性化學物質管理法(簡稱毒管法)為基礎，已完成

現行毒管法與歐盟 REACH 法規之機制差異分析，並完成研擬參採歐盟 REACH

法規精神之修法策略建議，建議納入既有化學物質及新化學物質登錄的源頭管制

規畫，以完備現行毒性化學物質之篩選管理機制，並已完成規劃毒性化學物質管

理法修正方案與配套措施。本計畫已完成提出化學物質註冊資訊工作項目之分析

與建議，與完成研擬物質註冊資訊工作項目之配套措施指引。同時完成規劃結合

化學物質清單資料庫建置及管理作法策略建議，並完成研擬適用我國新化學物質

申報管理之推動期程方案及執行相關業務技術支援單位運作方式之建議。本計畫

並參考國際間高度關切物質管理機制的評估與運作方法，完成高度關切物質修法

建議。 

十六、英文摘要 
Based on the Toxic Chemicals Substances Control Act (TCSCA) of Taiwan’s 

Environmental Protection Administration, Executive Yuan, the discrepancies between 
the mechanisms of Taiwan’s TCSCA and the EU REACH Regulations were addressed 
and analyzed in this report. The recommendations of regulation amendment strategies 
were provided.  The core values of the EU REACH were suggested to be adopted in 
Taiwan’s TCSCA by incorporating the existing chemical substances and new chemical 
substances’ registration mechanism into the current system in order to improve the 
current toxic substances’ screening mechanism. In this project, suggestions on 
chemical substances registration data requirements were proposed and analyzed. 
Planning of existing chemicals inventory database establishment and management 
strategies are completed. Plans for Taiwan’s new chemical substances notification 
management and operation mechanisms of relevant technical supporting units to 
conduct relevant work are completed. This project also referenced the evaluation and 
operation mechanisms of the substances of very high concern (SVHCs) in other 
countries and provided the recommendations for amendment of the TCSCA.  
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CLP Regulation (EC) No 10272/2008 on 

classification, labelling and 

packaging of substances and 

mixtures 

歐 盟 化 學 品 分 類 、 標 示 與

包 裝 法 規  

CMR  Carcinogen, Mutagen, & Toxic for 

Reproduction 

致癌性、致突變性、致生殖毒

性物質 

conviction on 

indictment 

conviction on indictment 檢控定罪 

CoRAP Community Rolling Action Plan 歐盟境內滾動行動計畫 

CRC-SEPA Chemical Registration Center of 

State Environmental Protection 

Administration 

中國國家環境研究院化學品登

記中心 

CSA Chemical Safety Assessment 化學安全評估 

CSR Chemical Safety Report 化學安全報告 

DfE Design for the Environment 美國環保署為環境設計計畫 

DNEL D e r i v e d  N o  E ff e c t  L e v e l s  衍生無作用劑量 

ECB European Chemical Bureau 歐洲化學品管理局 

ECHA European Chemicals Agency  歐洲化學總署 

EHS Environment, Health and Safety 環境、健康及安全 

EINECS European List of Notified Chemical 

Substances 

歐洲既有商業化學品目錄 

GHS Globally Harmonized System of 

Classification and Labelling of 

Chemicals 

化學品全球分類及標示調和制
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GLP Good Laboratory Practice 良好實驗室規範 

GPE Greatest Potential for Exposure 最大暴露潛勢 

HPV High Production Volume Challenge 美國環保署高產量物質計畫 



因應歐盟 REACH 加強化學品管理計畫 

 

英文縮寫 英文全名 中文全名 

Program 

ICCA International Council of Chemicals 

Association 

國際化學協會 

ICCM International Conference on 

Chemicals Management 

國際化學品管理會議 

ITeco non-human organisms 非人類有機物 

IThuman Inherently Toxic to Human 對人類具有的固有毒性 

IUCLID the International Uniform Chemical 

Information Database 

國際統一化學品資訊庫 

IUPAC International Union of Pure and 

Applied Chemistry 

國際純粹與應用化學聯合會 

JCR Joint Research Center 歐盟聯合研究中心 

LR Lead Registrant 代表註冊者 

METI Ministry of Economy, Trade and 

Industry 

經濟產業省 

MoU Memorandum of Understanding 合作備忘錄 
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MSDS material safety data sheet 物質安全資料表 

NAICS North American Industry 
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北美工業分類系統 

NICNAS National Industrial Chemicals 

Notification and Assessment 

Scheme 

澳洲國家工業化學品評估管理

機構 

NIER National Institute of Environmental 
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韓國國家環境研究所 

NITE National Institute of Technology 

and Evaluation 

日本獨立行政法人製品評價技

術基盤機構 

OECD Organization for Economic 

Co-operation and Development  

經濟合作發展組織 

OPPT Office of Pollution Prevention and 

Toxics 

美國環保署污染預防及毒性物

質管理辦公室 
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PBT Persistent, Bio-accumulative and 

Toxic Chemicals 

持久性、生物蓄積性與毒性化
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PNEL Predicted No Effect Level 推衍無作用劑量 

REACH  Registration, Evaluation, 

Authorization, and Restriction of 

Chemicals  

歐盟新化學品管理法規 

PFCs Perfluorocarbons 全氟碳化物 

PPORD Product and Process Oriented 

Research and Development 

定向生產和過程物質的研究與

開發 

PMN Premarket Notification 生產前通知 

PRTRs Pollutant Release and Transfer 

Registers 

污染物釋放與傳輸登錄制度 

REACH Registration, Evaluation, 

Authorization, and Restriction of 

Chemicals 

化學品的註冊、評估、授權、

限制法規 

RoHS Restriction of Hazardous 

Substances 

危害性物質限制指令 

SAICM Strategic Approach to 

International Chemicals 

Management 

國 際 化 學 品 管 理 策 略 方 針  

SDS Safety Data Sheet 安全資料表 

SIEF Substances Information 

Exchange Forum 

物 質 資 訊 交 換 論 壇  

SVHC Substance of Very High Concern 高度關切物質 

TCSCA Toxic Chemicals Substances 

Control Act 

中華民國行政院毒性化學物質

管理法 

TSCA Toxic Substances Control Act 美國環保署毒性物質控制法 

USEPA United States Environmental 

Protection Agency 

美國環保署 
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Biological materials 
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報告大綱 

本期末報告書為「因應歐盟 REACH 加強化學品管理計畫」，其報告架構和內

容如下所示： 

一、計畫概述： 

主要內容包含計畫背景、計畫目標、工作項目及內容，以及執行成果摘要。 

二、建立與歐盟相關組織之聯繫窗口及平台，取得歐盟 REACH 化學品登錄等相

關資訊 

(一) 蒐集分析歐盟 REACH 註冊相關規定 

(二) 建立與歐盟相關組織之聯繫窗口及平台 

三、參照歐盟 REACH 制度精神，分階段導入註冊等管理作法，協助研議修訂毒

性化學物質管理法 

(一) 我國現行的毒性化學物質管理法與歐盟作法之差異分析 

(二) 提出我國現行毒管法修法策略建議 

(三) 毒性化學物質管理法修正方案及配套措施建議 

(四) 歐盟 REACH 資訊工具分析與物質登錄資訊工作項目建議 

(五) 建議之物質登錄資訊工作項目指引說明 

四、運用跨部會合作機制及發展國際合作 

(一) 規劃由化學物質清單資料庫建議相關清單危害辨識運用與管理作法策

略建議 

(二) 新化學物質申報管理之推動期程方案及執行相關業務技術支援單位運

作方式之建議 

(三) 高度關切物質修法建議 

五、 其他臨時支援與交辦事項 

其他臨時支援與交辦事項列表說明 

六、結論與建議 

(一) 依據本計畫執行已完成之工作及結論 

(二) 建議後續工作重點 
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計畫成果摘要(詳細版) 

 
主計畫名稱：因應歐盟 REACH 加強化學品管理計畫 
計畫召集人及服務單位：李政憲，財團法人安全衛生技術中

心 
計畫期程：99 年 6 月 4 日起至 99 年 12 月 31 日止 
總經費：2350 千元 
 
序言 

化學品的健全管理（Sound Chemical Management），為國際共同

關注的永續發展課題。藉由完備一個國家的法規制度，以保障國民健

康與提升環境保護，已成為國際發展趨勢。聯合國國際化學品管理策

略方針 (Strategic Approach to International Chemicals Management, 

SAICM) 為求於 2020 年前達成永續發展目標，減少化學品在製造及使

用過程中對環境及人體健康的負面衝擊。包括歐盟於 2007 年實施新化

學品政策下的化學品註冊、評估、授權和限制法規（Registration, 

Evaluation, Authorization and Restriction of Chemicals, 以下簡稱

REACH 法規）為全球帶來化學品安全管理的新啟示，歐盟實施

REACH 之宗旨為歐盟會員國達成 2020 年聯合國 SAICM 目標之具體

作為。而日本、中國及美國、韓國、澳洲等各國近期也展開重新審視

其法規制度的完備性，相較於其他國家之整體機制，我國尚未完備源

頭管制登錄管理的機制，特別在既有化學物質清單建置、化學物質流

布掌握、新化學物質登錄管理等關鍵機制尚屬欠缺，相關評估等技術

能量仍有待發展建置。 

本計畫以歐盟 REACH 法規精神為基礎，完成規劃納入新化學物
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質登錄的源頭管制作法，結合我國跨部會既有化學物質清單建置及完

備危害辨識原則，並參考國際間高度關切物質管理機制的評估與運作

方法，對完備我國環保署毒性化學物質管理法中源頭管制的可能修正

方向完成規劃建議。  
 

總結 

我國在化學品管理如毒性化學物質管理法等制度，已具有與國際

接軌的初步基礎，國家既有化學物質清單已在建置中，新化學物質註

冊與評估機制則尚未完備相關法源規畫，另外包括危害化學品工廠流

布與環境傳輸登錄等基礎制度，已落後至亞太地區國家 5~15 年，包

括歐盟、中國、韓國、澳洲、菲律賓、日本、加拿大、美國等國家均

早已開始實施化學品源頭管制與流布掌握管理制度。有鑒於國際間密

切關注化學品安全管理，以及國人對於化學品安全使用仍期待高張，

我國在制度面與組織面有必要進行系統化的檢討，考量國情與階段性

目標作法，廣納利益關係人參與，提升我國化學品管理標準，以確保

化學品安全使用，保障國人健康，與持續朝環境永續發展的目標邁進。 
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計畫名稱：因應歐盟 REACH 加強化學品管理計畫 
計畫編號：EPA-99-J104-02-106 
計畫執行單位：財團法人安全衛生技術中心 
計畫主持人：李政憲 
計畫期程：99 年 6 月 4 日起至 99 年 12 月 31 日止 
計畫經費：2350 千元 

 
摘要 

本計畫以我國行政院環保署毒性化學物質管理法(簡稱毒管法)為

基礎，完成分析現行毒管法與歐盟 REACH 法規之機制差異，並參採

歐盟 REACH 法規精神，並已完成提供納入既有化學物質及新化學物

質登錄的源頭管制規畫，作為完備現行毒性化學物質篩選管理機制之

策略，並已完成提出化學物質登錄資訊項目之分析與建議。本計畫亦

結合我國跨部會既有化學物質清單建置及完備危害辨識原則，與參考

國際間高度關切物質管理機制的評估及運作方法，針對我國毒性化學

物質管理法源頭管制的可能修正方向完成規劃建議。 
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This project provided strategic planning and 
recommendations of amending the current Toxic Chemicals 
Substances Control Act (TCSCA) of Taiwan’s Environmental 
Protection Administration, Executive Yuan. The discrepancies 
between the mechanisms of Taiwan’s TCSCA and the EU 
REACH Regulations were addressed and analyzed in this report. 
The core values of EU REACH were suggested to be adopted in 
Taiwan’s TCSCA by incorporating the existing chemical 
substances and new chemical substances’ registration 
mechanism into the current system in order to improve the 
current toxic substances’ screening mechanism. Suggestions on 
chemical substances registration data requirements were 
proposed and analyzed. Combining with Taiwan’s interagency 
cooperation effort on existing chemicals inventory 
establishment and hazard identification principles, amendment 
of the TCSCA was planned also based on the evaluation and 
operation mechanisms of the substances of very high concern 
(SVHCs) in other countries. 

前言 

我國化學品管理依目的事業主管機關權責分工管理，過去侷限於

正面表列列管危害化學物質及毒化物，及著重在後端管末處置與災變

處置防救，無法因應在各種場所中運作種類繁多且日新月異的化學物

質潛在之危害。以國際標準與國家整體發展觀點來看，我國各化學品

主管之範圍未能涵蓋所有危害化學物質，缺乏化學品生命週期中從源

頭掌握本國境內化學品種類、流布及物質特性的法源與機制。 

歐盟 REACH 法規自 2007 年實施以來，其完善化學品管理政策的

創新思維，例如真正落實化學品源頭管制、要求高產量化學物質提交

更多危害或風險的評估資料、管制成品中可能預期會釋放或是高度關

切的物質、要求廠商以論壇形式合作完成註冊檔案提交。廠商需通報
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化學物質的危害分類與標示結果，以及藉由授權和限制的措施促使廠

商使用綠色替代性物質或是研發新的低危害性物質等作法，已經引起

許多國家跟隨其腳步進行化學品管理法規策略重整。REACH 法規提

供了一個化學品管理策略上創新的作法與可行的架構，建議我國主管

機關可藉此機會重新審視國內既有的管理架構，建立有效的化學品管

理策略，達到保護人體健康與生態環境的目標。 

執行方法 

本計畫針對我國行政院環保署現行毒性化學物質管理法與歐盟的

REACH 法規完成分析，以差異分析研究之結論為基礎，完成我國毒

管法修正策略以及配套措施建議研擬，包括歐盟 REACH 註冊工具研

析與我國化學物質登錄管理之配套措施與資料項目及指引建議。報告

中並已針對加拿大環境保護法的挑戰計畫、各國新化學物質申報與管

理，與國際間對於高度關切物質的管理與規範完成資料蒐集與分析，

供我國化學品管理法規未來實施機制參考。 

結果 

為完備我國行政院環保署毒性化學物質管理法，以納入源頭管制

之機制，建議實施化學物質之登錄管理，以完備毒化物篩選之前端作

業，包括新化學物質登錄，以及分階段指定公告要求一定量以上或可

能具有危害之既有化學物質進行登錄，並且提出物質特性或毒理等安

全資料，以供後續毒化物篩選評估作業之進行。登錄必須繳交之物質

資料以 REACH 要求之國際統一化學品資訊庫 (IUCLID, the 

International Uniform Chemical Information Database)格式及項目為參

考進行分析及建議，有鑒於歐盟的 REACH 已逐漸引領起國際間資料

交換之趨勢，採用 IUCLID格式將有利於未來資料與國際接軌之需求。
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本計畫中亦提供了建議物質登錄資訊項目之相關指引說明。 

本計畫研析比較 REACH 法規與加拿大挑戰計畫中之篩選機制，

建議我國既有化學物質之登錄以指定公告高噸數與高危害之物質優先

進行登錄作業，而化學物質之登錄作業則參考日、韓之作法以專責單

位之方式進行後續化學物質資料評估作業的支援。 

結論 

有鑑於行政院環保署現行毒性化學物質管理法管理，尚無由源頭

掌握國內使用新化學物質之機制，以及已在市場上產製使用流通之既

有化學物質因欠缺完整安全資訊，導致具有毒性或可能危害之化學物

質無法即時完成評估加以規範，恐造成危害國人健康及環境

之風險。為使我國毒性化學物質管制能朝健全化學品管理方向發展，

並符合國際化學品管理趨勢，於本計畫中參考目前國際公認最嚴密之

化學品管理制度：歐盟 REACH 制度，於毒管法中引用 REACH 之精

神，以源頭管制為基礎，包含化學物質登錄機制，要求化學品運作廠

商提供必要安全資訊，以供化學品生命週期資訊之完整評估，並針對

國際上高度關切物質之管制動態持續關注，以提供後續評估納入毒化

物管制與後續管理之依據，進而達成保護國人健康以及環境安全之目

標。 

建議事項 

建議主辦單位以分階段規劃推動化學物質登錄，結合國際交流與

跨部會合作機制，逐步完備我國毒化物管理機制，將源頭管制之精神

落實於國內運作之毒性化學物質，並考量以化學物質之安全使用為目

的，逐步規劃公開化學物質之安全資料。另建議考量在行政資源有限
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情況下，適度擴編調整人力，並將化學物質資料/審核評估之業務委由

外部技術支援單位執行，參考美國、歐盟等國家之綠色化學政策，逐

步擴大計畫推動，以提升廠商研究危害物質替代方案之意願，達到獎

勵使用低毒性物質及減廢之目標。 
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第一章 計畫概述 

章節摘要 

本章內容主要包含介紹計畫背景，以及年度目標，工作項目及內容說明，以

及計畫執行成果摘要。計畫執行內容分別於第二至第六章呈現。 
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1.1 計畫背景 

行政院環保署主辦 99 年度之「因應歐盟 REACH 加強化學品管理計畫」(以

下稱本計畫)，委託「財團法人安全衛生技術中心」負責執行，本計畫以歐盟 REACH

法規精神之概念和作法為參考基礎，因應 REACH 對全球化學品管理制度產生之

影響，提出我國化學品源頭管理提昇之制度規畫與能量建置之策略建議及具體作

法。 

1.2 年度目標 

本計畫主要以歐盟 REACH 法規為分析對象，在行政院環保署現行毒性化學

物質管理法(毒管法)中評估參採 REACH 精神，將源頭管制之精神納入現行毒管

法中，完備毒化物前端篩選機制。 

1.3 工作項目及內容 

本計畫共規劃四項主要工作項目: 

工作項目一：建立與歐盟相關組織聯繫平台，取得歐盟 REACH 化學品登錄

等相關資訊； 

工作項目二：參照歐盟 REACH 制度精神，分階段導入註冊等管理作法，協

助研議修訂毒性化學物質管理法； 

工作項目三：運用跨部會合作機制及發展國際合作，配合國家政策共同建置

既有化學物質清單與新化學物質申報管理與推動之先期規

畫； 

工作項目四：其他協助支援及臨時交辦事項。 

1.4 執行成果摘要 

本計畫自 99 年度 6 月 4 日開始執行至今，整體完成度為 100%。 

各主要工作項目之成果摘要說明如下： 

一、 蒐集歐盟 REACH 註冊相關資訊與進度。與歐洲化學總署 ECHA 及經濟合作

發展組織 OECD 建立交流平台，本計畫於 9 月派代表分別前往 ECHA 及

OECD 總部針對歐盟 REACH 最新發展與執行近況，以及國際化學品最新趨

勢發展進行資訊交流。亦於 99 年度 9 月邀請 ECHA 科學主任 Ms. Eva 

Sandberg 來台舉辦歐盟 REACH 法規研討會，ECHA 官員並專程拜會主辦單

位環保署毒管處交流化學品管理政策。 
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二、 針對我國現行的「毒性化學物質管理法」與歐盟REACH 作法完成差異分析。

依差異分析結論完成毒管法修法策略建議，並依照修法策略建議提出毒管法

修正方案與相關配套措施建議初稿，建議將源頭管制之機制納入現行毒管法，

以化學物質登錄機制完備我國毒化物前端篩選之資料蒐集，以利後續評估、

審核，以至於列管為毒化物之後續作業。建議之化學物質登錄管理包括新化

學物質及指定公告一定量以上或可能具有危害之既有化學物質將須分階段

進行登錄，製造及輸入廠商須向主管機關提交物質資訊。參考歐盟 REACH

法規所要求之註冊資訊格式及項目完成我國未來化學物質登錄之資訊需求

建議及資訊項目指引說明。 

三、 研析比較 REACH 法規與加拿大挑戰計畫中之篩選機制，建議我國既有化學

物質之登錄以指定公告高噸數與高危害之物質優先進行登錄作業，而新化學

物質之登錄作業則參考日、韓之作法以專責單位之方式進行後續化學物質資

料評估作業的支援。報告中並蒐集分析國際間高度關切物質之篩選及授權等

管理作法，建議我國主管機關持續關注有關高度關切物質之管理動態，以供

我國毒化物管理之參考。 

四、 協助主辦單位辦理會議及提供與國際化學品管理規定相關之資訊蒐集與分

析彙整，包括辦理韓國、日本、歐盟化學品主主管機關官員來台交流會議相

關事宜，美國毒性化學物質管制法 TSCA 修法更新資訊蒐集，以及國際化學

品法規發展資訊彙整等。 



因應歐盟 REACH 加強化學品管理計畫 

4 

第二章 建立與歐盟相關組織之聯繫窗口及平台 

章節摘要 

本章介紹工作項目一執行成果，主要包括建立與歐盟相關組織之聯繫窗口及

平台，取得歐盟 REACH 化學物質公開資訊之管道。 



第二章�建立與歐盟相關組織之聯繫窗口及平台 
 

5 

2.1 REACH 註冊的規定與期程 

歐 盟 REACH 法 規 指 的 是 化 學 品 註 冊 、 評 估 、 授 權 和 限 制 的 法 規

（Registration, Evaluation, Authorization and Restriction of Chemicals, 簡稱

REACH 法規）。REACH 法規自 2006 年 12 月公告，2007 年 6 月 1 日正式生效，

實施 REACH 法規的行政部門歐洲化學總署（European Chemical Agency, ECHA）

於芬蘭赫爾辛基同時成立進行運作，負責主導 REACH 法規的執行，以及協調

歐盟各成員國落實 REACH 法規的作法。歐盟 REACH 法規之發展歷程詳如表

2-1 所示。 

歐盟鑒於其現行化學品管理制度已無法真正保護人體健康和環境生態，且

考慮政府承擔評估化學物質的時程冗長，危害化學物質納入管制措施的成效不

彰，致使真正需管制的危害化學品，無法適時地達成管制目的。歐盟為真正改

善化學品管理缺失朝向完善化學品管理機制，期望藉由 REACH 法規的實施，

能由源頭管制策略結合廠商合作資源，完備化學品危害辨識基礎資料和安全使

用資訊，篩選出所有潛在危害的化學物質，並進行後續的授權或限制等管制措

施，以真正落實保護人類健康和環境生態之目標。 

歐盟藉由 REACH 法規的註冊（Registration）規定，以化學物質為對象，

要求境內製造或輸入化學物質的製造商或輸入商，須針對產品內的化學物質達

年總量 1 公噸以上者，須向 ECHA 進行註冊。 

依據 REACH 法規第 6 條和第 7 條之內容規定，廠商之物質若符合下列條

件之一，必須進行註冊： 

 凡製造或進口物質或混合物中含物質年總量 1 公噸以上，應向化學

總署辦理註冊 

 成品中物質符合下列所有情況者，應向化學總署辦理註冊： 

 凡製造或進口物質或混合物中含物質年總量 1 公噸以上，且 

 該物質在正常合理使用下預期會釋出 



因應歐盟 REACH 加強化學品管理計畫 

6 

ECHA 針對符合註冊規定的廠商，就物質在不同的噸數級距（Tonnage Band）

和危害性，要求廠商須依規定的期限內完成註冊，否則將失去歐盟既有的商業市

場（No data, no market）。依據不同的噸數級距和危害性，廠商完成註冊的期限分

別如下所示： 

1. 2010 年 12 月 1 日前 

 物質年總量達 1,000 公噸以上 

 物質年總量達 100 公噸以上且具有水生環境危害性（R50/53） 

 物質年總量達 1 公噸以上且具有致癌性、致突變性、致生殖毒性

第 1、2 級（CMR Cat.1, 2） 

2. 2013 年 6 月 1 日前 

 物質年總量達 100 公噸以上 

3. 2018 年 6 月 1 日前 

 物質年總量達 1 公噸以上 

故依歐盟 REACH 法規執行進程，進行註冊的廠商將於 2018 年前依物質噸

數級距不同，分階段陸續取得註冊號碼。 

物質的製造或輸入廠商須針對既有化學物質（或稱分階段物質 phase-in 

substances）於 2008 年 6 月 1 日至 2008 年 12 月 1 日進行預註冊，以保有可延至

對應噸數級距的註冊期限的優惠。若有廠商的既有物質未於時程內完成預註冊，

或是製造或輸入非分階段物質（non phase-in substances）時，則須立即進行註冊，

在未得到 ECHA 同意前，不得在歐盟境內從事商業行為。而完成預註冊作業或欲

進行註冊之廠商，稱之為潛在註冊者（Potential Registrants）。此外，取得預註冊

號碼或註冊號碼所代表的意義及法規上的符合度完全不同。預註冊只需提交物質

辨識資料與噸數級距，並不能代表廠商已經掌握了註冊須提交的物質安全資料。 
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表 2-1、歐盟 REACH 法規之發展進程 

時 間 (年 /月 ) 重 大 紀 事  

1998/4 歐 盟 環 境 委 員 會 要 求 執 委 會 重 新 評 估 現 有 化 學 物 質 法 令  

2001/2 執 委 會 提 出 新 化 學 品 政 策 白 皮 書  

2003/5 歐 盟 企 業 及 環 境 執 委 會 提 出 化 學 品 草 案，並 徵 詢 公 眾 意 見

2003/10 歐 盟 執 委 會 正 式 提 出 REACH 草 案  

2004/1 
歐 盟 執 委 會 在 負 責 REACH 的 競 爭 力 委 員 會 之 下 ， 由 歐 盟

化 學 品 管 理 工 作 團 隊 針 對 REACH 進 行 審 閱  

2004/3 
歐 盟 執 委 會 與 歐 洲 化 學 協 會 及 其 他 組 織 針 對 REACH 進 行

衝 擊 影 響 評 估  

2004/7 
歐 盟 執 委 會 認 可 由 歐 洲 化 學 協 會 進 行 REACH 先 期 試 驗 ，

自 當 年 9 月 起 至 2005 年 中 完 成  

2005/2 
歐 洲 議 會 針 對 REACH 進 行 一 讀 審 查 ， 並 由 環 境 執 委 會 指

導 REACH 的 文 件 式 樣  

2005/11 歐 洲 議 會 完 成 一 讀 法 案  

2005/12 歐 盟 理 事 會 同 意 採 納 實 施 REACH 的 政 策 及 法 規  

2006/8 
歐 洲 提 出 GHS 草 案 採 用 聯 合 國 化 學 品 分 類 與 標 示 調 和 制

度 之 分 類 標 準  

2006/12 歐 盟 理 事 會 及 議 會 通 過  REACH 法 案   

2007/6 
REACH 法 規 正 式 實 施 。 歐 洲 化 學 總 署 (ECHA)正 式 於 芬 蘭

赫 爾 辛 基 成 立 運 作  

2008/6 
分 階 段 物 質 預 註 冊 與 非 分 階 段 物 質 或 新 化 學 物 質 之 註 冊

作 業 正 式 展 開  

2008/10 第 一 批 高 度 關 切 物 質 （ SVHC） 清 單 公 佈  

2008/12 預 註 冊 結 束 ， 進 入 物 質 資 訊 交 換 論 壇（ SIEF）的 工 作 階 段

2009/1 歐 盟 公 布 新 的 化 學 品 分 類 、 標 示 與 包 裝 法 規  

2009/4 歐 洲 化 學 總 署 公 開 徵 詢 授 權 物 質 候 選 清 單 之 意 見  

2009/6 歐 盟 REACH 法 規 的 限 制 物 質 規 定 正 式 實 施 （ 附 錄 XVII）

2010/12 
第 一 批 高 產 量 或 高 危 害 物 質 之 註 冊 檔 案 遞 交，以 及 分 類 與

標 示 通 報 皆 須 於 12 月 1 日 前 完 成  

   (資料來源：歐洲化學總署) 

(資料彙整：財團法人安全衛生技術中心，2010 年 6 月)
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2.2 關於註冊檔案之內容與填寫工具 

歐盟為能藉由註冊作業掌握所有境內廠商整體供應鏈的資訊，並提升註冊

檔案的品質、完整性，完善物質辨識資料，以及生命周期的完整資訊。REACH

法規規定潛在註冊者須透過物質資訊交換論壇（Substance Information Exchange 

Forum, 簡稱 SIEF），以合作的方式進行資料分享（Data Sharing）和成本分攤，

達成物質辨識資料的一致性認同、測試數據資料和化學安全報告內容的完備。

一個 SIEF論壇主要是由同一個物質的潛在註冊者所組成。截至 2010年 6 月止，

ECHA 網站公布 2,597 種化學物質的 SIEF 已經確定組成，對絕大部分的已預註

冊物質，SIEF 的正式成立是完成註冊檔案的第一步。 

潛在註冊者在 SIEF 論壇中，須就單一物質進行註冊檔案內容的提交進行

討論，共同完成一份主要的註冊檔案，由該 SIEF 論壇的代表註冊者（Lead 

Registrant, LR）遞交給 ECHA。依據 REACH 法規第 10 條關於註冊檔案所需資

訊的內容主要有兩大部分： 

1. 技術檔案（Technical Dossier）： 

(1) 製造/輸入商的基本資料 

(2) 物質的辨識資料 

(3) 物質的製造和使用資訊 

(4) 物質的危害分類和標示要項 

(5) 物質的安全使用指引 

(6) 依據 REACH 法規附錄 VII~XI 的數據，提出物質固有特性研究摘要 

(7) 研究重點報告（如 REACH 法規附錄 I 要求） 

(8) 有關上述製造使用資訊、危害分類和標示、安全使用指引、研究報告

之資訊，已由製造或輸入廠商選擇具有適當經驗之評估者檢視之證明 

(9) 若有測試之必要，則需要提供測試建議書 

(10) 物質年總量為 1~10 公噸者，須提供暴露資訊 

(11) 為符合 REACH 法規第 119(2)條關於資訊公開，若要求不予公開，應

說明因資訊公開而有礙商業利益之理由 
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2. 化學安全報告（Chemical Safety Report, 簡稱 CSR）： 

依據 REACH 法規第 14 條之規定，製造或輸入廠商之物質年總量大於 10

公噸，須提出 CSR，提供相關用途和暴露評估等資料。關於 CSR 的內容則

如 REACH 法規附錄 I 所示。 

技術檔案的資訊填具，須使用 ECHA 公布的國際統一化學品資料庫工具

（the International Uniform Chemical Information Database, 簡稱 IUCLID）進行。

註冊工具 IUCLID 的分析見 3.4.1 節。化學安全報告的撰寫則須依據 REACH 法

規附錄 I 的要點進行資料彙整分析，並依據 ECHA 提供的範本進行撰寫。 

2.3 註冊檔案的提交與審核 

每一個歐盟境內的製造商、輸入商或是唯一代表人（Only Representative, 

OR）皆有義務針對大於年總量 1 公噸之物質，提交註冊檔案。。ECHA 針對

註冊檔案將會進行完整性的審核，主要有下列兩步驟： 

1. 技術完整性檢查（Technical Completeness Check） 

ECHA 將針對註冊檔案，依據對應噸數級距的內容需求，進行資料

完整性的檢查。該檢查主要是確定註冊檔案內提供的資訊是否有依

照 REACH 法規的規定和附錄提及的內容一致。目前 IUCLID 網站

已經公布技術檔案完整性檢查的外掛程式。註冊檔案的提交人可下

載該外掛程式，先行進行完整性檢查，確保檔案內容已完整。 

2. 繳費完整性檢查（Financial Completeness Check） 

ECHA REACH-IT 系統於收到註冊檔案後，將會寄發對應的付費通

知給註冊者。註冊者須於時間內完成繳款，並將完成付費的訊息回

擲 ECHA。若註冊者不依期限內繳費完成，ECHA 將會給予第二次

繳費期限，若註冊者仍未依期程完成繳費，ECHA 就會退回該註冊

檔案，視同未完成註冊程序。 

2.4 關於註冊號碼的授予 

根據 REACH 法規第 20 條對 ECHA 責任之規定，一旦確定技術檔案和繳

費完整的檢查無誤，ECHA 將會授予註冊者一組註冊號碼和日期。日期為提交
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註冊檔案的日期。註冊號碼基本上由十四碼數字所組成，數字分別排列為

<type>-<base number>-<checksum>格式，如下所示： 

<Type> 依據下列不同申請類型的兩碼數字 

- 01  註冊 

- 02  C&L 通報 

- 03  成品中的物質 

- 04  PPORD（研究發展用物質） 

- 05  預註冊 

- 06  詢問 

- 07  現場分離之中間產物 

- 08  運輸之現場分離之中間產物 

- 09  資料持有人的通報 

<Base-Number>共有十碼數字 

<Checksum>共有兩碼數字 

例如相同物質的不同廠商會取得專屬的物質註冊號碼，廠商可將註冊號碼

填具於安全資料表（SDS）中，作為貿易通關的憑證，而且完成「預註冊」的

05 開頭號碼與完成「註冊」的 01 開頭號碼是不同的，預註冊指提交物質辨識

及年總量等資訊。而歐盟各成員國的海關或主管機關，可依據註冊號碼透過網

路至 ECHA 取得註冊相關資料進行稽查確認或管制。註冊號碼的順利取得，即

表示註冊檔案內至少包括下列完整資訊： 

1. 物質的危害特性描述，以及危害分類和標示結果 

2. 測試建議書(若 ECHA 有額外要求) 

3. 化學安全報告（CSR） 

4. 安全使用資訊指引 
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2.5 建立歐盟組織聯繫平台，取得歐盟 REACH 資訊管道 

本計畫持續以研討會與國際交流訪問之形式執行辦理此工作項目。執行單位

於 2010 年 9 月份邀請歐盟 ECHA 的資深技術官員來訪，舉行歐盟 REACH 研討

會一場次，提供我國的化學品供應商與使用商 REACH 註冊的相關最新資訊，並

專程拜會主辦單位進行會談，交流雙方的化學品管理法規發展。建議主辦單位持

續與歐盟相關組織進行交流，以掌握國際化學品管理最新發展與趨勢以及化學品

資訊公開管道，將有助於未來我國法規與國際調和，並且能夠持續協助我國國內

化學品產製與使用廠商了解其使用化學品危害特性與安全使用措施。 

2.5.1 與歐洲化學總署 ECHA 建立聯繫平台 

歐洲化學總署 ECHA 為歐盟 REACH 法規的主管機關，掌管了化學品管理

法規在歐盟境內 27 個會員國的執行業務，並且負責化學品的資訊管理以及安

全資訊公開事宜。本年度計畫中，執行單位以參訪 ECHA 與邀請 ECHA 官員

來台交流與主講 REACH 研討會之方式，已完成建立與 ECHA 聯繫之平台，參

訪 ECHA 與歐盟 ECHA 官員來台交流細節說明如下。 

參訪歐洲化學總署 ECHA 

本計畫參訪代表於 2010 年 9 月 3 日前往位於芬蘭赫爾辛基的歐洲化學總

署 ECHA 總部參訪，針對歐盟 REACH 法規的(一)發展歷程(二)註冊現況，及(三)

後續發展進行交流，以了解目前公認全世界管理最完善的化學品管理法規

REACH 之發展背景，並建立聯繫平台，取得化學品資訊管道與資訊公開情形。 

(一) 歐盟 REACH 法規的發展歷程 

本次參與交流討論的 ECHA 人員(資深科學主任 Eva Sandberg，法律部門

Andrea Iber，與資訊公開部門代表)向本計畫代表表示，發展 REACH 法規是因

為歐盟原有的化學品管理法規已無法有效管理危害化學物質，在舊有的歐盟法

規規範下，超過十萬種的既有化學物質需經過主管機關初步篩選，才能決定優

先評估的化學物質清單，但是經過十年的努力，受歐盟政府主管機關列為優先

評估的化學物質僅有 144 種，而舊有歐盟法規規定，政府只有對被列為優先評

估的化學物，才有進行風險評估的義務，這也顯示出歐盟舊有法規已經無法在
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產業大量使用化學物質的年代，有效保護歐盟境內的人口健康與環境。 

另一方面，有鑒於歐盟的化學品主管機關對境內使用的化學物質資料掌握

不足，在 REACH 法規實施之前，佔高達 95%以上的 2,600 種高產量化學物質

中，有 86%都缺乏基本資料，加上難以掌握物質下游使用者的使用情形，因此

將 REACH 法規的發展導向讓化學物質的產製、進口商肩負提供物質特性資料

及安全評估的責任，以減少政府沉苛的負擔，並且藉由法規逐漸提升廠商的社

會責任。 

(二) 歐盟 REACH 註冊現況 

根據 ECHA 統計，截至 2010 年 11 月 8 日止，已有超過一萬筆的化學物質

完成 REACH 註冊，並且有超過 55 萬筆的化學物質完成危害分類與標示通報，

在註冊檔案的遞交成功率也隨著 2010 年 11 月底的註冊期限逼近漸漸提高，顯

示進口歐盟或是歐盟境內的化學品產製商已經對 REACH 法規的規定有越來越

高的因應能力。因此推測在 2013 年與 2018 年的註冊也將能順利進行。ECHA

的官員對本計畫代表表示，根據歐盟 REACH 法規完成的註冊資料，將按照規

定進行公開，因此歡迎包括我國在內的其他國家運用這些公開的資訊，作為相

關化學品管理的參考依據。 

(三) 歐盟 REACH 的後續發展 

1. 境內滾動行動計畫 

歐盟成員國主管機關與 ECHA 對物質評估已經訂定實施期程，該物質評估

的專案稱為「境內滾動行動計畫」 ( Community Rolling Action Plan, CoRAP)。

依據 REACH 法規規定，評估包括主要三個過程：完整性檢查、測試提議檢驗

(前述兩項為檔案評估)，以及物質評估。檔案評估主要由 ECHA 負責，而物質

評估的工作則由 ECHA 協調成員國代表進行。檔案評估已經隨著第一階段的

REACH 註冊展開，物質評估則預計於 2012 年展開。 

2. 歐洲化學總署 ECHA 2011 年工作計畫 

歐洲化學總署 ECHA 管理委員會已公布 2011 年工作計畫，但由於 11 月

30 日之前提交註冊檔案數量還尚未明朗，計畫內容在 2010 年底時將再次進行

評估，以重新調整資源分配。工作計畫中的挑戰及工作重點摘要如下。 
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ECHA 在 2011 年的首要工作： 

(1) 評估大量註冊檔案：幾乎大部份的註冊檔案都會在 10 月和 11 月提交，

因此 ECHA 在 2011 年初的首要工作是評估龐大數量的檔案。 

(2) 建立分類及標示清單：面對歐盟 CLP 法規在 2011 年 1 月 3 日截止的分類、

標示(Classification and Labelling, C&L)通報期限。在這期限之後，ECHA

需要建立、維護清單，預計於 2011 年中在 ECHA 網站上公開 C&L 清單。 

(3) 審核測試申請：評估註冊檔案測試申請。重心將放在審核測試申請上。 

歐洲化學總署的持續運作攸關 REACH 法規落實的成敗，受到國際間高度

關注與重視，建議主辦單位持續關注歐盟主管機關的動態，提供我國未來化學

品管理政策方向的參考。 

歐洲化學總署 ECHA 官員來訪交流 

為協助國內廠商了解歐盟 REACH 註冊的相關規定、執行現況，與最新發

展，本計畫於 2010 年 9 月 13 日在台北舉辦「歐盟 ECHA 官員來台說明 REACH

法規發展與最新執行現況研討會」，並邀請到 ECHA 在毒理學領域具有三十年

以上實務經驗的 Eva Sandberg 資深科學主任擔任講師，此次研討會由環保署與

經濟部工業局共同主辦，並由業界組織中華民國責任照顧協會參與協辦。此場

研討會內容囊括了以下主題： 

 歐盟高度關切物質候選清單的發展及授權流程 

 REACH 成品的管制與管理 

 REACH 註冊號碼的應用與傳遞 

 REACH 及 CLP 法規在會員國中的執法情形 

 廠商在收到註冊號碼之前的注意事項 

 ECHA 在 2011 到 2013 年之間的業務重點 

此次歐盟官員來訪對我國的產業界與政府化學品主管機關皆具有重要意

義，因為歐盟為我國的第五大出口經濟體，與我國有密切的經貿往來關係，我

國輸歐產業對於因應歐盟 REACH 法規不但有時程上配合的必要性，更須提升

公司內部化學品管理能量之具體措施以符合輸入國當地法規。因此，歐盟

ECHA 官員來訪舉辦法規研討會對業界而言，不但能提升國內廠商對於歐盟化
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學品管理法規的瞭解，更能促進未來有興趣輸歐的廠商進行公司內部的化學品

管理規劃進行準備。因此，提升廠商對於歐盟法規的掌握，不但能促進我國產

業鞏固歐盟市場，也直接地讓國內廠商化學品管理的能量由於因應先進國家法

規的需求而提升，對國內未來修訂與國際接軌的化學品管理法規之實施有極大

的幫助。 

此次出席研討會的國內政府主管機關代表包括經濟部工業局，行政院環保

署，與行政院勞委會等機構長官，出席長官與我國目前正在進行跨部會化學品

登錄與後續國內化學品管理法規制度之規劃皆有相當程度之參與，而由於歐盟

REACH 法規自實施以來已經成為國際間化學品法規審視比較的對象，因此此

次歐盟 REACH 主管機關官員舉辦研討會也提供了機會，讓國內化學品主管機

關能更進一步了解國際化學品管理趨勢，並讓我國化學品主管機關與 ECHA 官

員直接有交流與討論的機會，提升我國法規與國際調和的基礎。 

歐盟 ECHA 官員 Sandberg 主任於 9 月中訪問我國時，亦由執行單位安排

訪問環保署，由環保署毒管處處長代表接見，參與交流會議者亦包括毒管處毒

化物管理承辦人員等代表。Sandberg 主任於訪問環保署時表示，台灣的化學品

管理已有許多與世界先進國家並駕齊驅之處，例如全球化學品調和制度 GHS

的實施、聯合國化學品管理策略方針(SAICM)的推動，以及政府內因應緊急應

變的系統，均有相當程度的建設。目前我國現行化學品管理制度由建置國家清

單逐步進行，並且加上已有 GHS 的實施基礎，已經為國內化學品管理奠定了

良好的基石，未來歐盟歡迎台灣利用 REACH 的化學物質公開資訊，作為國內

管理化學品的參考依據。 

環保署長官則表示，歐盟的管理系統與精神有許多值得學習借鏡之處，歐

盟 REACH 的頒布不但給予世界各國審視比較自身法規的機會，在全球化學品

主管機關紛紛修法提升化學品管理的同時，我國的化學品管理法規也有必要開

始進行審視修訂的先期規劃，以免在各國政府嚴格把關的法規管制下，仍依賴

待改善的管理制度，淪為國際間高危害化學物質的傾銷地。環保署未來將持續

與國際接軌，包括與歐洲化學總署持續交流分享經驗。 

  綜合分析，歐盟官員此行來訪對於我國政府機構而言，除增進其對
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REACH 法規的認識外，亦顯現出我國現行化學品制度仍待改善的議題，例如

化學品安全資訊缺乏公開機制、毒理資訊不足、國內使用化學物質種類缺乏掌

握、法規中缺乏危害特性評估機制、主管機關專責管理全國化學物質的資源不

足、測試標準尚待齊全、測試能量尚未明朗等等。目前我國參與跨部會國家化

學物質清單建置計畫的各主管機關亦逐步依照上述議題在管理架構內尋求可

行之改善方法，包括修法、國際合作、廠商意見徵詢等，以求能逐步完善化學

品管理制度。 

2.5.2 與經濟合作發展組織 OECD 建立聯繫平台 

經濟合作發展組織 OECD 為國際組織，對經濟、教育、政府管理、科技創

新、健康等全球議題，提供世界各國負責計畫執行單位透過參與 OECD 新化學

物質資訊交換中心國際會議、參訪 OECD 巴黎總部、參與 OECD 全氟碳化物

國際研討會與資訊交換等活動，已完成與 OECD 建立聯繫平台，並將持續關注

OECD 於國際化學品管理措施之最新研究與合作發展，以協助我國廠商取得化

學物質的公開資訊，並作為我國未來毒管法規劃中，與國際趨勢調和之重要參

考依據。以下為執行單位與 OECD 建立聯繫平台之成果摘要： 

參與 OECD 新化學物質資訊交換中心會議 

計畫執行單位代表於今年參加經濟合作發展組織(OECD)於日本東京經濟

產業省（METI）舉辦的『OECD 新化學物質資訊交換中心會議』（Meeting of the 

OECD Clearing House on New Chemicals, 以下簡稱 CHNC）大會。會中代表出

席的國家有美國環保署、加拿大健康部門、澳洲健康部門、日本經產省、韓國

環保署、紐西蘭環保部門等國家之主管機關代表，以及資深的工業界專家代表

（如日本化工協會、日本獨立行政法人製品評價技術基盤機構、杜邦公司、英

國石油公司、P&G 公司等）出席該場研討會議。該場會議主要由澳洲健康部的

國家工業化學品申報和評估部長 Dr. Marion Healy（Australian National Industrial 

Chemicals Notification and Assessment Scheme, Director）主持。本次 OECD 會

議中就各國合作交流、平行申報、聚合物排除、電子通報、新興危害化學品，

以及危害評估等相關議題進行研討，與未來我國發展新化學物質申報機制有重

大的關聯性。 
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OECD 於今年發布了「THE ENVIRONMENT, HEALTH AND SAFETY 

PROGRAMME – Managing Chemicals Through OECD」，介紹 OECD 在 2009 年

至 2012 年執行化學品安全相關議題的主要工作內容，近期特別在新化學物質

申報及奈米物質安全部份有具體的發展。OECD EHS 將 OECD 現正推動的各

項化學品安全相關工作加以彙整，提出「化學品安全的一般策略與進階方法

（Common policies and high-quality instruments for chemical safety）」，其內容包

括「測試：發展國際化測試及品質標準」、「評估：增加化學品全球性評估」、「溝

通：調和危害化學品分類」及「新方法論：致力達到法規接受度(新化學物質

平行申報)」等，將 OECD 針對化學品管理制度與資訊，包括： 

1. 對化學品安全的共同管理 

2. OECD 解決化學品安全問題的方法 

3. 化學品安全的一般策略與進階方法 

4. OECD 的環境、健康及安全（EHS）計畫。 

 

參訪 OECD 巴黎總部 

計畫執行代表於 2010 年 9 月 7 日參訪 OECD 位於巴黎的總部，與 OECD

針對現有國際化學品管理計畫最新發展進行討論。計畫執行人員提供 OECD 的

既有化學物質管理計劃主任 Bob Diderich 我國的化學品管理現況資訊，包括我

國的跨部會既有化學物質國家清單建置，與未來毒管法修法納入既有化學物質

與新化學物質之可能規劃與發展，Diderich 主任認為，政府對於化學物質的管

理應以取得所有的化學物質特性資訊為首要目標，一旦能掌握資訊，便可以依

照化學品的危害特性進行後續的管理。 
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第三章	 參照歐盟 REACH 精神，協助研議修訂毒性化學物質管理法	

	

章節摘要 

本章內容主要包括我國現行毒性化學物質管理法與歐盟 REACH 法規之差異

分析，依差異分析之結論提出建議研擬修法策略建議，並進行可行性評估後，完

成毒管法修正方案與配套措施初稿，包括毒性化學物質管理法修正條文以及化學

物質登錄管理建議。
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3.1 我國現行毒性化學物質管理法與歐盟作法之差異分析 

我國產業結構主要以進出口貿易為導向，大多數中小企業由國外輸入化學物

質，以生產配製新的化學物質原料、混合物或進行產品研究開發，提供國內下游

廠商使用，或再出口至其它國家。然而，由於我國缺乏整體性的化學品源頭式管

理策略，對於非屬法規公告列管之化學物質，目前並無完備的管制管理措施，因

此造成了可能具有高毒性、危害性的化學物質，在政府主管機關掌握相關資訊前，

未經必要之安全資訊評估，直接進入作業場所或釋放至環境中；若無有效適當的

安全資訊，防護設備與管理措施，將直接或間接影響勞工的健康與安全，釋放至

環境後將對國人健康及生態環境造成一定程度的衝擊。 

本節蒐集分析歐盟化學品註冊、評估、授權與限制法規（以下簡稱 REACH

法規）之規定及執行方法，就我國行政院環保署現行的「毒性化學物質管理法」

（以下簡稱毒管法）的內容與作法，進行差異分析，作為將來提出毒性化學物質

管理法修法建議文件之參考。報告內容包含我國環保署現行毒管法架構及內容說

明，差異分析主要包括以下六個項目。 

1. 管制對象 

2. 排除範圍 

3. 註冊資料需求項目內容 

4. 商業機密保護機制 

5. 相關申請或審查費用 

6. 稽查與罰則等 

3.1.1 我國毒管法與歐盟 REACH 法規之簡介 

我國「毒性化學物質管理法」自 1986 年制定公告實施以來已歷經五次修

訂，行政院環保署依毒管法之規定，現已公告列管毒性化學物質共 259 種，採

危害分類、分量之原則管理毒性化學物質之運作。行政院環境保護署為毒性化

學物質主管單位。透過現行毒性化學物質篩選機制，一旦化學物質經公告列為

毒性化學物質後之管理採禁用、限用、許可使用、登記備查方式進行。 

依據毒性化學物質管理法施行細則及毒性化學物質運作許可作業要點，針
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對公告之毒性化學物質，環保署指定應申請核發許可證或登記備查之毒性化學

物質運作行為，其中製造、輸入、販賣毒性化學物質，運作量達最低管制限量

以上者，應依「毒性化學物質運作許可作業要點」規定取得許可證，始得運作。 

表 3-1、我國毒管法法規架構 

法規 名稱 主要規範內容 相關子法 

第 1 章 總則 主管機關、定義、主管事項 
行政院環境保護署篩選認定毒性化學

物質作業原則 

第 2 章 
危害評估

及預防 

毒化物分類管理、限制、禁

用、釋放量管制 

申請解除毒性化學物質限制或禁止事

項審核辦法 
列管毒性化學物質及其運作管理事項 
毒性化學物質危害預防及應變計畫作

業辦法 

第 3 章 管理 

毒化物運作申請及廢止、停止

運作、保險、事故預防、容器

包裝及運作場所標示、專責人

員、運送、緊急應變、稽查 

列管毒性化學物質及其運作管理事項 
毒性化學物質許可登記核可管理辦法 
毒性化學物質運作責任保險辦法 
毒性化學物質標示及物質安全資料表

管理辦法 
環境保護專責單位或人員設置及管理

辦法 
毒性化學物質應變器材及偵測與警報

設備管理辦法 
毒性化學物質運送管理辦法 
毒性化學物質事故調查處理報告作業

準則 
環境檢驗測定機構管理辦法 
學術機構運作毒性化學物質管理辦法 
軍事機關運作毒性化學物質管理辦法 

第 4 章 罰責 違反毒管法規定之相關罰則 無 

第 5 章 附則 
規費、資訊保密、文件展延、

獎勵 

毒性化學物質運作申請收費標準 
毒性化學物質運作獎勵辦法 
毒性化學物質管理法施行細則 

（資料來源：行政院環境保護署） 

（資料彙整：財團法人安全衛生技術中心，2010 年 7 月） 
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毒管法中除第四類毒化物外，毒性化學物質運作權之取得均需許可證（製

造、輸入、販賣行為）、登記備查（使用、貯存、廢棄行為）、核可（運作量低

於最低管制限量之製造、輸入、販賣、使用、貯存、廢棄運作行為），及其他

配套管理措施等。 

毒性化學物質管理法之毒性化學物質，主要分成下列四種分類： 

1. 第一類（難分解物質）：化學物質在環境中不易分解或因生物蓄積、生物

濃縮、生物轉化等作用，致污染環境或危害人體健康者。 

2. 第二類（慢毒性物質）：化學物質有致腫瘤、生育能力受損、畸胎、遺傳

因突變或其他慢性疾病等作用者。 

3. 第三類（急毒性物質）：化學物質經暴露，將立即危害人體健康或生物生

命者。 

4. 第四類（疑似毒性物質）：非前三類化學物質，但有污染環境或危害人體

健康之虞者。 

我國毒管法採分類、分級、正面表列方式管理，並針對特殊具有致癌、致

畸胎、環境難分解、生物濃縮等特性毒化物公告禁止或限制使用用途，對於有

可能濫用於民生用品之毒性化學物質更採取明令禁止之方式管理，藉以減少環

境中毒化物之存在。毒管法中明訂運作人於事故發生時，應採取必要之防護、

應變、清理等處理措施，並規定製造、使用、貯存、運送第 1 類至第 3 類毒化

物者，應組設全國性毒性化學物質聯防組織，以有效輔助業者事故應變處置措

施。所以依毒管法只針對公告列管之毒化物，除括製造、輸入、輸出、販賣、

使用、貯存、運送、廢棄八大運作行為，達到發揮其危害預防及緊急應變效能。 

另依毒管法授權，環保署訂定相關附屬法規命令包括: 毒性化學物質管理

法施行細則（96.12.17）、篩選認定毒性化學物質作業原則（99.1.18）、毒性化

學物質運送管理辦法（88.9.29）、環境保護專責單位或人員設置及管理辦法

（93.33）、學術機構毒性化學物質管理辦法（91.7.5）、毒性化學物質運作獎勵

辦法（88.12.1）、毒性化學物質運作申請收費標準（96.8.22）、毒性化學物質災

害救助種類及標準（90.8.22）、毒性化學物質運作責任保險辦法（96.7.26）、毒

性化學物質事故調查處理報告作業準則（96.7.26）、毒性化學物質危害預防及
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應變計畫作業辦法（96.11.5）、毒性化學物質應變器材及偵測與警報設備管理

辦法（96.12.17.）、毒性化學物質許可登記核可管理辦法（96.12.17）、毒性化學

物質運作及釋放量紀錄管理辦法（96.12.17）、申請解除毒性化學物質限制或禁

止事項審核辦法（96.12.18）、軍事機關運作毒性化學物質管理辦法（96.8.30）

等。 

歐盟 REACH 法規自 2007 年 6 月 1 日在歐盟正式公告實施，以承續既有

的化學品管理政策，並且改善舊有的歐盟化學品管理的架構和沉痾。REACH

法規的主管機關為新設立於芬蘭赫爾辛基的歐洲化學總署(ECHA)，其角色為

負責在中央協調及履行法規的整體流程。 

REACH 法規幾乎涵蓋了所有的化學物質，不只是在工業製程中使用的化

學物質，更包括了日常生活中的化學品，例如清潔用品，油漆，或衣物，家具

及電子產品，亦不限於具有健康及環境危害的毒性化學物質。年產製量在一噸

以上的化學品產製、進口商必須提交註冊檔案，以證明已對辨識及管理其使用

或販售的化學品有關風險有進行適當的確認和評估。REACH 法規的主要兩個

特點為： 

1. 改變了化學品生產經營的安全風險責任關係 

過去須由政府承擔證明化學品安全風險的責任，將轉移到生產經營者身上，

要求生產商、進口商和化學品下游使用者對其產品各方面的安全性負責。 

2. 沒有資料就沒有市場 (No data, no market) 

除非已遵照 REACH 法規進行了註冊程序，物質、製劑（或混合物）、或成

品中的化學物質不得在歐盟境內製造或進入市場販售。此規定的設計主要

是以預防原則為基礎，亦即考慮“一種化學物質，在尚未證明其存在危害之

前，它就是不安全的”觀點。若一物質有可靠的科學證據，證明可能對人體

健康和環境會造成負面影響，但其潛在危害的準確性和重要性方面又存在

科學上的不確定性，此種情況下必須根據預防原則進行評估以做出決策，

以防止對人體健康和環境造成危害。 

歐盟 REACH 法規主要條款共分 15 章（Titles），共計 141 條文( Articles)、

17 項附錄（Annexes），關於各主要條款和附錄之名稱則如表 3-2 所示。 
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表 3-2、歐盟 REACH 法規架構 

法規 主要規範內容 附錄 附錄名稱 

第 1 章： 

第 2 章： 

第 3 章： 

 

第 4 章： 

第 5 章： 

第 6 章： 

第 7 章： 

第 8 章： 

 

第 9 章： 

第 10 章： 

第 11 章： 

第 12 章： 

第 13 章： 

第 14 章： 

第 15 章： 

目標、範圍與適用  

化學物質的註冊  

數據分享與避免不必

要的測試(動物試驗) 

在供應鏈中的資料  

下游使用者  

評估  

授權（許可）  

生產、經銷及利用部

分危險物質及混合物 

費用及收費  

歐洲化學總署  

分類及標示清單建置 

資訊  

會員國主管機構  

執法  

過渡期和最終項目 

附錄 I：

附錄 II：

附錄 III：

附錄 IV：

附錄 V：

附錄 VI：

附錄 VII：

附錄 VIII：

附錄 IX：

附錄 X：

附錄 XI：

附錄 XII：

附錄 XIII：

附錄 IXV：

附錄 XV：

附錄 XVI：

附錄 XVII：

物質評估和準備化學安全報告（CSR）

的一般規定 

編寫安全資料表（SDS）指引 

總量在 1 至 10 公噸的物質註冊標準  

根據第 2 條第 7 項 a 免於註冊的物質  

根據第 2 條第 7 項 b 免於註冊的物質  

註冊基本資訊要求（依據第 10 條） 

1 公噸及以上附加資訊要求  

10 公噸及以上附加資訊要求  

100 公噸及以上附加資訊要求  

1,000 公噸及以上附加資訊要求  

附錄 VII~X 中實驗標準的一般規則  

關於下游用戶評估物質和準備化學安全

報告的一般規定  

持久性、生物蓄積性和有毒物質，以及

高持久性和生物蓄積性物質辨識標準  

適用授權的物質清單  

註冊檔案（Dossier） 

社會-經濟分析 

生產、置於市場銷售和使用某些危險化

學物質、混合物和物品的限制物質清單

（資料來源：歐洲化學總署） 

（資料彙整：財團法人安全衛生技術中心，2009 年 7 月） 
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歐盟 REACH 法規的管理機制主要由四大部分所組成： 

1. 註冊（Registration）：要求廠商提供化學物質的相關資訊，並使用這些

資訊資料對物質進行安全管理。 

2. 評估（Evaluation）：歐洲化學總署將對註冊檔案做品質檢查，並與會

員國針對有物質資訊有疑點之處，要求廠商提供進一步資訊。 

3. 授權（Authorization）：對於可能是高度關切化學物質（SVHC）的風

險予以審議和決定，如果這些風險已得到充分控制，或其社經效益大

於風險，且尚無適當的替代物或技術，在這種情況下，將對其使用給

予授權。 

4. 限制（Restriction）：針對具有對人類健康或環境有嚴重危害或影響之

物質，須建立一安全屏障來達到保護人類與環境之目的，來限制物質

使用的用途，甚至是禁止其使用。 

歐盟 REACH 法規主要是透過預註冊（Pre-registration）及註冊(Registration)

的作業，來初步掌握實際化學物質在歐盟境內的流布資訊，再藉由後續的評估、

授權、與限制等措施，來管理歐盟境內的化學物質的使用，達到源頭管制與完

整資訊掌握的目的。 

以下將針對我國毒管法和歐盟 REACH 法規，在管制對象、排除範圍、註

冊資料需求項目、商業機密保護機制、相關申請或審查費用，以及稽查與罰則

等項目，進行相關規定與內容的差異分析。 
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3.1.2 差異分析 

一、管制對象 

我國毒性化學管制法管制對象為公告毒性化學物質，根據我國毒管法第三

條之定義，毒性化學物質係指人為有意產製或於產製過程中無意衍生之化學物

質，經中央主管機關認定其毒性符合規定並公告為第一至第四類之毒性化學物

質。我國行政院環保署依「毒性化學物質管理法」之規定，現已公告列管毒性

化學物質 259 種，針對達管制濃度以上之毒性化學物質運作行為加以管理，運

作行為定義包括列管毒性化學物質之製造、輸入、輸出、販賣、運送、使用、

貯存或廢棄等。行政院環境保護署為毒性化學物質主管單位。通過現行篩選機

制，一旦化學物質經公告列為毒性化學物質後之管理採禁用、限用、許可使用、

登記備查方式進行。 

歐盟 REACH 法規的對象為化學物質，包含了具有危害性的物質、混合物

中的組成物質，以及成品中預期會釋放的物質。根據歐盟 REACH 法規第三條

之定義，物質指自然狀態下或經產製程序產生的化學元素或化合物，包括為維

持穩定性而添加之任何添加物，以及任何由產製過程衍生出的雜質，但不包括

可分離且不影響物質穩定性或改變其組成成分的溶劑。因此，REACH 對物質

的定義已涵蓋超越單一分子結構的純化合物的範圍。其定義也包括了如雜質等

的不同組成。 

歐盟 REACH 法規註冊的要求是針對化學物質達年總量 1 公噸者，其製造

或輸入至歐盟境內的廠商，須履行註冊之義務。混合物中的化學物質若經計算

達 1 公噸以上同樣也有註冊要求。而針對成品中的化學物質亦有註冊、告知、

通報等相關規範。成品指經由產製過程中而形成一特殊形狀、表面或設計的物

體，其形狀、表面或設計決定成品的功能遠大於化學品組成份。成品若需要經

由釋放其內含之化學物質來達成功能且達年總量 1 公噸者，則需要註冊此化學

物質。而成品中若含有高度關切物質(SVHCs)達 0.1%(w/w)，需要告知歐盟客

戶或成品接受者（任何來自歐盟的自然人或法人）關於高度關切物質的相關資

訊和安全使用資訊。 

符合以下定義的物質將被視為是高度關切物質， 
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(1) 符合歐盟指令 67/548/EEC 致癌性第 1、2 級的物質。 

(2) 符合歐盟指令 67/548/EEC 致突變性第 1、2 級的物質。 

(3) 符合歐盟指令 67/548/EEC 生殖毒性物質第 1、2 級的物質。 

(4) 物質具有持久性、生物蓄積性和毒性(Persistent, Bioaccumulative, 

Toxic, PBT)。 

(5) 物質具有非常持久性和非常生物蓄積性(very Persistent and very 

Bioaccumulative, vPvB)。 

(6) 經科學證明對人體或環境具嚴重危害，且危害等級等同前述1~5者，

如具內分泌干擾特性；或非屬前述 4 或 5 之情形，但具 PBT 和 vPvB

特性。 

若有化學物質符合上述歐盟指令 67/548/EEC 中致癌性、致突變性和生殖

毒性物質第 1、2 級者，可簡稱為 CMR 物質，67/548EEC 法規已由 CLP 法規

所取代，也就是聯合國 GHS 分類標準。這些優先管控物質與我國毒性化學物

質管理所包含的類別相近似。 

我國毒管法管制對象較歐盟 REACH 法規之管制對象範圍狹窄。相對於我

國毒管法對象只限於達到管制濃度之公告列管 259 種毒性化學物質的範圍，歐

盟 REACH 法規之管制對象則涵蓋了其境內 1 公噸以上的物質，包括混合物和

成品中預期會釋放的化學物質，歐盟已掌握所有 14 萬多種預註冊化學物質(國

家化學物質清單)，且新化學物質也必須在 REACH 制度下註冊才得以輸入或製

造。 

我國毒管法管制之對象為經主管機關篩選評估已確知有毒性或有污染環

境、危害人體之虞之化學物質，類似歐盟 REACH 中經評估後列入為可能高度

關切物質的類別。而歐盟 REACH 管制對象則不以是否具有毒性或危害性作為

單一管制依據，要求廠商提供所有物質、混合物、以及成品中其組成物質之數

量及危害性，並須提供供應鏈上使用此物質的完整資訊，以達到源頭管制及完

整評估的目標。我國毒管法主管機關則擔負了在歐盟 REACH 制度中廠商資料

舉證的責任。 

同時目前我國毒管法尚未建立源頭管制機制以掌握新化學物質及全面性
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國家既有化學物質清單，恐造成管制對象上的嚴重漏失。與我國同質性較高的

毒性化學物質管理法規中，如美國、加拿大、中國、及韓國等制度中均有新化

學物質及既有化學物質的管制，建議未來於修法時參考其他國家相關管制機制，

以作為完備毒化物篩選評估之依據，同時亦符合歐盟 REACH 源頭管制精神。 

二、排除範圍 

歐盟 REACH 法規排除對象詳如圖 3-1 所示。REACH 法規中排除的規定

分為，年總量小於 1 公噸排除、REACH 法規排除、註冊排除物質、以及視為

已註冊物質。相較於我國毒管法及歐盟 REACH 法規中，放射性物質及廢棄物

由其他法規管理，因此皆列於法規排除範圍中。受 REACH 法規排除的物質代

表其後續不會受到授權或限制等管制，而 REACH 註冊排除物質則代表此物質

不需進行註冊，但可能會受到授權或限制等後續管制。 

蒙特婁議定書中列管之化學物質在我國空氣污染防制法中已有規範，因此

在我國毒管法排除之列，而歐盟 REACH 法規未針對這些物質加以排除。此外，

在我國毒管法中排除的菸品及化粧品，在歐盟的 REACH 法規中，其菸品及化

粧品內含的化學物質成分視為和其他化學物質一樣，也需要按照註冊的流程進

行。雖然化粧品成分在歐盟的 REACH 法規中需要進行註冊，但是在註冊檔案

提交的化學安全報告中，可不需考量化粧品成分對人體健康之風險，因為化妝

品在歐盟有另外更嚴格的指令法規要求來規範；另我國毒管法排除範圍包括了

由經濟部商品檢驗法管制之商品，而 REACH 法規包含了商品中的化學物質。 

REACH 法規還排除了國防軍事用途物質，海關監督物質，不可分離中間

產物，及運輸中物質。但在我國毒管法中則按照軍事機關運作毒性化學物質管

理辦法進行管理。在 REACH 註冊排除的物質另包括了食品或飼料及其添加劑，

醫療用品(人或動物用藥品、醫療器材)，REACH 法規附錄 IV、V 的物質，已

註冊過的回收、重製產品，再次進口的已註冊物質，聚合物，及研發用物質等。 

我國食品或飼料及其添加劑成分因為分別由食品衛生管理法及飼料管理

法規範，因此在我國毒管法中也列為排除列管範圍。而由我國藥事法管理的藥

物，管制藥品管理條例中的管制藥品，及動物用藥品管理法中的動物用藥品因

已受以上法規管制，也在我國毒管法排除列管範圍中。 
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聚合物管理是一個獨特的領域，歐盟 REACH 法規中，聚合物為註冊排除

範圍之一，然而聚合物中所含單體或其他以化學鍵結形式存在之單體單元物質，

若其重量百分比超過 2%(w/w)且單體單元年總量超過一噸則須進行註冊。一噸

以上研發用物質在歐盟 REACH 法規中可免除註冊，但須進行通知，提供 ECHA

如產製者與進口者之基本資訊及物質基本資料及使用量等資訊。在 REACH 法

規中視為已註冊之物質包括殺蟲劑、殺生劑、農藥，及已依據指令 67/548/EEC

完成新化學物質申報之物質。在我國毒管法中，環境用藥及農藥分別由環境用

藥管理法及農藥管理法進行規範，因此為我國毒管法排除列管範圍。 

 
圖 3-1、歐盟 REACH 法規排除對象一覽表 

（資料來源：歐洲化學總署） 

（資料彙整：財團法人安全衛生技術中心，2009 年 7 月）

歐盟 REACH 法規排除 

瀏覽註冊範圍 

計算註

冊總量 

計算排除註

冊物質總量 

計算添加劑

物質總量 

計算分階段/

非分階段物

質年總量 

計算製劑或

成品中物質

REACH 排除 

放射性物質 

海關監督物質

國防軍事用

廢棄物 

非分離中間

產物 

運輸中物質

註冊排除物質

食品或飼料的添

加劑物質

醫療用產品 

法規附錄四、五

的物質 

已註冊過的回

收、重製產品 

再次進口已註冊

物質

聚合物及 PPORD

視為已註冊物質 

殺蟲劑或抗

生素物質

保護植物的

產品中物質

已完成申報

的物質
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因為歐盟 REACH 法規所涵蓋管理的範圍相當廣泛，不論是純物質、混合

物中的化學物質，及成品中的化學物質皆受到 REACH 法規的規範。因此

REACH 法規中以排除或註冊排除的規定設計，為避免因多個指令重覆管理相

同物質而造成資源浪費的缺失。目前我國毒管法中亦有類似的機制，排除列管

已在其他法規下管理的物質，但須特別注意的是，歐盟 REACH 是從進出口或

境內生產之所有化學物質認定排除，而我國毒管法是以公告毒性物質依目的事

業主管之依據進行排除，例如使用用途為農藥、化妝品、藥品、食品等。 

三、註冊資料需求項目內容 

歐盟境內的製造商或輸入商有針對每一項年產製量達 1 公噸以上之化學物

質，須進行註冊的責任。若化學物質沒有註冊，則不可製造或進口。 

歐盟 REACH 法規中的附錄 III、附錄 VI 至 XI 為註冊資訊項目的描述，依

據不同噸數級距（tonnage band），提交不同的對應資訊項目。製造或輸入噸數

越多或具有明顯高危害性的物質，所需提交的資料也愈多，且歐盟要求完成註

冊的期限也相對較早，以符合針對高噸數物質和高危害性物質達成優先管控的

目的。表 3-3 為 REACH 法規中針對不同噸數級距對應物質特性資料要求的一

覽表。 

表 3-3、歐盟 REACH 法規註冊所需物質特性資料與對應級距 

噸數

級距 
物化測試 

噸數

級距 
毒理測試 

噸數
級距

生態毒理測試 

L1 
熔點/凝固點 
溫度 

L1 皮膚刺激性 
試管試驗 L1

非脊椎動物(如水蚤)短期

毒性試驗 

L1 沸點 L1 
皮膚腐蝕性 
試管試驗 

L1
水生植物(如藻類)生長抑

制研究 

L1 相對密度 L1 
眼睛刺激性 
試管試驗 

L1 生物易降解性 

L1 蒸氣壓 L1 
皮膚敏感性 
活體試驗 

L2 魚類短期毒性試驗 

L1 表面張力 L1 
對細菌基因 
致突變性試管試驗

L2
活性污泥呼吸作用抑制試

驗 

L1 水溶性 L1 食入急毒性 L2
非生物降解-pH 值的水解

作用 

L1 辛醇/水分配 L2 皮膚刺激性 L2 吸附/去吸附的篩選 
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（資料來源：歐洲化學總署 (ECHA)） 

（資料彙整：財團法人安全衛生技術中心，2008 年 7 月） 

與我國毒性物質管理法申報毒化物運作及毒性化學物質許可證等資料要

求相較之下，歐盟 REACH 所要求的註冊資料中，要求提供的資訊較為龐大和

複雜，測試資料項目要求也更多。我國毒管法申請運作許可證、登記文件及核

可證之運作人所需提交之資料多屬基本資料，如負責人及工廠證明文件，運作

量等等。其他資料則包括物質安全資料表，產品製造流程說明，管理方法說明

書，危害預防及緊急應變計畫、應變器材、偵測及警報設備之設置及操作計畫，

廠區配置圖等等，我國毒管法所要求的資料需求屬於針對運作實務所設計，對

於物化特性與毒理測試，及使用安全資訊的提供則闕如，物質特性及危害相關

資料目前多由主管機關負責蒐集及舉證。 

係數 體內試驗 

L1 閃火點 L2 
眼睛刺激性 
體內試驗 

L2
非脊椎動物(如水蚤)之長

期毒性試驗 

L1 可燃性 L2 
哺乳動物細胞基因

突變性體外試驗 
L3 魚類長期毒性試驗 

L1 爆炸性 L2 致突變性-小核試驗 L3
魚苗或魚類胚胎的短期毒

性試驗 

L1 自燃溫度 L2 吸入急毒性 L3 魚類的幼苗成長試驗 

L1 氧化特性 L2 皮膚接觸急毒性 L3 水面最終降解模擬試驗 

L1 顆粒度 L2 
短期累積劑量毒性

試驗(28 天) 
L3 土壤的模擬試驗 

L3 
有機溶劑穩定

性與降解產物

特性 
L2 生殖/發育毒性篩選 L3 沉積物的模擬試驗 

L3 解離常數 L3 毒性動力學 L3 降解產物辨識 

L3 黏性 L3 
亞慢性毒性試驗(90
天) 

L3 水生物種生物蓄積性 

噸數級距： 
L1：≧1 公噸/年 
L2：＞10 公噸/年 
L3：＞100 公噸/年
L4：＞1000 公噸/年 

L3 
胎兒期發育毒性研

究 
L3 土壤微生物效應 

L3 兩代生殖毒性研究 L3 植物短期毒性研究 

L4 
長期累積劑量毒性

試驗(≧12 個月) 
L4 植物的長期毒性研究 

L4 致癌性研究 L4
沉積物有機體長期毒性研

究 
 L4 鳥類長期或生殖毒性研究 
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歐盟 REACH 法規規定下的基本資訊要求包括註冊者基本資訊，物質基本

資訊，物質產製與使用相關資訊，分類與標示，安全使用指引，及暴露資訊。

除了以上基本資訊外，並須提供物化資訊、毒理資訊、環境毒性資訊的研究摘

要及研究重點報告。針對產製量介於 1 至 10 公噸之間的物質，需要提供暴露

資訊。而年產製量大於 10 公噸之物質則需要進行額外的化學安全評估(CSA)，

並完成化學安全報告(CSR)。 

REACH 法規中要求的基本資訊項目與我國毒管法申報毒化物運作及申請

運作許可證、登記文件、核可文件等大致相似。但在提供物化資訊、毒理資訊、

環境毒性資訊等要求上，歐盟 REACH 法規的要求則遠多於我國毒管法的要求，

因為其要求的不僅是一個測試結果，更包含了研究的摘要及完整研究摘要。例

如在 REACH 法規附錄 VII 至 X 中，註冊物質要求的毒理資訊項目裡包含長期

性的測試研究，如大於等於 12 個月的長期累積毒性試驗，胎兒其發育毒性研

究，乃至於兩代生殖毒性研究等等資料。除毒理資訊項目的要求外，在歐盟

REACH 法規要求的環境毒性資訊中，還包括了非脊椎動物的長期毒性試驗，

植物的長期毒性研究，鳥類的長期或生殖毒性研究等等長期毒性研究項目。以

上僅列舉一部份資料需求之項目，(完整項目見 3.4.2 節)皆需要耗費長時間及大

量金錢方能取得或完成。 

ECHA 為能獲得完整的化學物質的相關研究或測試報告，並考慮在有效率

的作法下讓廠商能完成註冊檔案的資訊需求，歐盟 REACH 法規要求每個物質

須成立一個物質資訊交換論壇（SIEF），使用同一種化學物質的不同廠商須加

入同一個物質的 SIEF，SIEF 成員須聯合提交化學物質的危害特性、分類資料，

以加速註冊作業及避免重複試驗。 

針對年產製量介於 1 至 10 公噸的物質，REACH 法規要求廠商在註冊時提

供物質的可能暴露資訊，包括主要使用類別(工業用，專業用，或消費者使用)，

重要的暴露途徑(人體，環境)，暴露型態(頻率)等(REACH 法規附錄 VI 中規定)。

REACH 法規中的暴露資訊要求不僅需要針對物質產製過程中的暴露途徑及職

業場所的使用進行說明，其中還包含了消費者在此物質下的暴露說明。 

而針對年產製量 10 噸以上的物質，則需額外進行化學物質安全評估(CSA)，
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以化學物質安全評估中的資料完成化學安全報告(CSR)。化學物質安全評估的

目的為辨識物質的危害，評估物質對人體及環境潛在的影響，以及在可能的範

圍內，決定暴露的無效應劑量。化學安全評估主要包含了危害評估，暴露評估，

及風險辨識等三個主要步驟，進行時應考量物質產製與使用期間之生命週期的

所有階段。 

歐盟 REACH 法規中規定需要進行註冊的註冊人，須於註冊期限前 12 個

月前，提醒下游使用者須告知須使用用途的相關資訊，作為提交化學安全報告

中對於不同暴露情境描述之依據。而廠商可依暴露情境推估之可能風險，制訂

出適用之風險管理措施，並於安全資料表（SDS）中進行告知和傳遞給下游不

同的使用者，甚至是產品的消費者。我國毒管法目前並未針對化學物質要求完

成風險評估或風險控制等資料項目。 

整體而言，REACH 法規在化學物質註冊資料需求上，比我國的毒性化學

物質管理法要求了更多的項目，其所要求資料性質也有相當大的差異。在歐盟

REACH 法規要求的資料目的為蒐集化學物質特性，及利用此化學物質在生命

週期中的各階段的資訊評估其使用是否安全，以供後續列管之依據。由於我國

毒管法管制對象為針對確定有毒性及疑似有危害性及污染環境之虞之毒性化

學物質，因此我國毒管法資料需求大多針對於毒性化學物質的實務運作及預防

應變緊急措施而設計，尚未有將風險評估及化學品安全使用資料蒐集之機制納

入考量的作法。 

四、商業機密保護機制 

商業機密資料的考量主要來自歐盟 REACH 法規中關於公開化學品安全資

訊以及註冊時廠商資料的共享作法， 其他先進國家管理系統中如美國、加拿

大、日本、澳洲等，亦均有商業機密保護(Confidential Business Information，

CBI)，或資料保護的設計，而我國毒管法中商業機密保護的設計與實施則相對

要來得簡略；以下針對歐盟在上述兩項作法中對商業機密保護的機制說明分

析。 

化學品的安全使用為 REACH 法規的主要目的之一，而建立化學品安全資

料之責任則落在化學工業界身上。使用化學物品的廠商負責蒐集化學品安全使
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用之資訊，在註冊時於技術檔案中提交，而歐洲化學總署負責在網路上向大眾

公開這些資訊，讓一般大眾也能取得這些可能在日常生活中暴露於其下的化學

品資訊，進而利用這些資訊來選擇是否使用化學品。因此，在 REACH 法規中

明文列出了歐洲化學總署應該公開的化學品資訊。針對化學品廠商對商業機密

資訊的保護，亦有措施予以保障。 

依據 REACH 法規第 118 條和第 119 條之規定，廠商對於註冊檔案中具有

商業機密資訊的部份，可以在註冊時於技術檔案中向歐洲化學總署提出，徵得

總署的同意。REACH 法規的第 119 條並規定歐洲化學總署需免費公開物質安

全資訊於其網站，其資訊包括： 

1. 非屬新物質及非中間體或研發用物質之危險物質 IUPAC 學術名稱 

2. EINECS 名稱 

3. 物質的分類與標示 

4. 物質的物化資訊及對環境的影響 

5. 毒性及生態毒性研究結果 

6. 依據附錄 I 建立之衍生無效應劑量(DNEL)與推衍無作用劑量(PNEL) 

7. 依據附錄 VI 第 4,5 節提供之安全使用指引 

8. 附錄 IX、X 要求之分析方法，已偵測排入環境或直接暴露人體 

之危險物質 

9. 如分類與標示有必要者，其物質純度以及屬危險分類之雜質與 

添加物成分 

10. 已註冊物質之噸數級距 

11. 有關第 4,5 項之研究摘要及研究重點報告 

12. 除了第 1-8 所列資訊外，包含於化學物質安全資料表之資訊 

13. 物質的商用名稱 

14. 為 Directive 67/548/EEC 定義之危險物質已 6 年之新物質 IUPAC 名稱 

15. 只用於中間體或研發，且屬 67/548/EEC 指引定義之危險物質之 IUPAC

名稱 

其中第 9-15 項之內容，除非因未公開資訊將損及商業利益，並且依 REACH
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法規第 10 條提出不公開資訊之請求，且經化學總署同意外，化學總署應免費

公開以上資訊於其網站，也屬於資訊公開或資訊分享的一部分。 

除了明列歐洲化學總署應公開的化學物質安全資料之外，歐盟 REACH 法

規也在第 118 條中列出不可予以公開的資訊項目，除非在有關人體健康、安全

與環境保護之緊急情況下須採取緊急措施者，化學總署才能揭露這些資訊，否

則公開這些項目是違反商業機密保護原則的行為。這些資訊包括了： 

1. 混合物的詳細組成 

2. 物質或混合物確切的用途、功能與應用 

3. 產製或置於市場之物質或混合物，其確切噸數 

4. 產製者、進口商、經銷商或下游使用者之間的連結 

資料的分享為歐盟 REACH 法規的核心原則之一。藉由聯合提交檔案及分

享物質資訊，註冊化學物質的廠商可增加其註冊上的效率，減少支出並且避免

使用脊椎動物的測試。然而，在 SIEF 中資料的分享以及資訊公開亦可能為廠

商帶來其商業機密資訊洩漏的疑慮，因此在 SIEF 進行相關資料分享時，可透

過廠商間保密協定的方式，保護商業利益。 

根據我國毒性化學物質管理法之運作，由於運作毒化物之廠商向主管機關

申報運作量、釋放量，以及申請許可證、登記文件、核可證等證書皆為單向管

道；主管機關除可公開危害預防及應變計畫供民眾查閱外，其他申報給主管機

關的資料並無公開的管道。因此，我國毒管法雖然沒有特別設定商業機密保護

機制，但是運作人在現行申報資料處理的機制下並不會產生商業機密資料外洩

的疑慮，然而未來如有新化學物質申報義務及進一步資訊公開/資訊分享的規劃，

有關商業資訊保護的機制將有檢討與國際作法調和的必要。 

五、相關申請或審查費用 

依照我國毒性化學物質管理法中的毒性化學物質運作申請收費標準規定，

規費分為審查費及證書費。運作毒性化學物質的申請包含許可證、登記文件、

核可文件之新申請、展延或變更運作場所，及申請解除第一類至第三類毒性化

學物質之限制或禁止事項。目前毒管法申請費用見表 3-4。 
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歐盟 REACH 法規中註冊所需費用在 (EC) No. 340/2008 條文中列示，按

照 REACH 法規規定需繳交規費的行為包括註冊、在註冊中申請商業機密資料

保護、變更噸數級距申請費、變更申請法人身分資料、變更註冊檔案成為商業

機密資料(移除商業機密資料保護則免)、通知歐洲化學總署其使用化學品為研

發用途以取得註冊豁免權、申請授權，以及提請申訴等。以下針對規費中註冊

及資料保護申請費用加以說明。 

表 3-4、我國毒性化學物質管理法運作申請收費標準規費表   
申請項目 

(單位：新台幣 
元) 

許可證 登記文件 核可文件 
申請解除第一類至第

三類毒性化學物質之

限制或禁止事項 

新申請案 3,000 元 2,000 元 1,000 元 20,000 元 

展延 1,500 元 1,000 元 500 元 - 

變更運作場所

(製造/使用/貯存) 
3,000 元 2,000 元 1,000 元 - 

變更運作場所以

外之其他內容。 
900 元 600 元 300 元 - 

證書費 1,000 元 500 元 300 元 - 

（資料來源：行政院環保署） 

（資料彙整：財團法人安全衛生技術中心，2010 年 6 月） 

如表 3-5 所示， 進行歐盟 REACH 註冊的年產製量噸數愈高，所需負擔註冊

費用愈高。而個別提交之註冊費用又比聯合提交的註冊費用高。聯合提交之註冊

費用較低不僅是因為其相關的審查工作量較低，也因為較低的申請費用可以鼓勵

聯合提交，增加資訊的共享，進而避免不必要的重複資源浪費。歐盟的註冊費用

以歐元比新台幣 40 比 1 之匯率計算，範圍依噸數級距及提交型態分別，自新台幣

48,000 元至 1,240,000 元不等。歐盟 REACH 另外對各種規模的小型企業有註冊費

用優惠，廠商需對歐洲化學總署提出其為小型企業的聲明，經審核符合小型企業

的標準之後方得享有此優惠。 
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表 3-5、歐盟 REACH 法規註冊費用 

物質噸數級距 個別提交(單位：歐元€) 聯合提交(單位：歐元€) 

年產製量 1-10 噸 €1,600 (NTD 64,000) €1,200 (NTD 48,000) 

年產製量 10-100 噸 €4,300 (NTD 172,000) €3,225 (NTD 129,000) 

年產製量 100-1,000 噸 €11,500 (NTD 460,000) €8,625 (NTD 345,000) 

年產製量大於 1,000 噸 €31,000 (NTD 1,240,000) €23,250 (NTD 930,000) 

（資料來源：歐洲化學總署） 

（資料彙整：財團法人安全衛生技術中心，2010 年 6 月） 

如表 3-6 所示，廠商若須申請註冊物質年產製量變更上修，需依其噸數級

距變更繳交費用，費用範圍自 2,025 歐元(約合新台幣 81,000 元)至 29,400 歐元

(約合新台幣 1,176,000 元)不等。但申請變更下修物質年產製量則不須付費。 

表 3-6、歐盟 REACH 法規申請資料變更費用 

變更項目(年產製量) 個別提交(單位：歐元€) 聯合提交(單位：歐元€)

1-10 噸→10-100 噸 € 2,700 (NTD108,000) € 2,025 (NTD 81,000) 

1-10 噸→100-1000 噸 € 9,900 (NTD 396,000) €7,425 (NTD 297,000) 

1-10 噸→大於 1000 噸 € 29,400 (NTD 1,176,000) € 22,050 (NTD882,000) 

10-100 噸→100-1000 噸 € 7,200 (NTD 288,000) € 5,400 (NTD 216,000) 

100-1,000 噸→大於 1000 噸 € 26,700 (NTD 1,068,000) € 20,025 (NTD 801,000) 

10-1000 噸→1,000 噸 €19,500 (NTD 780,000) €14,625 (NTD 585,000) 

（資料來源：歐洲化學總署） 

（資料彙整：財團法人安全衛生技術中心，2010 年 6 月） 

如前節就商業機密資料保護機制所述，註冊廠商可依 REACH 法規 118 條

和第 119 條之規定，可以在註冊時於技術檔案中向歐洲化學總署提出資料保護

請求，徵得總署的同意並且按照資料保護項目繳交費用。費用依項目而異，範

圍約在1,225歐元(約合台幣49,000元)至4,500歐元(約合新台幣180,000元)間，

費用見表 3-7。   
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表 3-7、歐盟 REACH 法規申請資料保護之費用 

申請資料保護項目 個別提交(單位：歐元€) 聯合提交(單位：歐元€)

物質純度及/或雜質、添加物成分 €4,500 (NTD 180,000) €3,375 (NTD 135,000) 

相關的噸數級距 €1,500 (NTD 60,000) €1,225 (NTD 49,000) 

研究摘要或研究重點摘要 €4,500 (NTD 180,000) €3,375 (NTD 135,000) 

物質安全資料表中的資訊 €3,000 (NTD 120,000) €2,250 (NTD 90,000) 

物質商品名 €1,500 (NTD 60,000) €1,225 (NTD 49,000) 

在 危 險 物 質 中 非 分 階 段 物 質

IUPAC 名稱 
€1,500 (NTD 60,000) €1,225 (NTD 49,000) 

屬中間體或研發用途之危險物質

IUPAC 名稱 
€1,500 (NTD 60,000) €1,225 (NTD 49,000) 

（資料來源：歐洲化學總署） 

（資料彙整：財團法人安全衛生技術中心，2010 年 6 月） 

綜上所述，除因須提交較多資料的註冊檔案，其相關審查的工作量相對提

高之外。歐盟 REACH 法規為了達到資料共享與避免重複測試資源浪費，在申

請費用的設計上對選擇聯合提交的註冊申請有較低的費用優惠。為促進化學品

安全資訊公開，資料保護之申請則依項目另外加收費用，以鼓勵讓化學品資料

公開之廠商相對可負擔較少的費用，但是歐盟 REACH 中設計了註冊或申請商

業機密需要負擔費用而非免費的服務，同時相關的運作亦需要經費的支持。我

國毒性化學物質管理法規費中，也有類似之設計。對於申請解除第一類至第三

類毒性化學物質限制或禁止事項之申請費用遠高於申請許可證等其他規費的

作法，造成經濟上的阻力，進而達成減少用於毒化物限制或禁止事項的目的。 

六、稽查與罰則等 

目前歐盟成員國中主管或負責執行 REACH 法規的代表機關，其主管領域

包括了環保、勞工與衛生等單位。代表性的主要會員國和其主要執行 REACH

法規的機關彙整如表 3-8，各單位人員將配合 ECHA 執行檢查稽核的工作，檢

查稽核的作法與標準由 ECHA 負責制定與提供訓練，另外各國海關人員也是執
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行進口化學品查核 REACH 法規符合度的主要執行單位。  

表 3-8、歐盟主要會員國主管執行 REACH 法規單位彙整表 

成員國 主管/負責執行單位 主管領域 

丹麥 Danish Environmental Protection Agency  環保部門 

荷蘭 National product Control Agency for Welfare and 
Health (STTV)  

福利健康部門 

法國 Ministry of Environment  環保部門 

德國 Federal Institute for Occupational Safety and Health  職業安全衛生部門 

匈牙利 National Institute of Chemical Safety  化學品管理部門 

愛爾蘭 Health and Safety Authority  健康安全部門  

義大利 Ministero della Salute (Ministry of Health)  健康部門 

盧森堡 Administration de l'environnement  環保部門 

波蘭 Bureau for Chemical Substances and Preparations       化學品管理部門 

瑞典 Swedish Chemicals Agency  化學品管理部門 

荷蘭 Bureau REACH, RIVM  化學品管理部門 

英國 Health and Safety Executive  
Department for Environment, Food and Rural Affairs  

環保部門 

（資料來源：歐洲化學總署） 

（資料彙整：財團法人安全衛生技術中心，2010 年 6 月） 

根據歐洲共同體條約以及自治程序原則，歐盟會員國應自行決定罰則的輕

重以及性質。此外，確保各個會員國主管機關間以合作與諮商的方式保有最基

本的一致性，以防止會員國間的執法情形差異過大，或是廠商因罰則差異而遷

移至罰則最輕的會員國。依 REACH 法規授權，目前歐盟成員國已陸續訂定相

關罰則，包括了民事罰緩及刑法等規定。以英國為例，其環保部門與經貿部門

已配合訂定相關法規，規定罰則包括經簡易定罪(summary conviction)得罰款

5,000 英鎊，或/及最高 3 個月的刑期，經檢控定罪(conviction on indictment)確

定後罰款則無上限，或/及最高 2 年的刑期；荷蘭則規定得處罰 670,000 歐元罰

緩(約新台幣 3,000 萬)，及最高 6 年刑期等；歐盟相關的罰則在國際間化學品

管理法規中應屬嚴格，加上對廠商在歐盟商業利益上的限制，大幅提升其執法
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力道與廠商配合度。 

我國毒管理法規定，主管機關可派人查核毒性化學物質之運作、相關物品、

場所或命提供有關資料，包括各區環境督察大隊及縣市環保局稽查人員。違反

毒管法者，主管機關依罰則處置，包括限期改善，停工或停業，令歇業、撤銷、

廢止登記或撤銷、廢止其許可證、刑罰、罰金。其中最嚴重之罰則為違反毒管

法而致人於死者，處無期徒刑或七年以上有期徒刑，得併科新台幣一千萬元以

下罰金。但一般而言，依違反毒管法情節輕重不同罰鍰範圍約可分為新台幣 6

萬至 30 萬，10 萬至 50 萬，以及 100 萬至 500 萬等。 

歐盟 REACH 法規適用國家有 27 個會員國，各會員國之執行對於此歐洲

共同體階層的法律實行極為重要。相較於歐盟有 27 個會員國，需要大量的協

調及溝通以建立各國執法及罰則上維持相當的一致性。我國的毒管法主管機關

為行政院環保署，因此較歐盟的執法制度單純，罰則也沒有不一致的問題。而

歐盟的各會員國因其主管機關在執法上因各有不同的優先順序，此優先順序會

反映在訂定罰則及查核行為之進行。表 3-9 總結我國毒管法與歐盟 REACH 管

理機制可行性分析。 

如前所述，歐盟以嚴格的管理制度加上對廠商在商業利益上的限制，提高

廠商配合度及執法力道。自 2007 年實行以來，歐盟的 REACH 制度也對國際

間化學品管理帶來新的影響，如日本、美國、中國、韓國等國家均紛紛開始檢

視其化學品管理制度，因此於此一時間點檢討我國對化學品管理制度，不僅可

以參照歐盟 REACH 的制度面，更可觀察到 REACH 法規在執行面上的可行性

及困難，對照各國受歐盟的化學品管理法規啟發所進行的改革方向，蒐集值得

學習之作法作為我國化學品管理法規架構制訂之參考。 
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3.1.3 差異分析結論與建議 

依照以上差異分析內容可提出如表 3-9 中六點結論與建議，未於差異分析

六個面向中涵蓋的內容則於表 3-10 中提供完整的比較說明。 

表 3-9、歐盟 REACH 與我國毒管法差異分析結論 

項目 差異分析結論 

管制對象 歐盟  歐盟REACH法規管制對象為所有物質，其中包括具有

危害性的物質，作法原則與精神主要為源頭管制，以註

冊方式掌握所有化學物質及其供應鏈的資訊與流布。 

我國  我國毒管法主要只針對經篩選評估公告列管第一至四

類毒性化學物質進行管制。而歐盟REACH管制對象不

以是否具有毒性作為單一管制依據，因此兩者間其管制

對象差異極大，我國現行作法在源頭管制部分恐有遺

漏，特別是新化學物質或主管機關尚未掌握完整安全資

訊的化學物質。 

排除範圍 歐盟  在歐盟需要註冊菸品與化粧品的化學物質成分，但後續

管制則在其他指令中作管理，因其規範較REACH中授

權限制更為嚴格，建議在考慮源頭管制設計規畫中，重

新檢視排除範圍的設定，以反映我國法規制度需求及作

法。 

我國  其他目的事業主管法規管制下之特定物質，在我國毒管

法及歐盟REACH法規中，均為了避免重複資源浪費及

實際可行性，而有列於排除範圍內之作法。菸品與化粧

品皆為列於我國毒管法排除範圍內的物質。 

註冊資料需

求項目內容 
歐盟  除了歐盟REACH法規註冊資料項目要求繁多外，其化

學物質安全評估的風險評估及風險控制規定，化學品安

全資訊與技術檔案提交在歐盟REACH制度中已轉移到

廠商身上。 

我國  我國毒管法申請運作之要求資料項目較歐盟REACH
少，且主要針對實務運作與緊急應變及災害預防設計。

我國目前舉證的責任大多落在政府主管機關組織，申報

項目完整要求為目前我國所欠缺，在修法規劃中值得進

一步評估檢討。 
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表 3-9、歐盟 REACH 與我國毒管法差異分析結論（續） 

項目 差異分析結論 

商業機密保

護機制 
歐盟  歐盟REACH法規中已引用國際間常用規範的商業機密

保護機制，廠商可在註冊時提出資料保護申請。在化學

物質論壇SIEF資料分享時也可經保密協定，保護論壇會

員的資料機密。 

我國  我國毒管法相較於歐盟REACH法規，目前較無商業機

密資料外洩的考量，因廠商較無提交有關可能影響到商

業利益資訊的義務，(例如供應鏈資訊揭露等)，且我國

毒管法並無公開廠商提交之資訊機制。我國目前雖尚無

相關細節設計，未來有關商業資訊保護的機制將會有檢

討與國際作法調和的必要。 

相關申請或

審查費用 
歐盟  歐盟REACH法規為鼓勵廠商資料共享，減少重複測試

的資源浪費，對於聯合提交註冊費用則給予廠商優惠。

而REACH法規為了促進化學品安全資料公開，亦有針

對申請資料保護額外收費的機制。 

我國  我國毒性化學物質管理法運作申請規費遠低於較歐盟

REACH法規註冊費用，須收取規費項目也較少。建議

我國主管考量使用者付費精神，必要的費用應由化學品

運作者負擔，包括登錄、篩選、評估、管理等業務，管

理經費的來源妥善設計為值得主辦單位審慎考量之項

目。 

稽查與罰則 歐盟  稽查與罰則是落實法規的必要作為與手段，歐盟會員國

各自有針對REACH法規執行的主管機關及罰則，會員

國主管機關間則相互協調避免因罰則差異過大，導致廠

商因罰則差異遷移之情況，但整體而言，歐盟相關的罰

則在國際間化學品管理法規中應屬嚴格，加上對廠商在

歐盟商業利益上的限制，執法力道與廠商配合度皆能受

到提高之效益。 

我國  我國由中央主管機關立法規範故應無上述歐盟之疑

慮，但未來適度設計調整相關罰責額度之稽查作為，將

有利於法規的落實與執行， 建議應一併於修法中考量。 

（資料彙整：財團法人安全衛生技術中心，2010 年 6 月） 
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除差異分析結論與建議外，根據計畫執行單位於 98 年度執行環保署之「規

劃我國化學品管理及專責單位設置計畫」結論(如以下六點所示)，我國現行毒

管法可藉由新增化學物質之註冊機制，要求廠商提供主管機關化學物質資訊以

進行評估，並由資料評估結果決定物質之管理機制，以管控有危害之物質並完

備化學品源頭管理。 

1. 積極建置更完善的化學品源頭管制措施，如新化學物質登錄(註冊)。  

2. 逐步要求廠商提供危害物質安全資訊，運作流布與完整使用用途資訊，如

指定既有化學物質登錄(註冊、評估)。  

3. 主要安全資訊提供與危害評估將由政府轉移至運作廠商負責，如登錄資訊

內容要求(註冊)。  

4. 政府未來將關注成品/商品中高危害物質的使用與暴露風險，例如高度關

切物質及延伸毒化物管理(授權、限制)。  

5. 結合提升現行法規之管理管制作為(例如現有毒化物，及各部會管理中的

授權與限制機制)。  

6. 應考量國情與需求，作法應與國際發展潮流接軌。 
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表 3-10、我國毒管法參採歐盟 REACH 管理機制可行性分析說明 

No 
歐盟 REACH

管理機制 

我國現行毒性化學物質

管理法機制 
參採歐盟 REACH 機制可行性 

1 
既有化學物質

清單建置  

我國尚未建置國家既有

化學物質清單。我國跨

部會合作建置中，預計 
2011 年中完成初稿。 

我國已進行建置中，預計於 2011 年中初步完成

初稿。 

2 
既有化學物質

預註冊 
目前尚無規劃 

可行，建議於未來毒管法中規定既有化學物質

登錄中採行。此機制幫助歐洲化學總署掌握完

成預註冊之潛在註冊者(potential registrants)名
單，以利安排後續註冊資料收受之業務量預估。

3 
既有化學物質

註冊 
目前尚無規劃 

可行，建議可參考歐盟 REACH 註冊機制，配

合新化學物質申報，完備源頭掌握為毒化物篩

選作準備，確實掌握我國境內使用之化學品種

類、數量、性質與使用情形，評估審核廠商提

交之資料後將有危害物質納入後續毒化物管

理。 

4 
新化學物質註

冊/申報 

我國尚無新化學物質申

報機制。 
(除農藥、環境用藥、化

妝品、食品、食品添加

劑、健康食品、及藥品

與管制藥品外)  

可行，建議將新化學物質申報機制納入我國毒

管法中，配合既有化學物質登錄，完備源頭掌

握為毒化物篩選作準備。我國勞委會勞工安全

衛生法修法中，擬新增新化學物質申報機制法

源，但僅限於作業場所。 

5 
化學物質資訊

交換論壇 SIEF 
目前尚無規劃 

建議擷取 SIEF 中適用我國國情之資訊分享精

神，歐盟化學物質資訊論壇完全自主性的運作

較缺乏有效溝通，因此建議我國後續可考慮由

政府提供部分協調工作。 

6 
既有化學物質

危害與風險評

估 

我國尚未依既有化學物

質清單進行危害與風險

評估 

我國跨部會合作預計 2011 年中完成初步危害評

估。環保署已於 2010 年年初公佈健康危害風險

評估技術規範指引，建議未來可一併與 REACH
建議作法進行應用。 

7 
新化學物質評

估 

我國尚無新化學物質評

估機制。 
(除農藥、環境用藥、化

妝品、食品、食品添加

劑、健康食品、及藥品

與管制藥品外)  

可行，建議採用以完整了解我國新化學物質運

情形及物質特性，並依據評估結果對有危害之

物質納入毒管法管制。我國勞委會勞工安全衛

生法修法中，擬新增新化學物質評估機制法

源，但僅限於作業場所，相關評估機制與方法

則尚未建置。 
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表 3-10、我國毒管法參採歐盟 REACH 管理機制可行性分析說明（續） 

No 
歐盟 REACH

管理機制 

我國現行毒性化學物質

管理法機制 
參採歐盟 REACH 機制可行性 

8 
供應鏈資訊之

揭露(化學物質

的流布資訊) 

除毒化物運作場所資訊

外，我國尚無完整掌握化

學物質運作場所及供應

鏈流布資訊機制。環保署

自 88 年起至 97 年共陸續

完成 39 種毒性化學物質

環境流布調查。 

可行，建議可於登錄資料要求中提出供應鏈內

的資訊揭露，讓主管機關得以掌握化學物質在

供應鏈內各種不同製程中的型態及性質，物質

的流布，與物質的環境暴露。 

9 
化學物質危害

辨識(危害特性

分類)  

我國已採行聯合國 GHS
標準並建置 CNS 15030
化學品分類與標示國家

標準 

歐盟已採用相同的聯合國 GHS 標準，與我國毒

化物管理中 MSDS 及標示相同。 

10 

化學物質危害

特性測試實驗

規範與推估方

法  

我國尚未完備相關能量

與測試要求 

可行，建議由跨部會配合標檢局推動。歐盟

REACH 已建立標準運作¸包括 OECD 測試標

準、定量結構關係危害推估、GLP 實驗室等。

11 
化學品安全資

訊公開/商業機

密機制 

我國尚無化學品安全資

訊公開規範。 

可行，建議逐步完備國內化學品資訊蒐集，並

配合商業機密機制設計，建立公開化學品安全

資訊標準。ECHA 已公布已註冊之 129 種物質

資料於其網站。 

12 
化學物質運作

授權許可制度  

我國針對毒性或危害化

學物質已有類似之許可

制度。 

可行，我國毒管法已有類似機制，建議持續關

注歐盟授權物質之後續管理及發展。 

13 註冊、授權費用 
我國毒化物管理現有申

請運作許可之相關規費

設計。 

可行，建議於未來登錄化學物質之機制設計訂

定規費標準，以支持資料審核與評估等相關管

理業務所需費用。 

（資料彙整：財團法人安全衛生技術中心，2010 年 8 月） 
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3.2 修法策略建議 

依據 3.1 差異分析與 98 年度環保署「規劃我國化學品管理及專責單位設置計

畫」之結論建議，針對現行毒管法參採 REACH 精神及作法須加強之機制提出初

步修正建議。此初步修正建議經與主辦單位數次工作會議研討後多次修正，提出

以下三點毒管法架構修正重點建議，另詳細修正條文建議將於 3.3 節毒性化學物

質管理法修正方案及配套措施中說明。 

 法源中須納入既有化學物質及新化學物質登錄以完備源頭管制 

 化學物質之登錄為完備毒化物篩選流程之必要前端作業 

 廠商需繳交資料以供後續毒化物篩選評估作業 

 分階段實施化學物質登錄作業，降低廠商的衝擊 

 跨部會合作提供單一窗口避免資源重複浪費 

一、毒管法初步修正建議  

初步建議納入既有化學物質之管理及新化學物質之管理分別如下說明： 

1.初步建議既有化學物質之管理： 

現階段毒管法之毒性化學物質篩選原則中，化學物質蒐集來源主要有二： 

 以先進國家及國際公約列管之化學物質或有毒物質名單中 

 經科學文獻資料報告為生態環境或人體健康之民生公共議題化學物質或

我國相關部會已建立之化學物質名單中有危害人體健康之虞者 

由於列入蒐集名單之化學物質在進入化學物質觀察名單前須經分析毒理

資料完整性，若毒性資料不完整則無法進行後續評估，如果欠缺完整毒理資料

將導致無從了解物質危害特性，以致在化學物質蒐集名單中的化學物質遲遲無

法進入觀察名單中接受評估，目前在蒐集名單中物質絕大部份是缺乏完整資料

的。 

目前環保署已計畫將預計於 2011 年中公布之既有化學物質清單列入物質

蒐集來源，因此將可對國內現行運作之化學物質種類與國外列管清單比對，優

先針對在國內有使用情形之化學物質進行了解。然而，即使掌握了國內化學物

質使用清單，並且比對得到國外列管之化學物質在國內運作之清單，對於此物
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質在國內使用之情形可能造成之危害，仍須蒐集大量的毒理資料、污染危害、

環境流布、風險評估等資料尚能列入觀察名單中進行評估。而即使是國外未列

管的物質，未經科學驗證也並不代表此物質沒有危害性，由此可見我國現行運

作之物質特性，仍有許多需要瞭解掌握之處，以確保國人健康及環境品質之維

護。 

舉與我國國情相似的韓國為例，其既有化學物質清單約有 41,000 筆，若以

相同數目的既有化學物質清單來估計，單靠主管機關現有的人力蒐集所有的毒

理資料，將是一項龐大任務，更何況物質運作情形也會因市場需求而變動，等

到主管機關將物質資料蒐集完整，進行評估列管之後，恐怕也無法及時管制有

危害物質的風險了，實務上化學物質的評估是有時效性的，而不是被動地等待

資訊完備後才進行必要之管制，況且現行化學品運作管理機制中並沒有要求提

供物化、毒理特性測試結果等安全資訊，是我國制度上的一大漏洞。 

建議環保署未來將既有化學物質之運作納入毒管法管理，以 REACH 法規

中要求廠商肩負舉證責任的精神，將年總量達一定量以上之既有化學物質，將

分階段公告指定為優先評估物質，並要求優先評估物質之運作人須繳交物質危

害與相關資訊，完成登錄作業。如此一來主管機關也可減去資料舉證的負擔，

掌握國內既有化學物質中較可能有危害特性的物質資料。 

2.初步建議新化學物質之管理： 

建議環保署將來將新化學物質之運作列入毒管法管理，對於未列入中央主

管機關公告之國家既有化學物質清單之新化學物質，運作人須於運作前向中央

主管機關提出新化學物質申報，經中央主管機關審核，核發新化學物質登記證，

始得運作。由於新化學物質可能是新研發出的物質或是在市面上尚未普遍使用

之物質，因此對主管機關而言新化學物質的物質特性及毒理資料將不易蒐集，

另一方面來說，使用物質的廠商應當是最了解物質特質的，因此有必要將新化

學物質的資料舉證責任轉移到廠商身上。 
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二、其他建議相關管理機制之說明 

1. 分類標準與物質安全資料表。化學物質分類與標示及物質安全資料表之

規定可參考：(1)2010/5/20 公告之歐盟執委會法規 EU 第 453/2010 號針對

化學品註冊、評估、授權和限制(REACH)法規修訂之內容，包括附錄 II

中之安全資料表要求。(2)歐盟 CLP 法規 (EC) No 1272/2008 中之分類標

準與相關規定。 我國採行 CNS15030 符合聯合國 GHS 且與歐盟制度相

同，建議在分類標準及物質安全資料表標示可以擴大沿用。 

2. 化學安全評估。目的為經由評估物質產製或使用所產生之風險，確保風

險之適當控制。化學物質安全評估方法建議列於新增化學物質申請登錄

要求中，參考歐盟 REACH 法規中註冊資料需求之一的化學安全評估報

告，其內容包括人體健康危害評估、物理化學危害評估、持久性、生物

蓄積性及毒性及高持久性、高生物蓄積性評估。若化學物質符合危險物

質分類或持久性、生物蓄積性及毒性或高持久性、高生物蓄積性，則需

進行化學品生命週期中所有相關用途之暴露評估，包括暴露情境。並須

進行風險辨識以瞭解物質使用產製產生之風險是否已受到適當控制，由

廠商來配合提供。 

3. 商業機密資訊保護。商業機密資料項目申請及相關費用列於歐盟 REACH

法規 119 條。依 REACH 法規中化學品安全資料公開之精神，針對廠商

提出申請之商業機密資料項目，以審查申請需求說明及額外收取費用之

方式，建立門檻，讓廠商因額外須辦理之手續重新思考申請商業機密資

料保護之必要，同時也考慮到廠商商業行為上保護的需求，以付費的精

神導入。建議未來由化學物質登錄資料蒐集時一併考量規劃資料公開之

項目及必要商業機密資訊保護申請機制，並與國際作法調和。 

4. 化學品的資訊公開是現在歐盟化學品管理法規 REACH 的主要精神之一，

其目標在公開由廠商提供之註冊資料中的化學品安全資訊，提供給社會

大眾取得化學品安全資訊之管道，賦予大眾認識生活週遭化學品性質的

權利，並且可經由了解化學品安全資訊及其可能造成之影響作為將來購

買使用化學品之依據。化學品資訊的公開也是 SAICM 中減少健康風險的
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行動方案工作項目內容之一，亦即彌補獲得、解釋、和應用知識能力上

的差距。因此建議在毒管法參採相同精神，以公開化學品安全資訊為目

標，經由化學品登錄的實施及資料提交、彙整、評估的程序，以至建立

資訊公開平台，達到化學品化學品安全資訊共享之成效。 

5. 綠色化學。REACH 法規以授權及限制來推動綠色化學，危害物質替代方

案參考美國環保署「為環境設計，DFE」計劃，及美國環保署 TSCA 改

革方針。DFE 已在美國環保署建立 15 年之久，以評估使用傳統及替代化

學物質的工業對人體及環境健康之效應，並賦予數以百計的公司行號選

擇更安全的物質或科技之選擇。建議可依現行毒性化學物質運作獎勵辦

法中擴大參考設立相關計畫。 
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3.3 毒性化學物質管理法修正方案及配套措施 

本節將依據前節之分析結論研擬毒管法之修正方案與相關配套措施初稿建議，

包括毒管法之修正條文與化學物質登錄辦法初稿。 

3.3.1 毒管法修正方案分析 

本節依據前節初步建議的既有化學物質與新化學物質管理策略提出修正

方案一，經與主辦單位多次開會討論後(會議記錄、會議資料與意見回覆見附

錄 VII)，提出修正方案二。表 3-11 為修正方案一與方案二之比較說明。 

原方案一的建議中管理化學物質運作牽涉到多達八種運作行為，其權責與

範圍並非主管機關所能負荷，就源頭管制的目標來看亦無將所有運作行為列入

規範的必要性，因此在多次工作會議討論後調整策略，以製造與輸入運作行為

為主，提出方案二，將提議之化學物質管理權責限定於資料之登錄管理，新化

學物質與運作量達一定量以上或可能具危害之既有化學物質均須進行登錄，罰

則也限定於處罰未依照登錄規定辦法進行登錄之廠商。而新化學物質與既有化

學物質之登錄管理則視為毒性化學物質篩選流程之前端作業。 

依據前節分析結論，擬訂毒管法修法目標如下： 

 完備毒管法：參採歐盟 REACH 精神，落實源頭管制，完備毒化物前

端篩選機制。 

 提升廠商社會責任：化學品安全舉證責任轉移至廠商身上，提升廠商

對自身使用的化學品危害性了解。 

 保護人體健康與環境：掌握化學品危害特性，降低不安全的化學物質

暴露，減少意外發生。 

 符合聯合國 SAICM 期程：提升我國化學物質管理與國際競爭力，建全

公平貿易條件，避免我國成為國際間高危害物質的傾銷地，提升國際

形象及國人社會安全信心。 
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表 3-11、毒管法建議修正方案比較表 

方案一、 

方案內容說明 優點 缺點 

1. 化學物質與既有化學物質運作

納入毒管法管理 

2. 運作年總量達一定量以上之既

有化學物質分階段指定公告為

優先評估物質，優先評估物質之

運作人須繳交物質危害與相關

資訊登錄 

3. 化學物質運作人需繳交資料進

行申報並取得許可證始得運作。

4. 依規定運作之化學物質得處罰

鍰、罰金或刑責 

• 完整掌握化學物質各

種運作行為實際情形 

• 完整掌握新化學物質

清單與運作情形 

• 母法中加入新及既有

化學物質管理恐模糊

「毒化物」管理之目的

• 所有運作行為都列入

管理之必要性低，與其

他部會管理之權責難

以切割 

• 管理及罰則範圍過

廣，行政業務量無法負

荷，對產業衝擊也較大

• 礙於行政資源有限，可

行性較低 

方案二、 

方案內容說明 優點 缺點 

1. 化學物質限定於資料之登錄 

2. 新化學物質與運作量達一定量

以上或可能具危害之既有化學

物質均須進行登錄繳交資料 

3. 新化學物質製造、輸入運作人須

繳交資料進行登錄並取得核可

文件使得運作 

4. 化學物質輸入、製造者未進行登

錄得處罰鍰 

• 權責限於登錄資料管

理，行政負擔較小，可

行性較高 

• 對可能有危害之既有

化學物質或新化學物

質可迅速取得資訊進

行必要之後續毒化物

篩選 

• 對主管機關及產業衝

擊較小 

• 對輸入及製造之外的

其他運作行為之使用

及暴露資訊了解較少 

（資料來源：財團法人安全衛生技術中心，2010 年 8 月） 
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表 3-12 為依方案一內容建議修正條文，建議於原條文中第七條新增第七

條之一，明列新化學物質登錄之規定，新增第七條之二，規定既有化學物質之

優先評估物質分階段公告與資訊繳交義務。另新增相關罰則第三十五條之一。 

表 3-12、建議修正毒管法條文(方案一) 

修   正   規   定 現   行   規   定 

第七條之一  運作人須於運作新化學物質前向中央主

管機關提出新化學物質申報，經中央主管機關審核，

核發新化學物質登記證，始得運作。 

    前項新化學物質申報、審查程序、核（換、補）

發、變更、展延、撤銷、廢止及其他應遵行事項之辦

法，由中央主管機關另定之。 

化學物質之毒理特性符合本法第三條所定毒性化學物

質之分類定義者，中央主管機關應公告為第一類、第

二類、第三類或第四類毒性化學物質。 
    第一類、第二類及第三類毒性化學物質，中央主管

機關得公告限制或禁止其有關之運作。 
    運作人使用毒性化學物質之過程因採行對策及控制

方法，證明可預防或避免污染環境或危害人體健康

者，得申請解除前項公告所定限制或禁止事項。申請

被駁回者，得提出申復，但以一次為限；其申請應檢

附之文件、核駁、提起申復之期限及其他應遵行事項

之辦法，由中央主管機關定之。 
    第四類毒性化學物質之運作，除應申報該毒性化學

物質之毒理相關資料及適用第八條、第十一條、第十

二條、第十五條第二項、第二十四條至第三十八條、

第四十一條及第四十二條規定外，不受本法其他規定

之限制。 

第七條 化學物質之毒理特性符合本法

第三條所定毒性化學物質之分類定義

者，中央主管機關應公告為第一類、第二

類、第三類或第四類毒性化學物質。 
    第一類、第二類及第三類毒性化學物

質，中央主管機關得公告限制或禁止其有

關之運作。 
    運作人使用毒性化學物質之過程因採

行對策及控制方法，證明可預防或避免污

染環境或危害人體健康者，得申請解除前

項公告所定限制或禁止事項。申請被駁回

者，得提出申復，但以一次為限；其申請

應檢附之文件、核駁、提起申復之期限及

其他應遵行事項之辦法，由中央主管機關

定之。 
    第四類毒性化學物質之運作，除應申報

該毒性化學物質之毒理相關資料及適用

第八條、第十一條、第十二條、第十五條

第二項、第二十四條至第三十八條、第四

十一條及第四十二條規定外，不受本法其

他規定之限制。 

第七條之二  運作年總量達一定量以上化學物質，中

央主管機關得分階段公告指定為優先評估物質，優先

評估物質之運作人需繳交物質危害與相關資訊，完成

登錄作業。 

   前項優先評估物質之公告、登錄格式與內容、作業

方式及其他應遵行事項之辦法，由中央主管機關另定

之。 

新增條文 

第三十五條之一 違反第七條第一項化學物質登錄之

規定者，處新臺幣一萬元以上五萬元以下罰鍰，並令

其限期改善；屆期不改善者，得連續處罰。 

新增條文 

   （資料彙整：財團法人安全衛生技術中心，2010 年 8 月） 
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表 3-13 為依方案二內容建議修正條文，建議修正原條文第七條，於條文

中新增化學物質登錄之規定，登錄規定則以管理辦法另定之。另於原條文第三

十五條中新增三十五條之一，違反化學物質登錄辦法之相關修正條文內容如表

3-12 所示，因考量相關登錄要求為完備毒化物篩選之前置作業，故罰則中罰鍰

額度不宜與毒化物一般。條文第七條所指化學物質可於相關登錄子法中分為既

有化學物質與新化學物質，為與國際間通用作法一致及符合我國管理需求，建

議之管理配套措施說明將於 3.3.2 節詳述。 

表 3-13、建議修正毒管法條文(方案二) 

修   正   規   定 現   行   規   定 

第七條  製造、輸入一定量或可能具危害之化學物

質之運作人，應在中央主管機關規定期限前，登錄

化學物質特性資料及運作情形。 

化學物質之毒理特性符合本法第三條所定毒性化學

物質之分類定義者，中央主管機關應公告為第一

類、第二類、第三類或第四類毒性化學物質。 
    第一類、第二類及第三類毒性化學物質，中央主

管機關得公告限制或禁止其有關之運作。 
    運作人使用毒性化學物質之過程因採行對策及控

制方法，證明可預防或避免污染環境或危害人體健

康者，得申請解除前項公告所定限制或禁止事項。

申請被駁回者，得提出申復，但以一次為限；其申

請應檢附之文件、核駁、提起申復之期限及其他應

遵行事項之辦法，由中央主管機關定之。 
    第四類毒性化學物質之運作，除應申報該毒性化

學物質之毒理相關資料及適用第八條、第十一條、

第十二條、第十五條第二項、第二十四條至第三十

八條、第四十一條及第四十二條規定外，不受本法

其他規定之限制。 

第一項化學物質登錄格式與內容、作業方式、分階

段規定登錄物質及其他應遵行事項之辦法，由中央

主管機關另定之。 

第八條 化學物質之毒理特性符合本法第三條

所定毒性化學物質之分類定義者，中央主管機關

應公告為第一類、第二類、第三類或第四類毒性

化學物質。 
    第一類、第二類及第三類毒性化學物質，中央

主管機關得公告限制或禁止其有關之運作。 
    運作人使用毒性化學物質之過程因採行對策

及控制方法，證明可預防或避免污染環境或危害

人體健康者，得申請解除前項公告所定限制或禁

止事項。申請被駁回者，得提出申復，但以一次

為限；其申請應檢附之文件、核駁、提起申復之

期限及其他應遵行事項之辦法，由中央主管機關

定之。 
    第四類毒性化學物質之運作，除應申報該毒性

化學物質之毒理相關資料及適用第八條、第十一

條、第十二條、第十五條第二項、第二十四條至

第三十八條、第四十一條及第四十二條規定外，

不受本法其他規定之限制。 

第三十五條之一 違反第七條第一項化學物質登錄

之規定者，處新臺幣一萬元以上五萬元以下罰鍰，

並令其限期改善；屆期不改善者，得連續處罰。 

新增條文 

（資料彙整：財團法人安全衛生技術中心，2010 年 8 月） 
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依上述毒管法策略建議修正方案，毒管法建議修正架構如圖 3-2 所示，經

既有化學物質以及新化學物質登錄流程後，主管機關藉由向廠商要求資料提交，

將得以完備於現行毒化物篩選流程中毒理資料不完整的部分，並且掌握國內運

作之化學物質危害特性、使用情形及毒理資料，以作為後續制定環境決策與規

範物質之依據，新訂定登錄的規定主要是以完備毒化物篩選及管理為目標的必

要前置作業。 

 
圖 3-2、我國行政院環保署毒管法建議修正架構 

（資料來源：財團法人安全衛生技術中心，2010 年 8 月） 

 

計畫執行期間，執行單位與環保署持續針對提議修正條文內容進行討論與

調整，考量修法規定義務之妥適性，以便在政府管理端有效利用資源，並且同

時能利用法規機制，作為收集國內化學物質運作資訊之工具，以掌握需關注之

化學物質的危害特性與數量，後續納入現行毒管法中進行管理，進而保護國人

健康與提升環境品質。建議持續研擬對方案二建議條文修正方向包括： 

 新增化學物質及新化學物質等專有名詞定義，以利法規執行 

 

毒化物篩選機制

釋放 禁用 限用 運作申請 綠色化學

既有化學物質

新化學物質

分階段登錄
登錄

列管毒化物
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 明確說明第七條中化學物質管理方式 

 相關管理罰則須明確訂出 

 明確規範業者登錄化學物質資訊的責任 

依據以上修正方向，執行單位將持續協助環保署進行相關修正條文之完備

與詮釋，以確保修正法規能達成目標，作為現行毒管法篩選之有效前端作業。 

3.3.2 毒管法建議修正配套措施 

因應國際間逐步朝向化學品健全管理的目標，主管機關應掌握化學品在不

同生命週期間（Life-cycle）的各個階段，可能造成對人體、環境生態所造成的

危害或影響，進而擬定出適宜的因應管理策略，以真正保障國內民眾的健康安

全與環境的品質。因此，參考先進國家如美、日等國化學品源頭管制作法，納

入聯合國國際化學品管理策略方針（SAICM）、歐盟化學品註冊、評估、授權

與限制法規（Registration, Evaluation, Authorization and Restriction of Chemicals, 

簡稱 REACH 法規）精神，如 3.3.1 方案二中建議毒管法修正新增條文第七條

內容： 

「製造、輸入一定量或可能具危害之化學物質運作人，應在中央主管機關規

定期限前，登錄化學物質特性及運作情形 

「第一項化學物質登錄格式與內容、作業方式、分階段規定登錄物質及其他

應遵行事項之辦法，由中央主管機關另定之。」 

建議之新增第七條文字，主要是考量我國現階段在整體化學物質管理尚無

源頭管制之機制。鄰近國家的法規中如日本的化學物質審查及製造管理法、中

國的新化學物質環境管理辦法、澳洲的工業物質通報與評估法等，皆有訂定新

化學物質登錄或通報的機制規定。凡未在國家已公告之既有化學物質清單中的

化學物質，則視為是新化學物質，若符合須登錄之條件則必須向主管機關進行

新化學物質的登錄或通報作業，主管機關則藉由新化學物質登錄制度的實施，

可掌握境內輸入、製造之化學物質及可能具有的危害特性，亦符合完備我國毒

化物主管法規對於篩選毒化物機制前端準備的需求。 

另外針對既有化學物質管理，諸如歐盟 REACH 法規與加拿大的 CEPA 
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1999 法規皆有針對境內既有化學物質，要求廠商依其法規規定進行註冊或資料

提報等作業，主要是建立既有化學物質的相關危害評估和暴露風險資料，並依

此判斷危害性和管制的先後順序。因此，茲針對毒管法建議修正之第七條提及

之登錄格式與內容、作業方式、分階段規定登錄物質及其他應遵行事項，建議

規劃化學物質登錄管理相關配套措施，主要包括下列機制： 

 定義與排除 

 登錄類型 

 登錄專案辦公室 

 登錄程序與作業 

 登錄資料需求大綱 

 資料保護與資料公開 

經執行單位與環保署多次開會討論，並取得多位業界代表意見之綜合結論，

將持續對登錄機制之檢測、分階段登錄、資料庫管理、跨部會合作，與商業機

密保密等機制進行進一步的修正與研擬。 
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3.4 註冊(登錄)資訊工作項目建議 

此節將針對歐盟 REACH 的註冊工具 IUCLID5 進行分析，並且參考 IUCLID5

的資訊項目規格，作出我國未來化學物質登錄的資料項目建議。IUCLID (the 

Internatinoal Uniform Chemical Information Database，國際統一化學品資訊資料庫)

是一個管理化學物質內在危害特性資訊的應用系統，並且是一套可以用來完成符

合化學品相關法規提交報告檔案的工具。REACH 法規在第 111 條中指定註冊資

料必須符合 IUCLID 格式因 REACH 法規的採行及廠商配合註冊時程，未來可能

發展成全球通用之格式之一，基於未來化學品安全資訊將廣為通用，以及國際制

度接軌考量，值得我國研擬採用。 

3.4.1 歐盟 REACH 註冊工具 IUCLID5 分析 

IUCLID 的初版最早是由歐洲委員會的歐洲化學局(ECB)在 1993 年所建立，

以配合理事會法規(EEC)對「既有化學物質風險評估與管制」規定。「既有化學物

質」可視為在 1981 年 9 月 18 號以前上市到歐盟市場並且列在 EINECS 清單(既有

商業化學品歐洲清單)的物質。到第四版的時候，全球已經有超過 500 個以上政府

部門及組織都採用 IUCLID 規格進行資料蒐集與管理。2009 年推出的最新版的

IUCLID5 是由各界利益關係人，包括來自化學工業界以及各會員國的主管機關，

經濟合作發展組織跟非營利組織參與設計。這套工具讓使用者可以輸入、管理、

儲存、交換這些 REACH 法規要求的物質特性資料，也增進了註冊檔案的速率。 

IUCLID 提供了 REACH 註冊者編輯、完成 REACH 相關註冊檔案並且即時管

理這些資料的介面， 並且讓歐洲化學總署(ECHA)、歐洲委員會和成員國境內主

管機關可以處理和管理廠商的註冊情況。IUCLID5 的設計同時也配合 OECD 的化

學計畫、國際化學協會(International Council of Chemicals Association, ICCA)、美

國環保署高產量物質(High Production Volume Challenge Program, HPV)計畫，日本

挑戰計畫和歐盟殺菌劑指令(Biocidal Products Directive, BPD)的規定。有鑒於

IUCLID 為目前國際間化學品資料管理中最為完善的系統，因此以下將針對

IUCLID 的結構與資料項目進行分析說明，以作為我國未來化學物質登錄資料項

目之參考。 
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使用 IUCLID 準備註冊檔案包括以下漸進式過程：完成手動或電子化 IUCLID

欄位的資料收集、與其他 IUCLID 使用者交換意見、資料評估，以及在預計提交

的檔案資料中加以註釋。要完成這些步驟，需要建立起多層結構的 IUCLID，

IUCLID 的結構主要分成四層，原始資料層、XML 資料層、註冊檔案(dossier)資

料層、註釋資料層。IUCLID 的四個資料層功能分別如下所說明。 

 原始資料層 

 所有與化學物質或混合物相關的資料皆可自原始資料層輸入或匯入 

 儲存所有未經處理的資料 

 這些資料完全獨立於法規、計劃或任何將來可使用之用途 

 可以從這個儲存所有資訊的資料層選擇有用的資料複製到其他資料

層，例如準備提交的檔案資料層 

 XML 資料層 

 註冊檔案(Dossier)必須以 XML 格式提交給主管機關 

 在兩個以上的 IUCLID 系統間交換資料 

 與其他系統互換資料 

 IUCLID 的交換資料檔案檔.i5z 為 XML 檔案的集合壓縮 

 註冊檔案(Dossier)資料層 

 所有的資料都是唯讀，無法加以編輯或修改 

 只能進行三個動作: 建立新註冊檔，匯入整個註冊檔、刪除整個註冊

檔 

 每個註冊檔都有一個獨特的辨識編號 UUID 

 註釋資料層 

 註釋可被附加在所有的資料項目中 

 註釋無法獨立存在，須依附母項目 

 母項目被刪除，註釋就被一起刪除 

物質資料組(Substance Dataset)主要是給法人(legal entity)使用的，包括公司資

訊。每一物質都會被指定一個參考物質，而該參考物質會指出物質的註冊名稱。

這兩種資料會在 IUCLID 內進行合併。若要建立註冊檔案，可以選擇和修改適當

的檔案範本以配合 REACH 法規要求。在 IUCLID 中管理的資訊類型主要分成以
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下三類： 

 公司/組織相關資訊 

 物質相關資訊 

 評估報告 (只能附加檔案) 

雖然評估報告是在 IUCLID 之外產生，但被視為第三種資訊類型。附加評估

報告到資料集內是項必要的程序，以提交完整檔案，同樣情況也適用於 REACH

註冊 (假如需要納入化學安全報告時)。 

物質相關資訊是以物質資料組進行管理的資訊，也是 IUCLID 的主要資訊核

心。物質可經由不同方法辨識；例如，物質可視為化學元素、分子、從任何製造

過程或是生物來源所衍生的分子組成物。包含所有化學物質相關的資料，像是化

學名稱，包括物質成份、製造、使用和暴露資訊、分類標示資訊，所有必要可用

測試結果研究文摘等。物質資料組是資料儲存的地方，可在此建立註冊物質的檔

案。物質相關資訊可分為一般/非測試結果(general/non-endpoint)資料以及測試終點

(Endpoint Data)資料，第 4、5、6、7、9、10 章為測試結果資料。。在 IUCLID5

中物質的資料填寫項目共分為如表 3-14 所列的 14 個章節： 
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表 3-14、IUCLID 工具章節及內容說明 

IUCLID章節 內容說明 

0. 相關資訊 此欄位並非資料輸入欄位，而是提供將其他 IUCLID 內容連結至

資料組的方法，或是指出任何相關資訊。 

1. 一般資訊 物質辨識名稱、成份、不同商業關係(供應商或是聯合提交/SIEF
會員)，其他 IT 系統 (例如 IUCLID 4 參考)、分析資訊、光譜資

料、產品、製程和研發資訊等。 

2. 分類及標示 化學品全球調和制度(GHS)、針對物質的歐洲指令

(67/548/EEC)、針對調配品的1999/45/EC法令和相關修訂及採用

的分類標示資訊。 

3. 製造、使用及暴露 製造方法資訊、製造、進口和使用預估量、生產/使用地、供應

鏈內可取得(如可用物質、成品或混合物內物質)，以及因製造、

進口或使用物質而產生的化合物。 

4. 物理特性及化學特性 物理化學特性，像是熔點、沸點、密度、蒸氣壓等資料 

5. 環 境 影 響 與 途 徑  不同環境下的穩定性、生物降解性和/或生物蓄積性、運輸和分

佈資訊。 

6. 生態毒理資訊 水中、沉積物和/或土壤毒性，以及生物效應監測、生物轉化和

分解產物的資料。 

7. 毒理資訊 物質的毒性資訊，像是毒性動力、急毒性、重複劑量、生殖毒

性、致癌性、累積毒性等 

8. 測 試 分 析 方 法 紀

錄  
敘述不同原料或媒介(例如：空氣、動物、人體和組織跟土壤)
內物質的分析方法。 

9. 食 品 中 殘 留 與 容

許 殘 留 濃 度  
食物和飼料殘留物的資訊，主要以農藥和殺蟲劑為主。 

10. 標 的 器 官 影 響  標的生物反效應的資訊。主要以殺蟲劑為主。 

11. 安 全 使 用 指 引  安全使用指引，也就是急救措施、滅火措施、意外洩露處理方

法、安全處置和儲存方法、運輸資料、暴露控制/個人防護措施、

穩定性和反應性、廢棄處置方法。 

12. 參 考 文 獻  詳述任何收集文獻的資料 

13. 相 關 評 估 報 告  非資料輸入欄位，用來附加評估報告。 

14. 資 料 申 請  非資料輸入欄位，而是用來附加需要執行新研究報告的資訊規

定。 

（資料來源：IUCLID 5 使用指引） 

（資料彙整：財團法人安全衛生技術中心，2010 年 6 月） 
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圖 3-3 為 IUCLID 的資料輸入畫面，資料輸入畫面左方的樹狀圖即為

IUCLID 中物質資料的 14 個章節。右方的資料輸入畫面輸入格式包括下拉式選

單、可修改的文字範本、數字輸入、自由文字輸入、附加文字檔案、附加圖片

等。 

 
圖 3-3、IUCLID5 資料項目輸入畫面 

（資料來源：IUCLID 5.2 工具，2010 年 8 月） 

 

3.4.2 我國化學物質登錄管理資訊項目建議 

為 REACH 升級開發的 IUCLID5 在國際間受到廣泛應用，包括美國、日本、

歐盟、加拿大、OECD 的化學品管理計畫均接受或規定使用 IUCLID 作為資料

管理登錄的工具，也顯示 IUCLID5 為目前國際間化學物質資訊管理的代表性

規格之一。而加拿大環境部與歐洲化學總署並已經於 2010 年 5 月 21 日簽署了

資訊交換的合作備忘錄(Memorandum of Understanding, MoU)以加強雙方的化

學對話交流以及鞏固技術及其他方面合作的機制，內容包括由化學物質衍生的

風險，建立技術指引，雙方並特別簽署協議，明訂將朝商業機密資料的交換方

向努力。除了加拿大之外，歐洲化學總署也計畫與美國及澳洲簽署類似的 MoU，

目前日本亦進行最新 IUCLID5 格式升級中。 
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由此看來， REACH 的實施與其牽涉到的大規模資料蒐集，已經引起了國

際間化學品資料交換與技術合作的興趣。在此趨勢之下，資料格式的相容性將

是資料交換的重要指標之一，有了相容的資料格式，將大大提升廠商、各國或

各機關之間資料傳輸與使用的效率。而資料交換的成果，將為業界與政府節省

許多不必要的測試，等於為主管機關做出決策規範高危害物質鋪設了一條捷徑，

也更能有效達到保護人民健康及環境品質的目標。因此執行單位建議未來我國

化學品登錄資料項目參考 IUCLID5 格式安排，以建立未來參採運用 IUCLID 的

資料格式相容性建立基礎。表 3-15 為我國化學物質登錄管理之資料項目建議

與說明，資料項目規格參考歐盟 REACH 法規第 10 條的註冊所需資訊項目與

REACH 法規附錄 VI 至附錄 VIII 之中的內容，以及歐盟 REACH 法規資訊提報

工具 IUCLID5 中項目順序安排。 

表 3-15、我國化學物質登錄管理之資料項目建議與說明 

資料分項 項目說明 

1.一般資訊 

1.1 物質辨識 

1.2  組成 

資料包括供應鏈中的角色描述、物質

種類、物質身分(元素、有機、無機、

聚合物)、物質組成、純度、濃度及雜

質資訊 

2.分類及標示 

GHS 化學品全球調和系統 

提供物質的物理性危害、生殖毒性、

致癌性、環境危害等分類。 

3.製造、使用，以及暴露 

3.1 技術製程 

3.2 預估量 

3.3 廠址 

3.4 物質在供應鏈中的形式 

3.5 物質用途與暴露情境 

3.6 製造及使用過程中產生的廢棄物 

3.7 暴露量估計 

有關製程描述、場址資訊、預估年總

量、物質在供應鏈中以何種形式呈

現、濃度範圍及用途、廢棄物及暴露

量估計等一般(非測試結果)資訊。 
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表 3-15、我國化學物質登錄管理之資料項目建議與說明（續） 

資料分項 項目說明 

4.物理特性及化學特性 

4.1 外觀 / 物質狀態 / 顏色 

4.2 熔點 / 凝固點 

4.3 沸點 

4.4 密度 

4.5 蒸氣壓 

4.6 分散係數 

4.7 水溶解度 

4.8 有機溶劑/脂肪中的溶解度 

4.9 表面張力 

4.10 閃火點 

4.11 自燃性 

4.12 易燃性 

4.13 爆炸性 

4.14 氧化性質 

4.15 溶劑中的安定性與相關降解產物特性 

4.16 解離常數 

4.17 黏度 

有關物質各項物化特性之管理資料

(研究資料之性質)、資料來源(資料引

用出處)、測試物質與方法，以及物質

物化特性測試結果與討論。 

5.環境影響與途徑 

5.1  安定性 

      5.1.1  大氣中光轉化作用 

      5.1.2  水解 

      5.1.3 水中光轉化作用 

      5.1.3 土壤中光轉化作用 

5.2  生物降解 

      5.2.1  水中生物降解：篩檢試驗 

      5.2.2  土壤中生物降解 

5.3 生物蓄積：水生/沉積物 

提供有關物質環境影響與途徑之管

理資料(研究資料之性質)、資料來源

(資料引用出處)、測試物質與方法，

以及物質生物降解測試結果與討論

(如生物需氧量/化學需氧量等)。 
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表 3-15、我國化學物質登錄管理之資料項目建議與說明（續） 

6.生態毒理資訊 

6.1 水生毒性 

       6.1.1  對魚類的短期毒性 

       6.1.2  對魚類的長期毒性 

6.1.3  對非脊椎動物(如水蚤)之短期毒性試

驗 

6.1.4  對非脊椎動物(如水蚤)之長期毒性試

驗 

       6.1.5  對水生藻類及藍綠藻的毒性 

   6.1.6  對水生植物之毒性(藻類除外) 

   6.1.7  對微生物的毒性 

6.2 沉積物毒性 

6.3 陸生毒性 

       6.3.1  對土壤中生物體的毒性 

            (除節肢動物外) 

       6.3.2  對陸生節肢動物的毒性 

       6.3.3  對陸生植物的毒性 

       6.3.4  對微生物的毒性 

       6.3.5  對鳥類的毒性 

提供有關物質水生毒性之管理資料

(研究資料之性質)、資料來源(資料引

用出處)、測試物質與方法，以及物質

的水生毒性測試結果與討論(如效應

濃度、暴露時間長短等)。 

7. 毒理資訊 

7.1 毒理動力、代謝與流佈 

       7.1.1  基礎毒理動力 

       7.1.2  皮膚吸收 

 7.2 急毒性 

       7.2.1  急毒性：口服 

       7.2.2  急毒性：吸入 

       7.2.3  急毒性：皮膚 

7.3 刺激性 / 腐蝕性 

       7.2.1  皮膚刺激 / 腐蝕 

       7.2.2  眼睛刺激 

7.4 過敏性-皮膚過敏 

提供有關物質毒理資訊之管理資料

(研究資料之性質)、資料來源(資料引

用出處)、測試物質與方法，以及物質

的毒理測試結果與討論(如口服急毒

性之效應大小、半數致死劑量等)。 

   



第三章  參照歐盟 REACH 精神，協助研議修訂毒性化學物質管理法 

63 
 

表 3-15、我國化學物質登錄管理之資料項目建議與說明（續） 

7.5 重複劑量毒性 

       7.5.1  重複劑量毒性：口服 

       7.5.2  重複劑量毒性：皮膚 

       7.5.3  重複劑量毒性：吸入 

7.6  基因毒性 

       7.6.1  基因毒性試管試驗 

       7.6.2  基因毒性活體試驗 

7.7  致癌性 

7.8  生殖毒性 

       7.8.1  生殖毒性 

       7.8.2  發育毒性/致畸胎性試驗 

7.9  與暴露相關的人體觀察 

       7.9.1  健康監控資料 

       7.9.2  流行病學資料 

       7.9.3  直接觀察：臨床案例、中毒意外 

及其他 

       7.9.4  人體過敏資料 

       7.9.5  與暴露相關的人體觀察：其他資料 

 

8.安全使用指引 提供安全使用指引，亦即急救措施、

滅火措施、意外洩露處理方法、安全

處置和儲存方法、運輸資料、暴露控

制/個人防護措施、穩定性和反應性、

廢棄處置方法 

9.文獻搜尋 詳述任何與物質有關可供參考的文獻

資料 

（資料彙整：財團法人安全衛生技術中心，2010 年 8 月） 
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第四章 化學物質登錄管理與推動之先期規畫 

章節摘要 

本章內容主要依據國家跨部會合作機制與發展國際合作，因應環保署毒性化

學物質管理法之修正，參考歐盟 REACH 法規與其他主要國家在化學品管理之執

行策略與規定，提出未來修法的建議執行方案和內容。鑒於修法內容涉及源頭管

制與國家既有化學物質清單的後續應用，本章將針對國家既有化學物質清單的相

關應用：化學物質清單危害辨識運用和高度關切物質篩選，以及研討源頭管制之

新化學物質登錄的相關管理與推動規畫。 
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4.1 規劃由化學物質清單資料庫相關危害辨識運用與管理作法策略建議 

未來國家既有化學物質清單的建置完成，將會呈現我國目前現正、曾經或近

期內使用之化學物質概況。而清單的完成，也代表著我國目前已具有真正可以進

行化學品源頭管制的基礎，亦是我國發展既有化學物質管理的重要里程碑，不再

需要完全仰賴國外清單來管理國內的化學物質。有鑒於此，參考如加拿大針對既

有化學物質清單發展的歷程以及化學物質管理，採用「挑戰計畫」(Challenge 

Program)的方式，針對疑似具有高危害的化學物質，公開要求廠商提出資料、測

試報告或相關評估報告，協助主管機關優先判斷疑似高危害物質之危害評估，決

定該化學物質的後續管制策略擬定，這也是國際間目前最盛行的作法，例如美國、

澳洲與日本政府都大力推崇這樣的策略。 

加拿大環境部門和衛生部門(Environment Canada, and Health Canada)為執行

加拿大環境保護法(Canadian Environmental Protection Act 1999, CEPA)的兩大主管

機關。共同針對加拿大既有化學物質進行歸類工作(Categorization)，其目的是辨

識和判斷既有化學物質對於環境、人類健康所可能造成危害風險的程度。其歸類

標的之既有物質清單又稱為國內物質清單(Domestic Substances List)，初版的清單

於 1994 年公布，且該清單持續進行動態式更新，另外加拿大有一份非國內物質清

單(Non-Domestic Substances List)，主要以美國 TSCA 清單為主，因為加拿大化學

品進出口市場約有九成以上在美國。 

依據加拿大 CEPA 對於國內物質的危害分類共分為以下五大類： 

1. 最大暴露潛勢（Greatest Potential for Exposure, GPE） 

2. 持久性（Persistent, P） 

3. 累積性（Bioaccumulative, B） 

4. 對人類具有的固有毒性（Inherently Toxic to Human, IThuman） 

5. 非人類有機物（non-human organisms, ITeco） 

加拿大環境部和衛生部聯合進行歸類，耗時約 6 年的時間，於 2006 年 9 月完

成歸類。衛生部進行化學物質最大暴露潛勢、持久性、蓄積性和人類固有毒性的

判定，而環境部則針對持久性、蓄積性以及非人類有機物(如動物測試)來進行歸

類。歸類結果指出約有 4,300 種物質需要進一步關注，約有 200 個物質則需要優
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先採取措施。加拿大政府對於歸類的分工程序如圖 4-1 所示。 

 

圖 4-1、加拿大 CEPA 危害物質篩選流程圖 

（資料來源：加拿大環境部） 

（資料彙整：財團法人安全衛生技術中心，2010 年 8 月） 

加拿大政府則依照歸類的結果在 2006 年 12 月 8 日成立化學管理計畫

(Chemicals Management Plan)，目標為提升對人體與環境的保護，使其免於受到危

害化學品可能造成的威脅。該計畫的首要目標即是蒐集物質資訊，針對被辨識為

最須優先進行風險評估與採取適當控制的 200 種物質，要求業界提供最新的物質

資訊及相關使用風險控制措施。加拿大政府利用法規機制與資源要求業界提出資

訊的作法，稱為「挑戰計畫」。 

根據加拿大環境保謢法第 64 條中對於毒性物質的定義，若一物質以一定劑量

進入環境且符合下列之任一情況，則可能被視為毒性物質： 

 
國內物質（Domestic Substances）  

衛生部  環境部  

GPE P or B 

衛生部  環境部  

P or B and IThuman P or B and ITeco 

審視風險評估（含挑戰計畫）  

優先物質名單 

Priority Substances List 

無後續動作 
列入毒性物質名單 

Schedule 1 Toxic 

（可能實質限制）  

歸類工作  
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1. 可能會對於環境或多樣生物引起立即或長期危害的效應 

2. 對於環境或依賴環境的生物會造成危害 

3. 對於人類生活會造成危害 

挑戰計畫針對擬進行挑戰的既有化學物質，要求廠商必須提供下列資訊： 

1. 已製造、輸入、釋放、販賣之化學物質的總量 

(物質以純物質、混合物中組成、製成品中型態呈現) 

2. 物質在混合物和製成品中的濃度範圍 

3. 使 用 型 式 代 碼 和 北 美 工 業 分 類 系 統 （ North American Industry 

Classification System, NAICS）代碼 

而廠商或相關利益團體也可針對下列資訊需求，自願性提供資料： 

1. 該物質其他製造、輸入或使用的數量 

2. 關於該物質和相關產品的使用用途 

3. 關於物質釋放或滲漏之管理資訊 

4. 既存和可能風險的管理，以及產品管理的方案 

5. 關於該物質之現行法規或法定控制的資訊 

6. 關於可供發展法定影響評估的資訊 

根據所收到資訊和其他可用資訊，政府將進行篩選評估來判斷物質是否符合

一個以上的毒化物標準，並將篩選評估結果公告於政府網站。加拿大環境保護法

的挑戰計畫，主要是由政府中央主管機關先行篩選與自行進行危害分類辨識，再

以「挑戰計劃」的方式蒐集境內廠商的相關使用、製造或輸入的數量。而關於該

物質在風險評估或控制措施的部分，則以非強制要求的方式向廠商進行相關資料

的蒐集。加拿大 CEPA 挑戰計畫與歐盟 REACH 法規註冊作法之比較，如下表 4-1

所示： 

� �
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表 4-1、關於歐盟 REACH 法規註冊與加拿大 CEPA 挑戰計畫之作法比較 

項目 歐盟 REACH 法規 加拿大 CEPA 挑戰計畫 
對象 既有化學物質清單和已申報完

成之新化學物質清單 
(約 100,000 種) 

國內物質清單(約 23,000 種) 

執行方式 註冊與通報 (強制性) 資料遞交(部分強制) 
物質篩選

方式 
高噸數、致癌性、致突變性、

致生殖毒性、水環境危害、具

持久累積毒性(PBT)、非常持久

和蓄積毒性，以及環境荷爾蒙 

最大暴露潛勢、持久性、蓄

積性、對人類具有的固有毒

性、非人類有機物 

資料需求  一噸以上依不同噸數級距要

求不同資料 
 一噸以下通報危害分類與標

示 

 物質總量 
 濃度範圍 
 通用代碼 
 其餘資訊為自願性提供 

(資料來源：財團法人安全衛生技術中心彙整，2010 年 8 月) 

目前我國已逐步建置完成國家既有化學物質清單，且建置清單的資料需求已

要求國內廠商針對其物質在純物質狀態和混合物中組成狀態，提報年總量和在國

內製造、輸入或使用的資訊。根據上述資料與表格分析，我國既有化學物質登錄

的管理，為降低可能造成廠商的衝擊以及達到資訊收集的目的，建議綜合歐盟

REACH 法規與加拿大挑戰計畫之精神，參考加拿大作法中，由政府進行前端的

初篩，提出優先進行登錄的既有化學物質名單。而優先登錄標準的訂定，考量我

國國土並不如歐盟或加拿大腹地廣大，並且有鑒於我國人口密度極高，因此建議

參考歐盟 REACH 的作法，分階段優先針對高噸數與高危害的物質進行要求，由

政府主管機關公告優先登錄標準，以掌握大量進口、產製或具高危害之化學物質

使用情形與物質特性，並建議採用本報告第三章關於既有化學物質登錄的建議作

法，以噸數級距和危害分類為登錄類型、資料要求的區分，要求既有化學物質的

製造和供應廠商提供所有必要的資料，以真正協助政府主管機關進行危害物質源

頭管制，並促使企業盡到應盡的社會公義責任。 
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4.2 研析我國新化學物質管理能量並規劃建議期程及支援單位運作 

新化學物質的申報管理主要是主管機關收集關於新化學物質危害、暴露或風

險等資訊，藉以評估新化學物質的危害及制定後續防範措施的重要依據。新化學

物質申報制度的運作為建全國家化學物質管理機制中相當重要的一環，更是工業

化國家為保護國人健康與環境必備的基礎，也是一個國家永續發展行動的指標。 

本計畫已參考其他領先國家之執行現況與與規定，針對適用我國新化學物質

申報制度，包括新化學物質申報制度要項包含有新化學物質之定義、排除申報範

圍、管制噸數級距範圍、資料需求等相關建議詳述於第三章中。然而除了法規面

的規畫外，未來在實際執行上的人力需求以及技術支援等能量，則是相關制度落

實與否的重要關鍵。 

但由於我國在環境保護及勞工安全衛生等相關領域中尚未建立新化學物質申

報管理機制，在政府及民間均尚未培養建置未來執行申報管理的專業人力與技術

能量。歐盟、澳洲、與美加等國為例，在過去 10~20 年間這些國家已逐步的在政

府或民間都以經累積了相當的執行專業經驗與服務能量，值得考量我國實務需求

做規畫上的參考，同時執行期程的策略規劃更決定未來資源投入與能量建置的。 

4.2.1 各國新化學物質申報管理能量 

歐盟化學品主管機關 ECHA (European Chemical Agency)為原 ECB (European 

Chemical Bureau)改組擴編執行新化學物質申報(非階段物質/新化學物質)，其主要

技術支援單位包括了歐盟執委會所屬聯合研究中心(Joint Research Center, JRC)以

及 OECD (Organization for Economic Co-operation and Development）Environment 

Department – EHS program 等；美國現行新化學物質「預生產通知（PMN）」申報

則由美國環境保護署（Environmental Protection Agency, EPA）的化學品安全及污

染預防部門（Office of Chemical Safety and Pollution Prevention, OCSPP）所屬的污

染預防及毒性物質管理辦公室(Office of Pollution Prevention and Toxics, OPPT)負

責，技術評估及化學檢測分析實驗室則分別由其研究與發展部門(Office of 

Research and Development)，及各分區 OCSPP 所屬實驗室來執行。同時歐美國家

在這些年來已成熟發展出民間技術顧問各人與公司，以及 GLP 測試實驗室，來支



第五章 協助支援及臨時交辦事項 

71 
 

援廠商申報需求以及政府技術服務採購案的執行。 

澳洲以及加拿大過 10 年間則持續簽定合作備忘錄以相互技術經驗移轉及人

力培訓支援，澳洲新化學物質申報由隸屬健康及老年事務部門的國家工業化學品

申報及評估計劃(National Industrial Chemicals Notification and Assessment Scheme ，

NICNAS)新化學物質辦公室負責執行，該計畫同時也負責既有化學物質的評估以

及相關授權限制管理，；加拿大新化學物質申報依據加拿大環境保護法(CEPA)要

求，須向由加拿大環境部（Environment Canada）及加拿大衛生部（Health Canada）

共同執行的化學品管理計畫（Chemical Management Program）進行申報，由兩個

部會共同主持的利害相關人委員會督導下執行；同時在澳洲及加拿大均有技術顧

問公司及公民營 GLP 測試能量提供廠商申報需求。 

亞洲國家中已執行新化學物質申報管理制度的主要包括日本、韓國以及中國

等，日本新化學物申報須依「化學物質審查及製造管理法」(化審法)向主管機關

申報，跨部會合作目前由經濟產業省擔任受理窗口，依化審法設立的獨立行政法

人製品評價技術基盤機構(National Institute of Technology and Evaluation，NITE)

則擔任評估等技術支援工作，2010 年化審法新修訂後目前共約有 100 名正職及兼

職人力來執行。 

韓國毒性化學物質理法由其環境部主管新化學物質的申報業務與管理，韓國

國家環境研究所 /新化學物質管理辦公室 /風險評估辦公室 /化學分析實驗室

(National Institute of Environmental Research，NIER) 支援接受廠商申報業務及技

術評估等工作，韓國環境部與其勞動部(已改名為就業及勞動部)已於 2006 年起合

作，由韓國環境部擔任單一申報窗口，在相關資料會同勞動部門審查評估，以同

時符合其職業安全衛生法中有關新化學物質申報管理的規定，廠商無須重覆申報，

由上述日本及韓國跨部會合作及分工的做法值得我國參考。 

中國新化學物質申報由國家環境保護局設立於北京中國國家環境研究院化學

品登記中心(CRC-SEPA)負責接受申報及評估業務，並設有評估委員會運作機制，

該中心同時業管其既有化學物質名錄，相關測試能量多由各主管機關與國營事業

的實驗室提供服務。  
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為因應新化學物質申報管理與評估業務，主管機關結合公民營專業技術研究

機構，以支援主管單位執行化學物質的申報業務、安全評估報告、及諮詢輔導技

術等，將可避免需大幅度擴編人員，並可節省公務人員專業培訓的人力物力，依

各國實務及我國現階段能量評估，此種模式為較可行的發展策略，造成行政組織

面的衝擊將會最小化，但仍需積極配合發展與以因應未來階段性需求。 

另有關測試能量部分目前仍由行政院跨部會推動方案中經濟部標準檢驗局進

行評估中，相關測試能量有待期評估結果完成後進行關配合與規劃，並依未來新

化學物質申報測試需求做進一步規劃，唯前經濟部工業局計畫報告中初步評估我

國測試能量中，初步掌握我國除少數實驗室參與我國自辦 OECD 符合性 GLP 機

制外，現階段並不具完整 OECD GLP 資格，且能量仍遠低於日本及韓國。 
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4.2.2 研析我國新化學物質管理能量並規劃建議期程及支援單位運作 

各國新化學物質申報管理能量於政府與民間的業務分工合作： 

 主管機關：政策擬定立法修法、執行法令、法規解釋、授權限制、宣

導訓練、國際交流等 

 政府技術支援機構：隸屬政府組織之技術中心，協助提供主管單位政

策擬定、申報收受窗口、清單管理、法規諮詢、評估作業、授權限制

決策擬定、實驗分析等業務。 

 民間技術支援機構：民間技術中心或顧問公司、專業技師個人等，協

助廠商申報業務、評估、授權限制決策、及法規適法等服務。 

 測試實驗室：提供物理化學、健康、環境測試，化學分析等，另國際

間多已建立符合國家 GLP 或 OECD GLP 標準規範。 

上述蒐集各國新化學物質申報管理分工政府主管機關、政府民間技術支援

機構及測試能量分析比較參見表 4-2。 

表 4-2、各國新化學物質申報管理政府/民間/測試能量 

國 家  主 管 機 關  
政 府 技 術

支 援 機 構  
民 間 技 術 支 援

機 構  
測 試 實 驗 室  

歐 盟  化 學 總 署  有  有  有 /OECD GLP 
美 國  環 保 署  有  有  有 /OECD GLP 

澳 洲  
健 康 與 老 人

事 務 部  
有  有  有 /OECD GLP 

加 拿 大  
環 保 部 /衛 生

部  
有  有  有 /OECD GLP 

日 本  
經 產 省 /勞 動

省 /環 境 省  
有  有  有 /OECD GLP 

韓 國  
環 境 部 /就 業

與 勞 動 部  
有  有  有 /OECD GLP 

中 國 大 陸  環 境 保 護 局  有  國 營 事 業 為 主 有 /無 OECD GLP
我 國  規 劃 中  規 劃 中  較 少  經 濟 部 調 查 中  

(資料來源：財團法人安全衛生技術中心，2010 年 11 月) 
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建 議 策 略 與 實 施 期 程 規 畫  

我國如以現行法規體制作強化提升的方向規畫發展，以環保主管單位，修

改現行法規(如毒管法)以納入源頭管制與提升評估、授權、限制等管制作法，

完備毒管法源頭掌握及毒化物篩選機制。未來亦需要落實跨部會合作基制，例

如行政院跨部會推動方案建置國家既有化學物質清單，跨部會國際公約化學品

管制，及跨部會環境荷爾蒙管理等模式，新學物質申報管理機制的運作成果，

各目的事業主管部亦將為源頭管制而受惠，依源頭掌握安全資訊進行完備的後

續管理，既可跳脫我國原本的制度上的窠臼與缺漏(例如橫向合作以及避免重

覆管理)，又可整合部會間能量以完備國家化學品管理的推動執行。 

依據 98 年度行政院環保署「規劃我國化學品管理及專責單位設置計畫」

規畫建議(圖 4-2)，考量我國現況與國際發展趨勢，歐盟 REACH 法規對於化學

品安全管理的精神與作法，將逐漸為各國採行，但我國在相關基礎建設相對不

足的劣勢下，短期內若全面採行 REACH 將可能造成各界的巨大的衝擊與成本

代價。 

 
圖 4-2、建議現階段與中長期目標與作法示意圖 

(資料來源： 98 年行政院環保署「規劃我國化學品管理及專責單位設置計畫」 

期末報告，2009 年 12 月) 

 

  

中長期目標(5~10年)現階段作法(3~5年)

由環保署毒管處擴編與毒管法修法，
結合專業技術能量，主導國家整體化
學品源頭管理，並結合跨部會推動方
案執行。

配合政府組織再造契
機，新成立化學管理
專責單位，新訂定國
家化學品管理法

•配合修法
•跨部會合作方案推動與執行
•完備國家既有化學物質清單
•技術能量建置與發展
•方法工具與工具開發
•測試能量建置發展
•宣導與教育訓練
•國際交流與接軌

•配合組織再造檢討
•配合修法立法
•技術能量運用與強化更新
•測試能量運用
•宣導與教育訓練
•國際交流與接軌
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建議主辦單位採分階段方式導入，在組織面現階段以 3~5 年內可優先考量

採行環保署毒管處擴編與毒管法修法的方式，結合民間專業技術能量，透過修

法導入實施新化學物質申報管理，來完備化學品源頭掌握及毒化物管理，同時

運用跨部會推動方案建立之國家既有化學物質清單，進行優先物質或特定科學

園區需完成登錄試運作，以提升效能與全面實施可行性，進而開展適合我國的

化學品管理的法規制度符合國人期望與國際接軌，落實化學品安全使用與有效

管理的目標。 

建 議 實 施 期 程  

配合建議增修毒管法新學物質申報及化學物質註冊源頭管制機制，同時因

應未來科學園區化學品管理需求，可以搭配歐盟法規註冊進程及我國法規制度

建立實施，採分階段方式推動。  

毒管法增修內容與規劃草案擬於規劃年(2010)完成政策規畫與草案送院審

核，母法準備年(2011)配合修法相關事宜規劃子法及技術能量建置、舉辦公聽

會及世界貿易組織(WTO)通報程序等，預計於 2011 年底前修法通過並公告，

子法準備年(2012)為依母法授權業務規劃子法及配套措施，舉辦公聽會與修訂

公告子法，預計 2013 年正式實施。 

同時國家既有化學物質單的建置與運用，亦須配合跨部會推動方案與新化

學物質申報期程做準備。跨部會推動方案既有化學物質清單預計將於 2011 年

中公告，建議主辦單位因應未來新化學物質申報需求，於 2012 年起開放增補

以完備清單，同時作為搭配 2013 年新化學物質申報全面實施的依據。 

建 議 擴 編 專 責 人 力  

建議參採依 98 年行政院環保署「規劃我國化學品管理及專責單位設置計

畫」規畫建議模式三，現階段推動由環保署毒管處擴編與毒管法修法，並結合

民間專業技術能量來執行整體化學品源頭掌握。同時參考日本及韓國多年來作

法模式，包括如接受申報窗口行政及評估技術業務，都可規劃專案委辦方式運

用法人或民間等能量來提供支援，結合外圍相關化學品管理技術專業背景的服

務，例如專業技術研究機構與大專院校等，支援主管單位執行化學物質的申報
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業務、安全評估報告、及諮詢輔導技術等，同時建議主管機關擴編專責人力以

約 20-24 名的編制為目標，以執行包括下列業務： 

1. 新化學物質申報：新化學物質登錄業務、安全評估報告審核、商業資料

保護、授權管制決策制定等。（5-6 名） 

2. 既有化學物質註冊：既有化學物質註冊、進階評估篩選、清單公告增補

與管理、授權管制等業務。（5-6 名） 

3. 運作場所與環境流布登錄：危害化學物質運作場所流布、環境釋放登錄、

環境調查專案研究、資訊公開等。（5-6 名） 

4. 國際公約與新興汙染物管制：聯合國公約、奈米物質、環境荷爾蒙、國

際交流與合作。（5-6 名） 

5. 政策與綜合企劃：管理負責政策擬定、專案規劃研究、法規修訂、利害

關係人溝通等業務 (建議可併原毒管處毒化物業務) 。 

6. 運作管理：運作授權許可與管理、運作場所與邊境稽查抽查等業務(建議

可規畫由稽查大隊或縣市環保局執行) 

建議主管機關擴編專責人力及主管業務領域參見圖 4-3；依人力需求與業

務規劃，建議主辦單位爭取由原毒管處人員擴編，及配合 2012 年環境資源部

成立，並以執行新增新化學物質申報與既有化學物質註冊兩項業務為優先，隨

後以增加執行運作場所與環境流布登錄及國際公約與新興汙染物管制兩項業

務為其次，同時亦可合併原毒管處毒化物業務執行政策與綜合企劃，及規畫由

稽查大隊或縣市環保局執行運作管理與稽查業務。 
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圖 4-3、建議主管機關擴編專責人力及主管業務領域 

 

 

   

新化學物質申報管理
(5~6)

既有化學物質註冊管理
(5~6)

環境流布登錄
(5~6)

國際公約與新興污染物
(5~6)

新化學物質申報業務
高危害物質特殊管理
審查委員會運作
商業資料保護與資訊公開
國際新化學物質平行申報
授權管制

既有化學物質註冊業務
既有化學物質清單更新維護
審查委員會運作
商業資料保護與資訊公開
挑戰計畫
高度關切物質
健康與環境資訊評估
授權管制

危害化學物質環境釋放登錄
管理
登錄清冊更新維護管理
資訊公開
環境調查

SAICM國際化學品管理策略
方針
奈米物質
綠色化學
新興污染物
國際公約參與及交流
政策衝擊社經分析
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4.3 蒐集及研析高度關切物質管理資訊以適時納入毒管法管理 

ECHA 於 2008 年 10 月 28 日正式公告了第一批共 15 種高度關切物質（SVHC）

的候選清單（Candidate List）。目前該清單已增加至 38 種高度關切物質(見表 4-3)。

歐盟 REACH 法規針對高度關切物質的作法，主要是由各會員國依據 REACH 法

規之檔案內容，提交可能的高度關切物質的候選清單。經過後續的評估與公眾的

建議，才會正式決定高度關切物質的候選清單。而被列入該候選清單的物質，大

多為在目前市場上公認具有明顯對人體或環境造成一定程度影響之物質，且大部

分已經是民生消費用品，或是大量被使用在各種運作場所中的物質。 

 

表 4-3、ECHA 公告之高度關切物質清單一覽表 

序號 物質名稱 CAS 號碼 EC 號碼 納入 SVHC 的理由

1 
三乙基砷酸酯 

Triethyl arsenate 
15606-95-8 427-700-2 致癌性 

2 
蒽 

Anthracene  
120-12-7 204-371-1 

持久性、生物蓄積性

和毒性 

3 
4,4’-二氨基二苯甲烷

4,4'-Diaminodiphenylmethane 
(MDA) 

101-77-9 202-974-4 致癌性 

4 
鄰苯二甲酸二丁酯 

Dibutyl phthalate (DBP) 
84-74-2 201-557-4 生殖毒性 

5 
氯化鈷 

Cobalt dichloride 
7646-79-9 231-589-4 致癌性 

6 
五氧化二砷 

Diarsenic pentaoxide 
1303-28-2 215-116-9 致癌性 

7 
三氧化二砷 

Diarsenic trioxide 
1327-53-3 215-481-4 致癌性 

8 
重鉻酸鈉‧二倍結晶水 

Sodium dichromate 
7789-12-0 
10588-01-9 

234-190-3 
致癌性、致突變性、

致生殖毒性 

9 
5-叔丁基-2,4,6-三硝基間二甲苯 

5-tert-butyl-2,4,6-trinitro-m-xylene 
(musk xylene) 

81-15-2 201-329-4 
非常持久性和非常

生物累積性 

10 
鄰苯二甲酸二(2-乙基已基)酯 

Bis (2-ethylhexyl)phthalate (DEHP) 
117-81-7 204-211-0 致生殖毒性 

11 

六溴環十二烷 
Hexabromocyclododecane (HBCDD) 

and all major diastereoisomers 
identified 

134237-50-6 
134237-51-7 
134237-52-8 

247-148-4 
221-695-9 

持久性、生物蓄積性

和毒性 

12 
短鏈氯化石蠟 

Alkanes, C10-13, chloro  
(Short Chain Chlorinated Paraffins) 

85535-84-8 287-476-5 
持久性、生物蓄積性

和毒性、非常持久性

和非常生物累積性 

13 
氧化三丁錫 

Bis(tributyltin)oxide (TBTO) 
56-35-9 200-268-0 

持久性、生物蓄積性

和毒性 
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序號 物質名稱 CAS 號碼 EC 號碼 納入 SVHC 的理由

14 
砷酸氫鉛 

Lead hydrogen arsenate 
7784-40-9 232-064-2 

致癌性、 
致生殖毒性 

15 
鄰苯二甲酸丁酯苯甲酯 

Benzyl butyl phthalate (BBP) 
85-68-7 201-622-7 致生殖毒性 

16 
蒽油 

Anthracene oil 
90640-80-5 292-602-7 

持久性、生物累積性

和毒性 

17 
蒽油,蒽糊,輕油 

Anthracene oil, anthracene paste, 
distn. lights * 

91995-17-4 295-278-5 
持久性、生物累積性

和毒性 

18 
蒽油,蒽糊,蒽餾分離液 

Anthracene oil, anthracene paste, 
anthracene fraction 

91995-15-2 295-275-9 
持久性、生物累積性

和毒性 

19 
蒽油,含蒽量少 

Anthracene oil, anthracene-low 
90640-82-7 292-604-8 

持久性、生物累積性

和毒性 

20 
蒽油,蒽糊 

Anthracene oil, anthracene paste 
90640-81-6 292-603-2 

持久性、生物累積性

和毒性 

21 
煤瀝青,高溫 

Coal tar pitch, high temperature 
65996-93-2 266-028-2 

持久性、生物累積性

和毒性、致癌性 

22 
丙烯醯胺 

Acrylamide 
79-06-1 201-173-7 致癌性、致突變性 

23 
矽酸鋁,陶瓷耐火纖維 

Aluminiosilicate, Refractory Ceramic 
Fibres 

－ 650-017-00-8 致癌性 

24 
矽酸鋁氧化鋯,陶瓷耐火纖維 

Zirconia Aluminosilicate, Refractory 
Ceramic Fibres 

－ 650-017-00-8 致癌性 

25 
2,4-二硝基甲苯 

2,4-Dinitrotoluene 
121-14-2 204-450-0 致癌性 

26 
鄰苯二甲酸二異丁酯 
Diisobutyl phthalate 

84-69-5 201-553-2 致生殖毒性 

27 
鉻酸鉛 

Lead chromate 
7758-97-6 231-846-0 

致癌性、 
致生殖毒性 

28 

紅色鉬鉻酸鉛硫酸鹽 
( C.I.紅色 104)*** 

Lead chromate molybdate sulphate 
red (C.I. Pigment Red 104)*** 

12656-85-8 235-759-9 
致癌性、 
致生殖毒性 

29 

黃色硫化鉻酸鉛 
(C.I.黃色 34)*** 

Lead sulfochromate yellow (C.I. 
Pigment Yellow 34)*** 

1344-37-2 215-693-7 
致癌性、 
致生殖毒性 

30 
三 2-(氯乙基)磷酸酯 

Tris(2-chloroethyl)phosphate 
115-96-8 204-118-5 

致癌性、 
致生殖毒性 

31 
三氯乙烯 

Trichloroethylene 
79-01-6 201-167-4 致癌性 

32 
硼酸 

Boric acid 
10043-35-3 
11113-50-1 

233-139-2 
234-343-4 

致生殖毒性 

33 
無水四硼酸二鈉 

Disodium tetraborate, anhydrous 
1303-96-4 
1330-43-4 

12179-04-3 
215-540-4 致生殖毒性 
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序號 物質名稱 CAS 號碼 EC 號碼 納入 SVHC 的理由

34 
水合七氧四硼酸二鈉 

Tetraboron disodium heptaoxide, 
hydrate 

12267-73-1 235-541-3 致生殖毒性 

35 
鉻酸鈉 

Sodium chromate 
7775-11-3 231-889-5 

致癌性、致突變性、

致生殖毒性 

36 
鉻酸鉀 

Potassium chromate 
7789-00-6 232-140-5 致癌性、致突變性 

37 
重鉻酸銨 

Ammonium dichromate 
7789-09-5 232-143-1 

致癌性、致突變性、

致生殖毒性 

38 
重鉻酸鉀 

Potassium dichromate 
7778-50-9 231-906-6 

致癌性、致突變性、

致生殖毒性 

(資料來源：歐洲化學總署，2010 年 6 月) 

(資料彙整：財團法人安全衛生技術中心，2010 年 8 月) 

此外，在 2010 年 10 月底，ECHA 內部已接受丹麥提議新增高度關切物質的

提議，此 5 項物質皆具有 CMR 特性(表 4-4)，目前 ECHA 已開始準備物質的資訊

檔案，預計於檔案完成後在 2011 年初正式提交 ECHA 委員會進行審核，以決定

是否公告物質進入 SVHC 候選清單。 

表 4-4、丹麥提議的 5 項高度關切物質 

序號 物質名稱 CAS 號碼 EC 號碼 納入 SVHC 的理由 

1 

結晶紫化合物 
C.I. Basic Violet 3; 

4-[4,4'-bis(dimethylamino) 
benzhydrylidene] 

cyclohexa-2,5-dien-1-ylidene]dimethyl
ammonium chloride 

548-62-9 208-953-6 致癌性、致突變性或生殖毒性

2 
聯胺 

Hydrazine 
302-01-2 206-114-9 致癌性、致突變性或生殖毒性

3 

N-甲基吡咯烷酮 
N-methyl-2-pyrrolidone; 

1-甲基吡咯烷酮 
1-methyl-2-pyrrolidone 

872-50-4 212-828-1 致癌性、致突變性或生殖毒性

4 
1,2,3-三氯丙烷 

1,2,3-trichloropropane 
96-18-4 202-486-1 致癌性、致突變性或生殖毒性

5 

鄰苯二甲酸二異庚酯 
1,2-Benzenedicarboxylic acid, 

di-C6-8-branched alkyl esters, C7-rich 
(Diisoheptyl Phthalate, DIHP) 

71888-89-6 276-158-1 致癌性、致突變性或生殖毒性

. (資料來源：歐洲化學總署，2010 年 10 月) 

(資料彙整：財團法人安全衛生技術中心，2010 年 10 月) 
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ECHA 針對高度關切物質候選清單的建立，主要是作為後續授權的候選物質

清單，其基本上可分為四個階段，其中業界代表或相關利益團體將會參與其中三

個階段： 

第一階段：辨識高度關切物質（由主管機關進行） 

高度關切物質可以根據 REACH 法規第 57 條的標準加以辨識，這些標準為： 

1. 會被歸到類別 1 或類別 2 的致癌性、致畸性或生殖毒性（CMR） 

2. 根據 REACH 法規附錄 XIII 的標準之難分解、生物蓄積性與毒性（PBT）

與非常難分解與高生物蓄積性（vPvB），以及/或 

3. 在個案中所辨識，有科學證據證明可能對人類健康或環境有嚴重影響，

所引起之關切程度不下上述列表物質者。 

成員國專責主管機關或 ECHA（代表歐盟執委會）將根據 REACH 法規附錄

XV 來準備檔案，提出這類物質的辨識資料。有興趣者可以對物質發表評論。假

如一項物質沒有收到任何評論，就會被放進候選清單當中，最後可能被納入

REACH 法規附錄 XIV。假如一項物質收到成員國的評論，REACH 法規附錄 XV

的檔案與評論會被轉給成員國委員會（Member State Committee, MSC）。若 MSC

一致同意所關切的該物質符合 REACH 法規第 57 條的標準，該物質就會被放進候

選清單。在 MSC 無法一致贊同的情況下，這項物質辨識交由歐盟執委會經委員

會程序（Committee procedure）決定之。 

第二階段：提出建議（由主管機關進行） 

ECHA 至少每兩年必須建議要納入 REACH 法規附錄 XIV 授權的優先物質。

準備步驟為將候選清單上的物質排定優先順序，以決定要建議的授權物質，接下

來制訂建議草案，其中提供優先物質的辨識資料以及 REACH 法規附錄 XIV 的目

前資料初稿。以下為 REACH 法規附錄 XIV 要求內容的重點： 

1. 落日期限：由此日期開始，除非核發授權，否則禁止該物質上市與使用； 

2. 申請期間：至少在落日期限的 18 個月前，若希望在落日期限之後繼續該

物質的使用或上市，所提出的申請必須在此日期以前被收到； 

3. 不受授權規定之物質允許用途或用途類別。 

ECHA 在更新建議草案時，會考量公開諮詢期間所收到的評論以及成員國委



因應歐盟 REACH 加強化學品管理計畫 

82 

員會的意見。最後的建議草案將送交歐盟執委會，執委會將透過委員會程序從建

議物質當中決定要納入附錄 XIV 的物質，目前執委會已經同意 6 項提議的物質列

為授權物質，預計於 2011 年初正式公告，建議主辦單位應持續關注各項授權物質

最終的公告作法。 

第三階段：進行授權申請（由業界進行） 

對於無法排除於授權規定授權之外的用途，授權的申請必須在申請日期以前

完成。以下為申請內容的重點： 

1. 完成化學安全報告，其中所涵蓋的風險與使得物質被納入候選清單的描

述性質有關（除非在註冊時已經提交過了）； 

2. 一項對於可能的替代物質或技術之分析，適時包括為了開發替代物質所

預期或正在進行的研發資訊。 

假如經分析後發現有適合的替代物質，申請人必須提交一份取代計畫，說明

將申請人以替代物質來取代該物質之規劃。可用替代物質的適切性評估應考量所

有相關層面，包括該替代品是否能降低整體風險以及在技術與經濟上是否可行。 

申請人可以在申請中加入社會經濟分析，但是當無法提出適當的風險控制以

及沒有適合的替代物質時，社經分析則是必備的內容，而且每份申請皆需付費。

ECHA 的風險評估與社會經濟分析委員會將對所有申請提供意見（草案）。申請人

可以對草案表示評論。 

第四階段：核准授權（由歐盟執委會進行） 

假如申請人證明其能夠適當控制物質使用上的風險，就會核發授權。「適當的

控制途徑」不適用於無法決定濃度限值的物質以及 PBT 與 vPvB 物質。假如無法

證明能夠被適當控制風險，只要證明社會經濟效益超過風險，而且缺乏適合的替

代物質或技術時，仍然可能核發授權。下游使用者只能將這類物質用在經過授權

的用途上。但要這麼做，則必須進行下列二者之一的動作： 

1. 向被授權進行該用途的供應商公司取得該物質。下游使用者必須遵守授

權的條件。這些下游使用者必須向 ECHA 通這一項授權物質的使用。 

2. 自行針對物質的使用提出申請。 
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ECHA 委員會於 2010 年 9 月底已針對第一批提議加入授權物質清單的六種物

質進行會議，決定將表 4-5 中的六種化學物質列入授權，相關的正式條文將由歐

洲議會審核過後，預計於 2011 年第一季正式公布列入附錄十四清單，之後則立即

面臨 2-3 年不等的遞交物質授權申請期限，並且在落日期限後從市場上淘汰。 

表 4-5、預計第一批授權物質清單 

物質名稱 CAS 號碼 危害特性 
授權 
申請 
期限 

落日 
期限 

4,4’-二氨基二苯甲烷 
4,4'-Diaminodiphenylmethane 

(MDA) 
101-77-9 致癌性第二級 24 個月 42 個月 

鄰苯二甲酸二丁酯 
Dibutyl phthalate 

(DBP) 
84-74-2 生殖毒性第二級 30 個月 48 個月 

5-叔丁基-2,4,6-三硝基間二甲苯 
(麝香二甲苯) 

5-tert-butyl-2,4,6-trinitro-m-xylene
(musk xylene) 

81-15-2 
非常持久性和非

常生物累積性

(vPvB) 
24 個月 42 個月 

鄰苯二甲酸二(2-乙基已基)酯 
Bis(2-ethylhexyl)phthalate 

(DEHP) 
117-81-7 生殖毒性第二級 30 個月 48 個月 

六溴環十二烷 
及其所有主要非鏡像異構物 

Hexabromocyclododecane 
(HBCDD) 

and all major diastereoisomers 
identified 

247-148-4 
221-695-9 

134237-50-6 
134237-51-7 
134237-52-8 

持久性、生物蓄

積性和毒性 
(PBT) 

36 個月 54 個月 

鄰苯二甲酸丁酯苯甲酯 
Benzyl butyl phthalate 

(BBP) 
85-68-7 生殖毒性第二級 30 個月 48 個月 

. (資料來源：歐洲化學總署，2010 年 10 月) 

(資料彙整：財團法人安全衛生技術中心，2010 年 10 月) 

此外，目前 ECHA 已針對以下 8 項高度關切物質提出納入至授權清單提議： 

1. 鄰苯二甲酸二異丁酯（DIBP） 

2. 三氧化二砷 

3. 五氧化二砷 

4. 鉻酸鉛 

5. 黃色硫化鉻酸鉛（CI 顏料黃 34） 

6. 紅色鉬鉻酸鉛硫酸鹽（CI 顏料紅 104） 
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7. 三 2-(氯乙基)磷酸酯（TCEP） 

8. 2,4-二硝基甲苯 

根據在諮詢期間所收到的評論，ECHA 可能會修改授權物質的提議草案內容。

草案內容中亦包含使用者為了繼續使用這些物質必須提交授權申請的期限，草案

內容諮詢也將考慮成員國委員會的意見。之後，ECHA 彙整的授權物質建議草案

將送交歐盟執委會進行最後的決定。 

除授權的機制外，REACH 也有類似我國現有毒化物管理中禁用、限用規定

的限制(Restrictions)機制，以針對境內有危害之化學物質及其用途進行限用規範。

REACH 法規附錄 XVII 已經將相關法規中限制的規定合併以及新增。ECHA 於

2010 年 9 月底開始對汞的兩份限制提案進行公開諮商，一份提案是應歐盟執委會

要求由 ECHA 提出的報告，涵蓋了數種含水銀的測量儀器，包括限制水銀用於： 

 溫度計 

 血壓計 

 氣壓計 

 壓力計(manometer) 

 軟化點測定儀器 

 比重瓶 

 壓力量測應變計 

我國目前在毒管法新增欲管制之毒化物，篩選之依據主要是物質之危害性和

參考國外已列管物質之作法。歐盟 REACH 法規藉由註冊和通報等規定，可蒐集

彙整境內所有危害物質之為危害評估、風險評估、供應鏈整體資訊，以及現階段

物質使用用途和流布狀況，包括必要的測試數據或非測試方法評估等資訊。因此，

歐盟各會員國和 ECHA 將可依此進行授權物質及限制物質的納入進行評估，甚至

是替代性綠色化學物質的替代性調查與諮詢，作為授權物質公布的重要憑證或參

考資料，以真正汰換境內危害性化學物質，落實有效保護人類健康與環境生態之

宗旨。建議我國主管機關持續關注歐盟對於授權物質與限制物質之管制資訊動態，

例如其綠色化學物質之替代性調查資訊與其危害物質淘汰機制積極作為，作為我

國毒化物管制方向之參考。 
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第五章	 協助支援及臨時交辦事項	

章節摘要 

本章內容包括計畫工作項目四之其他協助支援及臨時交辦事項紀錄與執行進

度。其他協助支援及臨時交辦事項之工作內容另附於附錄六至附錄九中。 



因應歐盟 REACH 加強化學品管理計畫 

86 

5.1 其他協助支援及臨時交辦事項 

依據本計畫第四項工作項目，其他協助及支援及臨時交辦事項，以下為協助

辦理情形之摘要性彙整，詳細記錄交辦時間、完成日期、類別及內容摘要，以詳

細記錄交辦執行進度，彙整結果如表 5-1。 

表 5-1、協助辦理記錄彙整表 

編號 
交辦 
日期 

完成 
日期 

工作類別 
辦理內容摘要 

資料 會議

1  99/5/26 99/5/26 ■ ■ 韓國環境部官員化學品管理交流會議 

2  99/6/4 99/6/7 ■ □ 彙整十二種 POP 國外管制濃度數據 

3  99/7/12 99/7/13 ■ □ 提供 9 月來台歐盟官員資料及研討會資料 

4  99/9/2 99/9/2 ■ □ 提供歐盟提議 8 種高度關切物質之毒理特性

與危害分類資料 

5  99/9/10 99/9/10 □ ■ 日本經產省化學品管理交流會議 

6  99/9/14 99/9/14 □ ■ 歐盟 ECHA 官員化學品管理交流會議 

7  99/5/14 99/10/11 ■ □ 提供美國環保署 5 年施政策略規劃重點 

  (資料彙整：財團法人安全衛生技術中心，2010 年 11 月) 
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第六章 結論與後續工作建議 

章節摘要 

本章內容包括本年度計畫執行內容結論與後續工作建議。 
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6.1 結論與建議 

本計畫依規劃工作期程已完成下列之工作： 

一、 與歐盟相關組織建立聯繫平台，取得歐盟 REACH 法規資訊 

1. 完成蒐集分析歐盟 REACH 法規註冊規定，與歐盟 REACH 法規最新發展

及註冊進度現況。 

2. 與歐盟 ECHA 及 OECD 建立聯繫平台，取得歐盟 REACH 法規與國際化

學品管理的最新現況與未來發展，包括舉辦研討會與前往 ECHA、OECD

進行參訪。ECHA 官員應執行單位邀請，於今年 9 月擔任 REACH 研討會

講師，並前往環保署毒管處訪問交流。建議持續與歐盟相關組織進行交流，

提升國際參與及取得最新法規管理趨勢。 

二、 參考歐盟 REACH 擬訂我國毒管法修法策略及實施措施 

1. 完成我國環保署現行毒管法與歐盟 REACH 法規之差異分析比較，比較項

目包括管制對象、排除範圍、註冊資料需求項目內容、商業機密保護機制、

申請或審查費用，以及稽查與罰則，並提出歐盟 REACH 法規機制中可行

之機制，包括建置既有化學物質清單、既有化學物質與新化學物質註冊、

化學物質資訊評估、供應鏈資訊揭露、化學物質危害分類、安全資訊公開、

商業機密保護機制、授權制度等。 

2. 依照歐盟 REACH 法規與我國毒管法之差異分析比較，針對現行毒管法參

考 REACH 精神與作法需加強之機制提出初步修正策略建議，並提出建議

採納之運作機制及管理措施項目，建議之毒管法修正策略重點包括： 

 法源中須納入既有化學物質及新化學物質登錄以完備源頭管制 

 化學物質之登錄為完備毒化物篩選流程之必要前端作業 

 廠商需繳交資料以供後續毒化物篩選評估作業 

 分階段實施化學物質登錄作業，降低廠商的衝擊 

 跨部會合作提供單一窗口避免資源重複浪費 

3. 根據建議之毒管法修正策略，已研擬毒管法修正方案二式，經與主辦單位
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多次會議結論與研擬之後，建議採納方案二之修正措施，現階段建議重點

如下： 

 新增登錄化學物質規定限定於資料之登錄管理 

 新化學物質與運作量達一定量以上或可能具危害之既有化學物質均

須進行登錄繳交資料 

 新化學物質製造、輸入運作人須繳交資料進行登錄並取得核可文件

使得運作 

 化學物質輸入、製造者未進行登錄得處罰鍰 

4. 分析歐盟 REACH 的註冊項目資訊要求與 REACH 註冊工具 IUCLID5，參

考歐盟 REACH 的資訊項目要求，研擬未來我國毒管法的化學物質登錄資

訊項目與指引，建議項目包括化學物質辨識資訊、危害分類與標示、暴露

資訊、製造使用資訊、物化特性、毒理特性、生態毒理與環境影響等項目。

以未來資料與國際接軌共享為目標，初步規劃登錄工具資料庫之格式及架

構。唯相關測試規範與實驗室能量調查並未於本計畫中進行研究，建議環

保署持續與其他主管機關如標檢局合作，瞭解國內實驗室之能量，並且研

擬相關測試標準，以利未來毒管法化學物質登錄之推動。 

三、 運用跨部會合作機制與發展國際合作 

1. 參考加拿大挑戰計畫之精神，依初步歸類篩選之結果，指定化學物質分批

進行資料提交。建議我國未來既有化學物質登錄以分階段公告指定之方式

進行，以降低對廠商之負擔及衝擊，針對高危害、高噸數，或缺乏資料的

化學物質相關進口、產製廠商進行化學物質登錄之資料繳交，完備危害物

質源頭管制，供後續環保署於毒管法篩選機制中進行評估與列管。 

2. 研析比較國際間各國推動新化學物質申報管理之能量，包括歐盟、澳洲、

日本、韓國、中國等國之新化學物質管理制度。綜合參考目前各國推動新

化學物質管理所需之能量，系統化分析我國未來於毒管法中納入新化學物

質管理之建議策略與實施期程規劃，建議未來配合跨部會推動方案實施新

化學物質管理，並建議擴編專責人力，以整合各部會資源，有利未來新化

學物質管理之完備。 
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3. 蒐集研析歐盟 REACH 法規中高度關切物質(SVHC)之管理方式與授權制

度，高度關切物質多為市場上公認大量於成品或工作場所中使用並且明顯

對人體或環境造成一定程度影響之物質，而授權制度類似我國毒管法中的

運作許可及禁用、限用規定，建議我國主管機關持續關注歐盟對於授權物

質與限制物質之管制資訊動態，以及我國成品中危害物質的限制與管理，

例如其綠色化學物質之替代性調查資訊與其危害物質淘汰機制積極作為

(例如參與 OECD 新興污染物資訊交流與合作)，作為我國毒化物管制方向

之參考。 

4. 協助主辦單位完成協助支援及臨時交辦事項，包括協助舉辦與國外主管機

關代表之交流會議、彙整國外管制物質濃度數據資訊、聯繫國外組織安排

交流參訪等事項。 
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6.2 建議與後續工作重點 

綜合參考計畫執行單位於 98 年度完成之行政院環保署「規劃我國化學品管理

及專責單位設置計畫」結論中分階段導入主管機關擴編專責人力並結合民間專業

技術能量，透過修法導入化學物質登錄制度，並運用跨部會推動方案建置國家物

質清單；計畫期中報告委員建議考量化學物質登錄要求可能對國內中小企業造成

衝擊之審查意見，建議分階段實施登錄降低業界衝擊；與主辦單位多次會議及向

長官政策簡報之結論中依落實源頭管制之原則，完備毒化物前端篩選機制，與國

際化學品管理趨勢調和之目標。 

建議我國毒性化學物質主管機關以本計畫執行結果為依據，推動毒管法修法

中納入新與既有化學物質登錄，作為完備毒管法篩選原則之前端必要機制，並考

量對產業可能之衝擊，由跨部會合作單一窗口分階段實施物質登錄，以期達到毒

管法修法目標，提升國內化學品管理與廠商社會責任，進而達成保護人體健康與

環境生態之目標。 

依照本計畫完成之工作項目與本年度執行進度，執行單位綜合建議未來毒管

法修法持續修正方向，並參考國外先進完整的制度與作法，建議後續工作重點如

表 6-1 所示。 
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表 6-1、後續建議工作項目 

項目 建議後續工作內容 

發展毒管法配套措施 1. 規劃既有化學物質分階段登錄資訊類別 

2. 規劃新化學物質登錄資訊項目 

3. 規劃商業機密資訊保護項目 

4. 研擬化學物質登錄程序與運作模式 

5. 取得國內既有化學物質清單與使用概況，規劃化學物質

登錄運作之期程 

6. 設計化學物質登錄規費 

7. 研擬參採化學資訊交換論壇類似機制，以節省資源，避

免重覆測試 

完備測試標準 1. 國內測試能量調查 

2. 與標檢局或跨部會研擬國內化學物質測試標準 

登錄管理工具 1. 建置化學物質登錄工具與化學物質登錄資料管理平台 

2. 建置化學物質登錄管理指引 

3. 調查國內化學品主管機關化學品資料庫內容及先期導入 

4. 規劃與其他部會資料庫互相交換 

5. 後端資料庫管理平台建置與相關運用 

6. 法規完備過程中，先行展開國際間安全資訊的接收，逐

步健全相關平台 

建置安全資訊 

評估流程 
規劃法規內的化學物質安全資料篩選評估流程 

法規衝擊影響評估 以系統化方式完成法規衝擊評估報告，以評估我國實施新

化學物質登錄與既有化學物質登錄制度可能帶來之衝擊與

效益，提供政策研擬與實施期程之參考 

持續與國際調和管

理措施 
持續與國際組織及各國化學品主管機關聯繫交流與資訊交

換合作，掌握國際化學品管理趨勢，完備提升我國化學品

管理水準 
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附錄一   

彙整十二種 POP國外管制濃度數據 



序號 化學文摘註2

註1 社登記號碼

4 2,2',4,4'-四溴二苯醚
2,2’,4,4’-
tetrabromodiphenyl

C12H6Br4

O
40088-47-9 加拿大2008禁用 

5 2,2',4,4',5,5'-六溴二苯

醚

2,2’,4,4’,5,5’-
hexabromodiphenyl
ether(BDE -153)

C12H4Br6

O
68631-49-2 加拿大2008禁用 

6 2,2',4,4',5,6'-六溴二苯

醚

2,2’,4,4’,5,6’-
hexabromodiphenyl
ether(BDE -154)

C12H4Br6

O
207122-15-4 加拿大2008禁用 

7 2,2',3,3',4,5',6-七溴二

苯醚

2,2’,3,3’,4,5’,6-
heptabromodiphenyl
ether(BDE-175)

C12H3Br7

O
446255-22-7 加拿大2008禁用 

8 2,2',3,4,4',5',6-七溴二

苯醚

2,2’,3,4,4’,5’,6-
heptabromodiphenyl
ether(BDE -183)

C12H3Br7

O
207122-16-5 加拿大2008禁用 

1 滅蟻樂 Mirex C10Cl12 2385-85-5
未曾在加拿大產製

，加拿大2005發佈

禁用

美國1977-78停用 澳洲2007禁用

1 十氯酮 Chlordecone C10Cl10O 143-50-0 加拿大禁用 美國1978年後停用 歐盟禁用

1 全氟辛烷磺酸
Perfluorooctane sulfonic
acid

C8HF17O3

S
1763-23-1 加拿大除特定許可

用途外禁用(2008)

2 全氟辛烷磺酸鋰鹽
Lithium perfluorooctane
sulfonate

C8HF17O3

SLi
29457-72-5 加拿大除特定許可

用途外禁用(2008)

3 全氟辛烷磺醯氟
Perfluorooctane sulfonyl
fluoride

C8F18O2S 307-35-7 加拿大除特定許可

用途外禁用(2008)

1 五氯苯 Pentachlorobenzene C6HCl5 608-93-5 加拿大2005禁用

1 六溴聯苯 Hexabromobiphenyl C12H4Br6 36355-01-8 歐盟禁用

美國環保署規定須按照重大

新用途規定(SNUR)申報。在

美國境內已經不再製造PFAS

化學品。但在既有用途中，

因為尚未有替代品，所以有

幾項被排除在重大新用途規

定之外。

其他國家管制情形

除特定許可用途外，

產品配方中大於等於

0.005%(w/w)，成品或

半成品中大於等於

0.1%(w/w),塗層材料

或紡織品中濃度大於

等於1 μg/m2不得在

歐盟市面上銷售

中文名稱 英文名稱註2 分子式註2

美國環保署2006的

PFOA管理計畫目標為

2010年底前減少

95%PFOA排放及產品，

2015年達到零產品含

量及零排放的目標，

邀集8個大廠共同參與

計畫



 

 

 

 

 

 

 

 

 

 

 

附錄二   

美國環保署五年策略規劃書化學品管理摘要 



寄件者： Angela Lin
收件者： 吳雅韻技佐

副本： joli; Liu Ming Han; 林玫君; 陳佳君; 陳櫻香; 黃必瑋
主旨： 美國環保署發佈5年策略規劃書，化學品安全管理為主軸之一
日期︰ 2010年10月11日 下午 01:37:00
附件： FY2011_2015_EPA_Strategic_Plan.pdf

美國環保署於上周公佈了一份2011-2015年的整體策略規劃。規劃書中說明了未來五
年預期在環境與人體健康方面的成果，

說明如何達成這些目標，並以科學的、透明、法規的執行力等核心價值來管理這些

計畫的執行。
 
規劃書中以五項策略目標作為美國環保署未來工作的方針：

目標一：對氣候變遷與改善空氣品質採取行動

目標二：保護美國的水資源

目標三：清理污染與促進永續發展

目標四：確保化學品的安全以及預防污染的發生

目標五：確實執行環境法規
 
以下為規劃書中與化學品安全管理相關的目標：
 
目標4：確保化學品安全和防制污染。降低風險和增加化學品安全，以及防制來源污
染。
策略措施
保護人類健康不受到化學風險威脅

   在2015年之前，針對一般族群對有機磷肥、氨基甲酸鹽殺蟲劑，降低40%中度至
嚴重暴露案例(基線是2008年向毒物防制中心(PPC)國家毒物資料系統
(NPDS)所報告的有機磷肥、氨基甲酸鹽殺蟲劑中度至嚴重暴露的316個案例)
*這裡的基線指的應是現有需要改善之參考值。

    在2014年之前，將兒童血液內含鉛量為5μg/dl以上的比例降至1%以下。(基線
為2005-2008年取樣階段的3%)。

    在2014年之前，讓低收入戶與非低收入戶1至5歲兒童血液鉛含量平均值的差異降
低10% (基線為2005-2008年的值：1至5歲低收入戶兒童與非低收入戶1至5歲兒童
血液鉛含量平均值差異為23.4%)

    在2014年，降低以下化學物質在一般人口體內的濃度：
降低非特定有機磷代謝物75%、降低陶斯松(TCPy)代謝物75%、降低血清
中全氟辛酸 (PFOA)濃度2%。
(基線為國家疾病防制局健康營養調查中心(NHANES)對一般族群人口體
內PFOA濃度資料所調查的結果；該結果每兩年調查一次；殺蟲劑基線是依
據2001-2002年對非特定有機磷肥代謝物(0.45 μmol/L)以及陶斯松代謝
物(TCPy) (12.4 μg/L) 的第95百分位族群。PFOA基線是依據2005-2006年的
血清平均資料(3.92 μg/L)。

    在2014年之前，降低以下化學物質在兒童體內的濃度：
非特定有機磷代謝物75%、陶斯松(TCPy)代謝物75%(基線為國家疾病防制
局健康營養調查中心(NHANES)對兒童體內代謝物濃度資料所調查的結果；
該結果每兩年調查一次；殺蟲劑基線是依據2001-2002年非特定有機磷代謝
物(0.55 μmol/L)和陶斯松代謝物(TCPy) (16.0 μg/L)的資料。)

    在2015前，依據2014年底以前預計完成的環境荷爾蒙篩選計劃(endocrine disruptor
screening program ,EDSP)資訊，完成擬定這些化學品的決策。， (基線為2009年
內尚未做出預期在2014年之前提出完整EDSP資訊之化學品的決策。某一化學品
的EDSP決策包括例如判斷是否會和雌激素、雄性荷爾蒙或是甲狀腺荷爾蒙系

mailto:HCLin@sahtech.org
mailto:yywu@sun.epa.gov.tw
mailto:joli@sahtech.org
mailto:mhliu@sahtech.org
mailto:meichun@sahtech.org
mailto:CCChen@sahtech.org
mailto:YHChen@sahtech.org
mailto:will@sahtech.org
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Introduction 


Recent events in the Gulf Coast region and elsewhere have brought to the forefront how much 
we value our environment.  Our homes, our livelihoods, our health and that of our children 
depend on clean water to drink, clean air to breathe, and healthy ecosystems that produce our 
food and the raw materials that support modern life.  The U.S. Environmental Protection Agency 
(EPA) and its mission to protect human health and the environment have never been more vital 
than they are today. 


The Fiscal Year (FY) 2011-2015 EPA Strategic Plan responds to this increasing degree of 
environmental awareness and the challenges that lie ahead.[1]  We have created a streamlined, 
executive-level Plan that sets the Agency’s direction, advances the Administrator’s priorities, 
and will be used routinely by the Agency’s senior leadership as a management tool.  We have 
sharpened our strategic goals and objectives and offer a more focused set of strategic measures to 
better inform our understanding of progress and challenges alike in managing our programs.  We 
intend to pursue these goals and objectives as One EPA, through meaningful collaboration across 
the Agency. Our new cross-cutting fundamental strategies are directed at refocusing and 
tangibly changing the way we carry out our work.  We anticipate that this new approach will 
foster a renewed commitment to accountability, transparency, and inclusion. 


Our five strategic goals represent a simplified and meaningful approach to our work and reflect 
the results we hope to achieve on behalf of the American people: 


Goal 1: Taking Action on Climate Change and Improving Air Quality 
Goal 2: Protecting America’s Waters 
Goal 3: Cleaning Up Communities and Advancing Sustainable Development 
Goal 4: Ensuring the Safety of Chemicals and Preventing Pollution 
Goal 5: Enforcing Environmental Laws 


To achieve the long-term goals and associated objectives and strategic measures set out in this 
Plan, we will track progress through annual performance measures, which are presented in 
EPA’s Annual Performance Plans and Budgets. We will report on our performance against 
these annual measures in our Annual Performance Reports, and use this performance 
information as we establish priorities, develop future budget submissions, and manage programs.  
Additionally, EPA reports on High Priority Performance Goals (Priority Goals), a new 
component of this Administration's performance management framework.  Priority Goals are 
specific, measurable, ambitious, near-term targets that align with our long-term strategic 
measures and annual measures.  The Priority Goals communicate the performance improvements 
we will accomplish relative to our priorities using existing legislative authority and resources.  
The Priority Goals constitute 18- to 24-month operational targets the Agency will work to 
accomplish, distinguishing the Priority Goals from the longer-term measures.  This process will 
come full circle as we evaluate these performance data to develop future Strategic Plans. 


Our measures for the FY 2011-2015 EPA Strategic Plan draw upon some of the indicators 
contained in EPA’s 2008 Report on the Environment (ROE).[2] The indicators help us to 
monitor trends in environmental conditions and environmental influences on human health.  Our 
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efforts to develop the report and regularly update the indicators have advanced our performance 
measurement work by bringing 
together existing and new 
analytical information on the 
environment and human health. 


During the five-year horizon of 
this Plan, we know that we will 
face unanticipated challenges and 
opportunities that will affect our 
ability to achieve our objectives 
and the specific measurable results 
that we have described. In 
particular, we recognize that 
numerous entities vital to our 
success—federal[3], state, tribal, 
and local governments, and 
cooperating partners and 
stakeholders—are operating under 
resource constraints that could 
impede our joint progress.  This 
Plan provides the framework to 
address these challenges and make 
necessary adjustments.    


This FY 2011-2015 EPA Strategic 
Plan sets forth our vision and 
commitment to preserve the 
environment for future generations 
and to protect human health in the 
places where people live, work, 
learn, and play. It is our hope that 


Consultation Efforts 


The Government Performance and Results Act of 1993 directs all 
federal departments and agencies to consult with parties interested in or 
likely to be affected by a strategic plan.  Consultation with EPA’s 
federal, state, local, and tribal government partners and our many 
stakeholders is an integral part of the Agency’s strategic planning 
process.  To that end, EPA: 


• Engaged with key partners and co-regulators throughout the effort to 
develop the Draft Plan. 


• Significantly expanded our outreach efforts for public review of the 
Draft FY 2011-2015 EPA Strategic Plan to enhance transparency and 
inclusion. We issued, for the first time, a news release in both 
English and Spanish and a Federal Register Notice and used 
www.regulations.gov to encourage feedback on the Draft Plan. 


• Sent notification letters to over 800 organizations and individuals to 
request input.  These entities included leaders of the Agency’s 
Congressional authorizing and appropriations committees; states and 
state associations; all federally-recognized tribes; tribal organizations; 
local government representatives; other federal agencies; public 
health organizations; environmental, public interest, and public policy 
groups; and representatives of the regulated community.   


• Established an on-line discussion forum to engage with the public on 
implementing the cross-cutting fundamental strategies to tangibly 
change the way we work.  Comments received through the discussion 
forum can be viewed at https://blog.epa.gov/strategicplan. 


Our efforts to significantly expand our outreach for public review of the 
Draft Plan resulted in over 500 public comments, compared to 
approximately 50 public comments for prior Draft Strategic Plans. 


you will join us as we undertake the important work that lies ahead.   


End Notes: 


[1]  The Fiscal Year 2011-2015 EPA Strategic Plan covers the timeframe from October 1, 2010 through 
September 30, 2015 unless otherwise noted. 


[2]  EPA electronic Report on the Environment is available at http://www.epa.gov/roe. 


[3]  Federal entities with whom we expect continued cooperation or coordination for EPA’s five strategic 
goals include:  Agriculture, Army Corps of Engineers, Commerce, Consumer Product Safety 
Commission, Defense, Education, Energy, Federal Emergency Management Agency, General Services 
Administration, Health and Human Services, Homeland Security, Housing and Urban Development, 
Interior, Justice, Labor, National Aeronautics and Space Administration, National Science Foundation, 
Nuclear Regulatory Commission, Small Business Administration, State, Transportation, Treasury, 
Tennessee Valley Authority, U.S. Agency for International Development, and U.S. Trade Representative. 
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Goal 1: 

Taking Action on Climate Change and Improving Air Quality 



Reduce greenhouse gas emissions and develop adaptation strategies to address climate change 
and protect and improve air quality. 


Objectives:  


Address Climate Change.  Reduce the threats posed by climate change by reducing greenhouse 
gas emissions and taking actions that help communities and ecosystems become more resilient to 
the effects of climate change. 


Improve Air Quality.  Achieve and maintain health-based air pollution standards and reduce risk 
from toxic air pollutants and indoor air contaminants. 


Restore the Ozone Layer.  Restore the earth's stratospheric ozone layer and protect the public 
from the harmful effects of ultraviolet (UV) radiation. 


Reduce Unnecessary Exposure to Radiation.  Minimize unnecessary releases of radiation and 
be prepared to minimize impacts should unwanted releases occur. 


Strategic Measures associated with this Goal are on pages 49 through 52. 


Climate change poses risks to human health, the environment, cultural resources, the economy, 
and quality of life.[1] These changes are expected to create further challenges to protecting 
human health and welfare.  Many effects of climate change are already evident and will persist 
into the future regardless of future levels of greenhouse gas (GHG) emissions.  Potential climate 
change impacts may include, for example, increased smog levels in many regions of the country, 
making it more difficult to attain or maintain clean air.  A rise in sea level or increased 
precipitation intensity may increase flooding, which would affect water quality, as large volumes 
of water can transport contaminants and overload storm and wastewater systems.  In order to 
protect human health and the environment, EPA must recognize and consider the challenge a 
changing climate poses to the environment.   


Since passage of the Clean Air Act Amendments in 1990, nationwide air quality has improved 
significantly.[2]  Despite this progress, about 127 million Americans lived in counties that did 
not meet air quality standards for at least one pollutant in 2008.  Long-term exposure to air 
pollution can cause cancer and damage to the immune, neurological, reproductive, 
cardiovascular, and respiratory systems.[3]  Because people spend much of their lives indoors, 
the quality of indoor air is also a major concern.  Twenty percent of the population spends the 
day indoors in elementary and secondary schools, where problems with leaky roofs and with 
heating, ventilation, and air conditioning systems can trigger a host of health problems, including 
asthma and allergies.  Exposure to indoor radon is responsible for an estimated 20,000 premature 
lung cancer deaths each year.[4]   


Reduce GHG Emissions and Develop Adaptation Strategies to Address Climate Change 


EPA’s strategies to address climate change support the President's GHG emissions reduction 
goals. EPA and its partners will reduce GHG emissions domestically and internationally through 
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cost-effective, voluntary programs while pursuing additional regulatory actions as needed.  Our 
efforts include:   


•	 Developing and implementing a national system for reporting GHG emissions.  

(Implementing the mandatory GHG reporting rule is one of the Agency’s Priority 

Goals.)[5] 



•	 Issuing new standards to reduce emissions from cars and light-duty trucks for model 
years 2012 through 2016, extending that program to model year 2017 and beyond, and 
creating a similar program to reduce GHGs from medium- and heavy-duty trucks for 
model years 2014-2018. (Implementing the light-duty GHG rule is one of the Agency’s 
Priority Goals.)[6] 


•	 Developing standards to reduce GHG emissions from nonroad sources such as marine 
and aircraft and land-based nonroad equipment and locomotives. 


•	 Implementing permitting requirements for facilities that emit large amounts of GHGs to 
encourage design and construction of more efficient and advanced processes that will 
contribute to a clean energy economy. 


•	 Implementing refocused voluntary programs that maximize GHG reductions through the 
greater use of energy-efficient technologies, products, and practices, and promoting 
energy and transportation policies that benefit the environment and human health. 


•	 Collaborating with state, local, and tribal governments on regulatory and policy 

initiatives, technical assistance, and voluntary programs related to climate change 

mitigation and adaption.
 


•	 Collaborating with countries and other international partners to reduce methane emissions 
and deliver clean energy to markets around the world through the Global Methane 
Initiative. 


•	 Developing a comprehensive report to Congress on black carbon that will provide a 
foundation for evaluating future approaches to black carbon mitigation. 


•	 Pursuing a sustainable, life-cycle approach to managing materials. 
•	 Identifying and assessing substitute chemical and ozone-depleting substances and 



processes for their global-warming potential. 

•	 Educating the public about climate change and actions people can take to reduce GHG 


emissions. 


Adaptation initiatives aim to increase the resilience of communities and ecosystems to climate 
change by increasing their ability to anticipate, prepare for, respond to, and recover from the 
impacts of climate change.  Many of the outcomes EPA is working to attain are sensitive to 
weather and climate.  Consequently, every action EPA takes, including promulgating regulations 
and implementing programs, should take these fluctuations into consideration.  For example, 
EPA models the ways in which weather affects air quality when it develops air quality standards, 
and cannot assume that climate is constant, an assumption typically made in the rulemaking 
process. 


EPA must adapt and plan for future changes in climate, work with state, tribal, and local 
partners, and continue to collaborate with the U.S. Global Change Research Program and the 
Interagency Task Force on Climate Change Adaptation.[7]  The Agency must incorporate the 
anticipated, unprecedented changes in climate into its programs and rules, drawing on the critical 
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information and tools provided by EPA researchers, to continue to fulfill statutory, regulatory, 
and programmatic requirements. 


Improve Air Quality 


Taking into account the most current health effects research findings[8], EPA recently completed 
new, more health-protective standards for lead, sulfur dioxide, and nitrogen dioxide.  We are in 
the process of reviewing the ozone, particulate matter, and carbon monoxide standards.  Over the 
next five years, we will work with states and tribes to develop and implement plans to achieve 
and maintain these standards.  Our research provides the tools and information necessary for 
EPA, states, and tribes to implement air quality standards and controls.   


In 2011, we expect to complete and begin implementing a rule to replace the Clean Air Interstate 
Rule that was remanded to us by the courts in 2008.  Strengthening the standards and decreasing 
the emissions that contribute to interstate transport of air pollution will help many areas of the 
country attain the standards and achieve significant improvements in human health.  As we 
implement the standards, we will do so in a way that protects disproportionately-impacted low-
income and minority communities.  We are also working with partners and stakeholders to 
improve the overall air quality management system and to address air quality challenges 
expected over the next 10 to 20 years. These efforts include improving the state implementation 
plan approval process, implementing a national training strategy, and developing effective air 
quality strategies that address multiple pollutants and consider the interplay between air quality 
and factors such as land use, energy, transportation, and climate. 


We will address emissions from vehicles, engines, and fuels through an integrated strategy that 
combines regulatory approaches that take advantage of technological advances and cleaner fuels 
with voluntary programs that reduce vehicle, engine, and equipment activity and emissions.  We 
are working with refiners, renewable fuel producers, and others to implement regulations to 
increase the amount of renewable fuel blended into gasoline.  Through the National Clean Diesel 
Campaign, we support diesel emission reductions that can be achieved through such actions as 
switching to cleaner fuels; engine retrofit, repair, and replacement; and idle reduction. 


Air toxics are both widespread and community-specific.  They are emitted by large industry, 
small businesses, motor vehicles, and many other common activities.  While certain chemicals 
are ubiquitous throughout the country, in some areas of concentrated industrial and/or mobile 
source activity, concentrations may be significantly greater.  EPA will continue to set and 
enforce control technology-based air toxics emissions standards and, where needed, amend those 
standards to address residual risk and technology advancements.   


EPA is developing a strategy aimed at reducing toxic air pollution from stationary sources in a 
way that targets priority categories of sources, reduces pollution in communities, utilizes a more 
cost-effective ‘sector-based’ approach, and provides tools to help communities and other 
stakeholders participate in rulemaking.  These priority categories include petroleum refining, 
iron and steel, chemical manufacturing, utilities, non-utility boilers, oil and gas, and Portland 
cement.  As part of this strategy, EPA will take advantage of the natural overlap of certain air 
toxics and criteria pollutant rules and coordinate the development and implementation of 
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Maximum Achievable Control Technology (MACT) and New Source Performance Standards 
(NSPS) where it makes sense.  Often, there are opportunities to control air toxic and criteria 
pollutants together. By coordinating MACT standard development for specific source categories 
with other rulemaking efforts, EPA can substantially reduce the resources needed to develop 
standards; provide more certainty and lower cost for industry; simplify implementation for states, 
local, and tribal agencies; and, enhance cost-effective regulatory approaches.   


Along with these regulatory efforts, EPA has a wide range of voluntary efforts to reduce 
emissions, including programs to reduce multi-media and cumulative risks.  Through data from 
our national toxics monitoring network and from national and local assessments, we are able to 
better characterize risks and assess priorities.  We work with state and local agencies, tribes, 
schools, and community groups to identify communities where air toxics pollution is occurring at 
unsafe levels and aggressively take action to reduce air toxics pollution within those areas. 


Often the people most exposed to air pollutants are those most susceptible to the effects – the 
young, the elderly, and the chronically ill. To improve indoor air quality, EPA deploys programs 
that educate the public about indoor air quality concerns, including radon, and promotes public 
action to reduce potential risks in homes, schools, and workplaces.  EPA also collaborates with 
state and tribal organizations, environmental and public health officials, housing and building 
organizations, school personnel who manage school environments, and health care providers, 
who treat children prone to or suffering disproportionately from asthma.  The focus of these 
efforts is to support communities’ efforts to address indoor air quality health risks.  We also 
provide policy and technical support and financially assist states and tribes in developing and 
implementing effective radon programs. 


Restore the Ozone Layer 


EPA will implement programs that reduce and control ozone-depleting substances (ODS), 
enforce rules on their production, import, and emission, and facilitate the transition to substitutes 
that reduce GHG emissions and save energy.  We will continue partnership programs that 
minimize the release of ODS and programs that educate the public about the importance of 
protection from ultra-violet radiation. 


Reduce Unnecessary Exposure to Radiation 


Recognizing the potential hazards of radiation, Congress charged EPA with the primary 
responsibility for protecting people and the environment from harmful and avoidable exposures.  
In fulfilling this responsibility, we will review and update our radiation protection regulations 
and guidance, operate the national radiation monitoring system, maintain radiological emergency 
response capabilities, oversee the disposal of radioactive waste at the Waste Isolation Pilot Plant, 
inspect waste generator facilities, and evaluate compliance with applicable environmental laws 
and regulations. 
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Applied Research 


EPA’s research efforts will focus on a number of air quality and climate areas over the next 
several years. In particular, EPA will: 


•	 Conduct integrated science assessments of criteria air pollutants and provide new data 
and approaches for improving these assessments; 


•	 Improve inventory and risk information to better inform Agency actions relative to air 
toxics; 


•	 Promote resilience and adaptation by connecting air quality, water quality, and land use 
managers with climate change information and decision-support tools; 


•	 Promote systems research and life-cycle analysis in analyzing the health and 
environmental impacts of energy production and operation, including biofuels; and,  


•	 Investigate the influence of climate change on clean air, as well as the impacts of 

emissions from low-carbon fuels in transportation. 



End Notes: 


[1]  Thomas R. Karl, Jerry M. Melillo, and Thomas C. Peterson (eds.).  2009. Global Climate Change 
Impacts in the United States (New York, New York:  Cambridge University Press).  Available at 
http://downloads.globalchange.gov/usimpacts/pdfs/climate-impacts-report.pdf. 


[2]  U.S. EPA, 2010. Our Nation's Air-Status and Trends through 2008.  EPA-454/R-09-002. Available 
at http://epa.gov/airtrends/2010/index.html. 


[3]  U.S. EPA, 2007. The Plain English Guide to the Clean Air Act.  EPA-456/K-07-001. Available at 
http://www.epa.gov/air/peg/peg.pdf. 


[4]  U.S. EPA, 2003. EPA's Assessment of Risks from Radon in Homes.  EPA 402-R-03-003.  Available 
at http://www.epa.gov/radon/pdfs/402-r-03-003.pdf 


[5]  Implementing the mandatory GHG reporting rule is one of the Agency’s Priority Goals:  By June 15, 
2011, EPA will make publically available 100 percent of facility-level GHG emissions data submitted to 
EPA in accordance with the GHG Reporting Rule, compliant with policies protecting confidential 
business information (CBI). 


[6]  Implementing the light-duty GHG rule is one of the Agency’s Priority Goals:  In 2011, EPA, 
working with DOT, will begin implementation of regulations designed to reduce the GHG emissions from 
light-duty vehicles sold in the U.S. starting with model year 2012. 


[7]  The U.S. Global Change Research Program coordinates and integrates federal research on changes in 
the global environment and their implications for society.  It was mandated by Congress in the Global 
Change Research Act of 1990 (P.L. 101-606).  In 2009, the White House Council on Environmental 
Quality, the Office of Science and Technology Policy, and the National Oceanic and Atmospheric 
Administration initiated the Interagency Climate Change Adaptation Task Force.  When the President 
signed the Executive Order on Federal Leadership in Environmental, Energy, and Economic Performance 
in October 2009, he called on the Task Force to develop federal recommendations for adapting to climate 
change impacts both domestically and internationally. 


[8]  U.S. EPA, 2006.  Air Quality Criteria for Lead (2006) Final Report. EPA/600/R-05/144aF-bF.  
Available at http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=158823. 
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U.S. EPA, 2008. Integrated Science Assessment (ISA) for Sulfur Oxides–Health Criteria (Final Report). 
EPA/600/R-08/047F.  Available at http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=198843. 


U.S. EPA, 2008. Integrated Science Assessment for Oxides of Nitrogen–Health Criteria (Final Report). 
EPA/600/R-08/071.  Available at http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=194645. 
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Goal 2:
 
Protecting America’s Waters 



Protect and restore our waters to ensure that drinking water is safe, and that aquatic 
ecosystems sustain fish, plants and wildlife, and economic, recreational, and subsistence 
activities. 


Objectives: 


Protect Human Health.  Reduce human exposure to contaminants in drinking water, fish and 
shellfish, and recreational waters, including protecting source waters. 


Protect and Restore Watersheds and Aquatic Ecosystems. Protect the quality of rivers, lakes, 
streams, and wetlands on a watershed basis, and protect urban, coastal, and ocean waters.   


Strategic Measures associated with this Goal are on pages 53 through 56. 


The nation’s water resources are the lifeblood of our communities, supporting our economy and 
way of life. Across most of our country, we enjoy and depend upon reliable sources of clean and 
safe water. Several decades ago, however, many of our drinking water systems provided water 
to the tap with very limited treatment.  Drinking water was often the cause of illnesses linked to 
microbiological and other contaminants.  Many of our surface waters would not have met 
today’s water quality standards. Some of the nation’s rivers were open sewers, posing health 
risks, and many waterbodies were so polluted that safe swimming, fishing, and recreation were 
not possible. 


We have made significant progress since enactment of the landmark Clean Water Act and Safe 
Drinking Water Act almost 40 years ago.  Today, the enhanced quality of our surface waters and 
the greater safety of our drinking water are testaments to decades of environmental protection 
and investment, but serious challenges remain.  Small drinking water systems are particularly 
challenged by the need to improve infrastructure and develop the capacity to meet new and 
existing standards. Tens of thousands of homes, primarily in tribal and disadvantaged 
communities and the territories, still lack access to basic sanitation and drinking water.  The rate 
at which new waters are listed for water quality impairments exceeds the pace at which restored 
waters are removed from the list. 


Pollution discharged from industrial, municipal, agricultural, and stormwater sources continue to 
be causes of water quality problems, but other significant contributors include loss of habitat and 
habitat fragmentation, hydrologic alteration, the spread of invasive species, and climate change.  
For many years, nonpoint source pollution, principally nitrogen, phosphorus, and sediments, has 
been recognized as the largest remaining impediment to improving water quality.  Recent 
national surveys have found that our waters are stressed by nutrient pollution, excess 
sedimentation, and degradation of shoreline vegetation, which affect upwards of 50 percent of 
our lakes and streams.[1]  Climate change will compound these problems, highlighting the 
urgency to evaluate with our partners options for protecting infrastructure, conserving water, 
reducing energy use, adopting “green” infrastructure and watershed-based practices, and 
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improving the resilience of infrastructural and natural systems, including utilities, watersheds, 
and estuaries.[2] 


Over the next five years, EPA will work with states, territories, and tribes to safeguard human 
health, make America’s water systems sustainable and secure, strengthen the protection of our 
aquatic ecosystems, improve watershed-based approaches, focus efforts in key geographic areas 
[3], and take action on climate change.  EPA has established two Priority Goals for the revision 
of drinking water standards to strengthen public health protection[4] and the development of 
state watershed implementation plans in support of the Chesapeake Bay total maximum daily 
load called for in the Chesapeake Bay Protection and Restoration Executive Order.[5]  Working 
with our partners, the Agency’s effort to protect our waters is aimed at two objectives— 
protecting human health and protecting and restoring watersheds and aquatic ecosystems. 


Protect Human Health 


Sustaining the quality and supply of our water resources is essential to safeguarding human 
health. More than 290 million people living in the United States rely on the safety of tap water 
provided by public water systems that are subject to national drinking water standards.  Over the 
next five years, EPA will help protect human health and make America’s water systems 
sustainable and secure by:  


•	 Financing public water system infrastructure to protect and maintain drinking water 
quality; 


•	 Strengthening compliance with drinking water standards;  
•	 Continuing to protect sources of drinking water from contamination;  
•	 Developing new and revising existing drinking water standards; and,  
•	 Supporting states, tribes, territories, and local water systems in implementing these 


standards. 


While promoting sustainable management of drinking water infrastructure, we will provide 
needed oversight and technical assistance to states, territories, and tribes so that their water 
systems comply with or exceed existing standards and are able to comply with new standards.  
We will also promote the construction of infrastructure that brings safe drinking water into the 
homes of small, rural, and disadvantaged communities and increase efforts to guard the nation's 
critical drinking water infrastructure.  


In addition, EPA is actively working Agency-wide and with external partners and stakeholders to 
implement a new, multi-faceted drinking water strategy.  It is designed to streamline decision 
making and expand protection to meet the needs of rural, urban, and other communities.  This 
shift in approach seeks to address chemicals and contaminants by group, as opposed to working 
on a chemical-by-chemical basis; fostering the development of new drinking water treatment 
technologies; using the authority of multiple statutes; and, encouraging collaboration with states 
and tribes to share more complete data from monitoring at public water systems.   


Science-based standards are essential to protect our public water systems, groundwater and 
surface waterbodies, and recreational waters.  These standards are the foundation for tools to 
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safeguard human health such as advisories for beaches, fish consumption, and drinking water.  
Over the next five years, we will expand that science to improve our understanding of emerging 
potential waterborne threats to human health.  We will also increase efforts to protect and 
improve beach water quality for our communities, including the development of new criteria and 
testing methods that provide quicker results and enable faster action on beach safety.   


Protect and Restore Watersheds and Aquatic Ecosystems 


People and the ecological integrity of aquatic systems rely on healthy watersheds.  EPA employs 
a suite of programs to protect and improve water quality in the nation’s watersheds – rivers, 
lakes, wetlands, and streams – as well as in our estuarine, coastal, and ocean waters.  In 
partnership with states, territories, local governments, and tribes, EPA’s core water programs 
help: 


•	 Protect, restore, maintain, and improve water quality by financing wastewater treatment 
infrastructure;  


•	 Conduct monitoring and assessment;  
•	 Establish pollution reduction targets; 
•	 Update water quality standards; 
•	 Issue and enforce discharge permits; and,  
•	 Implement programs to prevent or reduce nonpoint source pollution.   


Over the next five years, EPA will continue efforts to restore waterbodies that do not meet water 
quality standards, preserve and protect high quality aquatic resources, and protect, restore, and 
improve wetland acreage and quality.  The Agency will improve the way existing tools are used, 
explore how innovative tools can be applied, and enhance efforts and cross-media collaboration 
to protect and prevent water quality impairment in healthy watersheds.   


In partnership with states, tribes, and local communities, EPA is developing a clean water 
strategy that will outline objectives for advancing the vision of the Clean Water Act and actions 
EPA will take to achieve those objectives.  The Agency will explore ways to improve the 
condition of the urban waterways that may have been overlooked or under-represented in local 
environmental problem solving.  We will also work more aggressively to reduce and control 
pollutants that are discharged from industrial, municipal, agricultural, and stormwater sources, 
and vessels, as well as to implement programs to prevent and reduce pollution that washes off 
the land during rain events. By promoting “green” infrastructure and sustainable landscape 
management, EPA will help restore natural hydrologic systems and reduce pollution from 
stormwater events.[6]   


EPA will also lead efforts to restore and protect aquatic ecosystems and wetlands, particularly in 
key geographic areas[3], to address complex and cross-boundary challenges.  EPA is heading up 
a multi-agency effort to restore and protect the Great Lakes, one of America’s great waters, 
through the Great Lakes Restoration Initiative.[7]  In other parts of the nation, we will focus on 
nutrient pollution, which threatens the long-term health of important ecosystems such as the 
Chesapeake Bay. Further, given the environmental catastrophe resulting from the Deepwater 
Horizon BP oil spill, EPA will take necessary actions to support efforts to remove oil from and 
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restore the Gulf of Mexico ecosystem.  EPA will provide assistance to other federal, state, tribal, 
and local partners as they work to restore the water, wetlands, beaches, and surrounding 
communities of this vital area. We will also begin to identify actions to respond and adapt to the 
current and potential impacts of climate change on aquatic resources, including the current and 
potential impacts associated with warming temperatures, changes in rainfall amount and 
intensity, and sea level rise.[8] 


Applied Research 


EPA’s research will help ensure that natural and engineered water systems have the capacity and 
resiliency to meet current and future water needs for the range of water-use and ecological 
requirements.  These efforts will help position the Agency to meet the future needs in water 
resources management by: 


•	 Evaluating individual and groups of contaminants for the protection of human health and 
the environment; 


•	 Developing innovative tools, technologies, and strategies for managing water resources 
(including stormwater); and, 


•	 Supporting a systems approach for protecting and restoring aquatic systems.  The 
development of watershed-level data, tools, and approaches is crucial to our ability to 
provide adequate and safe water resources. 


End Notes: 


[1]  U.S. EPA, 2006. Wadeable Streams Assessment:  A Collaborative Survey of the Nation’s Streams. 
EPA 841-B-06-002.  Available at http://www.epa.gov/owow/streamsurvey. See also EPA, 2010. 
National Lakes Assessment:  A Collaborative Survey of the Nation’s Lakes. EPA 841-R-09-001. 
Available at http://www.epa.gov/lakessurvey/pdf/nla_chapter0.pdf. 


[2]  Resilience is the ability of a system to absorb change and disturbance and still retain its fundamental 
function and/or structure.  


[3]  Key geographic areas in the national water program include the Chesapeake Bay, the Great Lakes, the 
Gulf of Mexico, the U.S.-Mexico Border region, the Pacific Islands, the Long Island Sound, the South 
Florida Ecosystem, the Puget Sound Basin, the Columbia River Basin, and the San Francisco Bay Delta 
Estuary.  For more information on these programs and their performance measures, see the annual 
National Water Program Guidance, available at http://www.epa.gov/water/waterplan/index.html. 


[4]  EPA has developed a Priority Goal as part of the drinking water strategy efforts:  Over the next two 
years, EPA will initiate review/revision of at least four drinking water standards to strengthen public 
health protection. 


[5]  EPA has developed a Priority Goal to support the Chesapeake Bay Executive Order:  Chesapeake 
Bay watershed states (including the District of Columbia) will develop and submit Phase I watershed 
implementation plans by the end of CY 2010 and Phase II plans by the end of CY 2011 in support of 
EPA’s final Chesapeake Bay total maximum daily load (TMDL) and consistent with the expectations and 
schedule described in EPA’s letters of November 4 and December 29, 2009, and June 11, 2010.  For more 
information, see http://executiveorder.chesapeakebay.net. 


[6]  For information on managing wet weather with green infrastructure, see 
http://cfpub.epa.gov/npdes/home.cfm?program_id=298. 
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[7]  Great Lakes Restoration Initiative, information available at http://greatlakesrestoration.us/. [8] 
United States Global Change Research Program, information available at 
http://www.globalchange.gov/publications/reports/scientific-assessments/us-impacts. 
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Goal 3: 
Cleaning Up Communities and Advancing Sustainable Development 


Clean up communities, advance sustainable development, and protect disproportionately 
impacted low-income, minority, and tribal communities.  Prevent releases of harmful 
substances and clean up and restore contaminated areas. 


Objectives:  


Promote Sustainable and Livable Communities.  Support sustainable, resilient, and livable 
communities by working with local, state, tribal, and federal partners to promote smart growth, 
emergency preparedness and recovery planning, brownfield redevelopment, and the equitable 
distribution of environmental benefits.  


Preserve Land.  Conserve resources and prevent land contamination by reducing waste 
generation, increasing recycling, and ensuring proper management of waste and petroleum 
products. 


Restore Land.  Prepare for and respond to accidental or intentional releases of contaminants and 
clean up and restore polluted sites. 


Strengthen Human Health and Environmental Protection in Indian Country.  Support 
federally-recognized tribes to build environmental management capacity, assess environmental 
conditions and measure results, and implement environmental programs in Indian country.  


Strategic Measures associated with this Goal are on pages 57 through 61. 


Uncontrolled releases of waste and hazardous substances can contaminate our drinking water and 
threaten healthy ecosystems.  EPA leads efforts to preserve, restore, and protect these precious 
resources so they are available for both current and future generations.  Over the next several 
years, our highest priorities under this goal are to prevent and reduce exposure to contaminants 
and accelerate the pace of cleanups across the country.  EPA works collaboratively with 
international, state, and tribal partners to achieve these aims and with communities to ensure that 
they have a say in environmental decisions that affect them.  Our efforts are guided by scientific 
data, research, and tools that alert us to emerging issues and inform decisions on managing 
materials and addressing contaminated properties.  


Promote Sustainable and Livable Communities 


EPA supports urban, suburban, and rural community goals of improving environmental, human 
health, and quality-of-life outcomes through partnerships that also promote economic 
opportunities, energy efficiency, and revitalized neighborhoods.  Sustainable communities 
balance their economic and natural assets so that the diverse needs of local residents can be met 
now and in the future with limited environmental impacts.  EPA accomplishes these outcomes by 
working with communities, other federal agencies, states, and national experts to develop and 
encourage development strategies that have better outcomes for air quality, water quality, and 
land preservation and revitalization.   
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Development and building construction practices may result in a broad range of impacts on 
human health and the environment.  EPA is working with other federal, state, and local partners 
to develop best practices and guidance on aspects of sustainability related to how and where 
development occurs, including promoting smarter growth patterns and encouraging widespread 
adoption of green building technologies to support our strategic goals.   


For example, EPA has joined with the U.S. Department of Housing and Urban Development 
(HUD) and the U.S. Department of Transportation (DOT) to minimize the environmental 
impacts of development, which may include improved access to affordable housing, more 
transportation options, and lower transportation costs.[1]  Through a set of guiding “livability” 
principles and a partnership agreement that will guide the agencies' efforts, this partnership is 
coordinating federal housing, transportation, water, and other infrastructure investments to 
protect the environment, promote equitable development, and help to address the challenges of 
climate change. 


EPA is committed to ensuring environmental justice regardless of race, color, national origin, or 
income.  Recognizing that minority and/or low-income communities may face disproportionate 
environmental  risks, we work to protect these communities from adverse health and 
environmental effects and to ensure they are given the opportunity to participate meaningfully in 
environmental cleanup decisions.   


EPA’s brownfields program emphasizes environmental and human health protection in a manner 
that stimulates economic development and job creation by awarding competitive grants to assess 
and clean up brownfield properties and providing job training opportunities, particularly in 
underserved communities.[2]  We also provide outreach and technical assistance to communities, 
including area-wide planning approaches, to identify:  viable end uses of a single, large property 
or groups of brownfield properties; associated air and water infrastructure investments; and, 
environmental improvements in the surrounding area to revitalize the community.  Under EPA’s 
brownfields Priority Goal, area-wide planning will be conducted with the participation of other 
federal agencies, states, tribes, and local governments and communities to identify resources and 
approvals necessary to carry out actions identified in area-wide plans.[3]  This new approach 
differs from the way EPA brownfields resources have traditionally been used, recognizing that 
approaching the assessment and cleanup needs of a brownfields-impacted area can be more 
effective than focusing on individual sites in isolation of the adjacent or surrounding area.   


Preserve Land  


EPA and authorized states issue and enforce permits for the treatment, storage, or disposal of 
hazardous wastes to ensure that facilities subject to Resource Conservation and Recovery Act 
(RCRA) regulations operate safely.  To prevent future environmental contamination and to 
protect the health of the estimated three million people living within a mile of hazardous waste 
management facilities[4], EPA and its state partners continue their efforts to issue, update, or 
maintain RCRA permits for approximately 10,000 hazardous waste units (such as incinerators 
and landfills) at these facilities.   
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EPA is increasing emphasis on life-cycle based materials management.  In order to respond to 
RCRA's mandate to conserve resources and energy, EPA will focus on strategies that emphasize 
sustainable materials management by identifying and reducing or minimizing waste at all life-
cycle stages, from extraction of raw materials through end of life.[5]  Through this approach, 
EPA will focus on improving resource use through evaluating the environmental impacts of life-
cycle stages of a material, product, or service, including identifying GHG benefits.  EPA will 
develop national strategies that consider using less environmentally intensive and toxic materials 
and continue to promote downstream solutions, like reuse and recycling, to conserve our 
resources for future generations. 


To reduce the risk posed by underground storage tanks (USTs) located at nearly a quarter of a 
million facilities throughout the country, EPA and states are working to ensure that every UST 
system is inspected at least once every three years.  As fuel types change, UST systems must be 
equipped to safely store the new fuels. EPA is working to ensure biofuels are stored in 
compatible UST systems. 


Restore Land 


Challenging and complex environmental problems, such as contaminated soil, sediment, and 
groundwater that can cause human health concerns, persist at many contaminated properties. 
EPA's Superfund, RCRA corrective action, leaking underground storage tank, and brownfields 
cleanup programs, and Toxic Substances Control Act (TSCA) cleanups of polychlorinated 
biphenyls (PCBs), reduce risks to human health and the environment by assessing and cleaning 
up these sites to maintain or put them back into productive use.   


In an effort to improve the accountability, transparency, and effectiveness of EPA’s cleanup 
programs, EPA has initiated the Integrated Cleanup Initiative (ICI), a multi-year effort to better 
use the most appropriate assessment and cleanup authorities to address a greater number of sites, 
accelerate cleanups, and put sites back into productive use while protecting human health and the 
environment.  By using the relevant tools available in each of the cleanup programs, including 
enforcement, EPA will better leverage the resources available to address needs at individual 
sites. EPA will examine all aspects of the cleanup programs, identifying key process 
improvements and enhanced efficiencies.  As part of the ICI, EPA will develop a new suite of 
performance measures that will support comprehensive management of the cleanup life cycle by 
addressing three critical points in the cleanup process—starting, advancing, and completing site 
cleanup. 


EPA is continuing to improve its readiness to respond to releases of harmful substances, 
including oil spills, by clarifying authorities, training personnel, and providing proper equipment.  
Given the Deepwater Horizon BP oil spill and the efforts to clean up and restore the Gulf of 
Mexico, EPA will review its current rules, guidelines and procedures on oil spills.  EPA will 
ensure that it has the appropriate tools to prevent, prepare for, respond to, and recover from such 
incidents within its jurisdiction.[6] 


National preparedness is essential to ensure that emergency responders are able to address 
multiple, large-scale emergencies, including those that may involve chemicals, oil, biological 
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agents, radiation, or weapons of mass destruction.  Consistent with the government-wide 
National Response Framework, EPA prepares for the possibility of multiple, simultaneous, 
nationally significant incidents across several regions and provides guidance and technical 
assistance to state and local planning and response organizations.   


EPA’s hazardous waste programs are working to reduce the energy use and environmental 
footprint during the investigation and remediation of sites. As part of this effort, EPA’s 
Superfund program will implement its green remediation strategy to reduce the energy, water, 
and materials used during site cleanups while ensuring that protective remedies are 
implemented.[7]  


EPA is also implementing its Community Engagement Initiative designed to enhance our 
involvement with local communities and stakeholders so that they may meaningfully participate 
in decisions on land cleanup, emergency response, and management of hazardous substances and 
waste. The goals of this initiative are to ensure transparent and accessible decision-making 
processes, to deliver information that communities can use to participate meaningfully, to 
improve EPA responsiveness to community perspectives, and to ensure timely cleanup decisions.  


Strengthen Human Health and Environmental Protection in Indian Country 


Under federal environmental statutes, EPA is responsible for protecting human health and the 
environment in Indian country.  EPA’s commitment to tribal environmental and human health 
protection, through the recognition of tribal sovereignty and self-determination, has been 
steadfast for over 25 years, as formally established in the Agency’s 1984 Indian Policy.[8]  EPA 
works with over 500 federally-recognized tribes located across the United States to improve 
environmental and human health outcomes.  Indian country totals more than 70 million acres 
with reservations ranging from less than 10 acres to more than 14 million acres.  Difficult 
environmental and health challenges remain in many of these areas, including lack of access to 
safe drinking water, sanitation, adequate waste facilities, and other environmental safeguards 
taken for granted elsewhere. 


In collaboration with our tribal partners and fulfilling our government-to-government 
responsibilities, EPA will engage in a two-part strategy for strengthening human health and 
environmental protection in Indian country.  First, EPA will provide the opportunity for 
federally-recognized tribes to create an effective and results-oriented environmental capacity-
building presence.  Second, EPA will ensure that its programs are implemented in Indian country 
either by EPA or through opportunities for implementation of environmental programs by tribes 
themselves. 


Applied Research 


In the area of cleaning up communities, research will allow EPA to identify and apply 
approaches that better inform and guide environmentally sustainable behavior, protect human 
health and ecosystems, and provide the products and services needed for mitigation, 
management, remediation, and long-term stewardship of contaminated sites.  It will also provide 
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state, tribal, and local decision makers with the knowledge needed to make smart, systems-based 
decisions that will inform a balanced approach to their cleanup and development needs.  


End Notes: 


[1]  Our Built and Natural Environments:  A Technical Review of the Interactions between Land Use, 
Transportation, and Environmental Quality.  Information available at http://www.epa.gov/dced/built.htm. 


[2]  For more information about EPA’s brownfields program,  see http://www.epa.gov/brownfields. 


[3]  EPA has developed a Priority Goal for brownfields:  By 2012, EPA will have initiated 20 enhanced 
brownfields community level projects that will include a new area-wide planning effort to benefit under-
served and economically disadvantaged communities.  This will allow those communities to assess and 
address a single large or multiple brownfields sites within their boundaries, thereby advancing area-wide 
planning to enable redevelopment of brownfields properties on a broader scale.  EPA will provide 
technical assistance, coordinate its enforcement, water, and air quality programs, and work with other 
federal agencies, states, tribes, and local governments to implement associated targeted environmental 
improvements identified in each community’s area-wide plan. 


[4]  This refers to the total estimated number of people that live within a mile of each of the RCRA 
hazardous waste facilities that have approved controls in place.  Site-specific data can be queried from the 
Enforcement and Compliance History On-line database, which provides fast, integrated searches of EPA 
and state data for regulated facilities (see http://www.epa-otis.gov/echo/compliance_report_rcra.html). 
Population data included in the database is from the 2000 U.S. Census. 


[5]  For more information on sustainable materials management, see Sustainable Materials Management:  
The Road Ahead.  EPA 530R-09-009.  Available at 
http://www.epa.gov/osw/inforesources/pubs/vision2.pdf 


[6]  Several federal agencies have jurisdiction and authority for oil spill preparedness, response, and 
recovery in the U.S. in addition to EPA, including the Department of Transportation and the Coast Guard.  
EPA's efforts will focus on those aspects of the national oil spill program for which they have authority 
and responsibility, primarily the inland area and fixed facilities, as well as sharing best practices, pertinent 
research, and lessons learned with its federal partners. 


[7]  More information about Superfund and green remediation at EPA is available at 
http://www.epa.gov/superfund/greenremediation. 


[8]  The 1984 EPA Policy for the Administration of Environmental Programs on Indian Reservations is 
available at http://www.epa.gov/tribal/pdf/indian-policy-84.pdf. 
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Goal 4: 
Ensuring the Safety of Chemicals and Preventing Pollution 


Reduce the risk and increase the safety of chemicals and prevent pollution at the source. 


Objectives:  


Ensure Chemical Safety.  Reduce the risk of chemicals that enter our products, our environment, 
and our bodies.  


Promote Pollution Prevention.  Conserve and protect natural resources by promoting pollution 
prevention and the adoption of other stewardship practices by companies, communities, 
governmental organizations, and individuals.  


Strategic Measures associated with this Goal are on pages 62 through 64. 


Chemicals are involved in the production of everything from our homes and cars to the cell 
phones we carry and the food we eat. Thousands of chemicals have become ubiquitous in our 
everyday lives and everyday products, as well as in our environment and our bodies.  Chemicals 
are often released into the environment as a result of their manufacture, processing, use, and 
disposal. Research shows that children receive greater exposures to chemicals because they 
inhale or ingest more air, food, or water on a body-weight basis than adults do.[1]  Other 
vulnerable groups, including low-income, minority, and indigenous populations, are also 
disproportionately impacted by, and thus particularly at risk from, chemicals. 


In 2009, the Administration announced principles for modernizing the Toxic Substances Control 
Act (TSCA) to help inform efforts underway in Congress to reauthorize and significantly 
strengthen EPA’s ability to assess the safety of industrial chemicals and adequately protect 
against unreasonable environmental or public health risks.[2]  TSCA is outdated and should be 
revised to provide stronger and clearer authority for EPA to collect and act upon critical data 
regarding chemical risks.  While TSCA does provide some authority to EPA to collect chemical 
information and mandate industry to conduct testing, there remain large, troubling gaps in the 
available data and state of knowledge on many widely used chemicals in commerce.  EPA’s 
authority to require development and submission of information and testing data is limited by 
legal hurdles and procedural requirements.  As we look to the future, it is important to work 
together with Congress and stakeholders to modernize and strengthen the tools available under 
TSCA to prevent harmful chemicals from entering the marketplace and to increase confidence 
that those chemicals that remain are safe and do not endanger the environment or human health, 
especially for consumers, workers, and sensitive subpopulations like children.  


The 1990 Pollution Prevention Act established preventing pollution before it is generated as 
national environmental policy.  EPA is enhancing cross-cutting efforts to advance sustainable 
practices, safer chemicals, greener processes and practices, and safer products. 
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Ensure Chemical Safety 


Chemical safety is one of EPA’s highest priorities.  EPA’s approach to chemical risk 
management leverages expertise, information, and resources by collaborating with other 
countries, federal agencies, states, tribes, and the public to improve chemical safety.[3]  Children 
and other disproportionately exposed and affected groups, including low-income, minority, and 
indigenous populations, require more explicit consideration in EPA’s chemical risk assessments 
and management actions, in accordance with the Executive Orders and guidance on children’s 
health and environmental justice.[4]    


EPA employs a variety of strategies under several statutes to ensure the safety of chemicals.  
These include:  


•	 Controlling the risks of new chemicals before they are introduced or reintroduced into 
commerce; 


•	 Evaluating chemicals already in use;  
•	 Developing and implementing regulatory and other actions to eliminate or reduce 



identified chemical risks; and,  

•	 Making public the data necessary to assess chemical safety to the extent allowed by 


law.[5][6] 


EPA has enhanced its work to ensure the safety of existing chemicals by taking action to restrict 
the production and use of chemicals posing unreasonable risks and better assess chemicals that 
may pose environmental or public health concerns.  This will quicken the Agency’s pace in 
characterizing the hazards posed by the highest volume chemicals, maximize use of existing 
TSCA authorities to increase the availability of chemical information, and accelerate work to 
identify safer alternatives.   


Over the next five years, the Agency will implement risk management actions for chemicals that 
pose unreasonable risk to the environment or human health, carefully considering how the most 
vulnerable populations are potentially affected.  EPA is strengthening rules to keep track of 
chemicals in commerce and adding chemicals and data requirements to better inform both EPA 
and the public about releases of toxic chemicals into the environment.  EPA is increasing its 
evaluation of claims of confidentiality in order to make all health and safety data for chemicals in 
commerce more publicly available to the extent allowed by law.  EPA is also applying 
increasingly sophisticated scientific tools in reviewing hundreds of new chemical submissions 
each year under TSCA and increasing the efficiency and effectiveness of these reviews through 
the implementation of electronic submission and management systems.[7]   


EPA will make major strides in guarding against exposure to chemicals that continue to pose 
potential risks to human health and the environment even after their hazards have been identified 
and certain uses have been phased out. For example, to continue to reduce childhood blood lead 
levels, EPA is working in partnership with states and tribes to certify hundreds of thousands of 
lead-paint professionals and expand public awareness of lead risks by implementing 
requirements for the use of lead-safe practices in renovation, remodeling, and painting activities 
in millions of older homes.[8][9] 
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Over the next five years, EPA will manage a comprehensive pesticide risk reduction program 
through science-based registration and reevaluation processes, a worker safety program, 
certification and training activities, and support for integrated pest management.  EPA’s current 
pesticide review processes focus on ensuring that pesticide registrations comply with the 
Endangered Species Act and achieve broader Agency objectives for water quality protection.  
The review processes will continue to place emphasis on the protection of potentially sensitive 
populations, such as children, by reducing exposures from pesticides used in and around homes, 
schools, and other public areas. EPA is reviewing its worker safety certification and training 
regulations to ensure that they are adequately protective.  EPA’s review processes ensure that 
pesticides can be used safely and are available for use to maintain a safe and affordable food 
supply, to address public health outbreaks, and to minimize property damage that can occur from 
insects and pests.[10] 


EPA is also working to identify and address any potential risks of nanoscale materials during 
new and existing chemical review and on improving data collection efforts.[11]  In addition, 
EPA is implementing a comprehensive testing program to screen for chemicals’ potential to 
interact with the endocrine system.[12]  More broadly, EPA is looking comprehensively across 
statutes to determine the best tools to apply to specific problems.  For example, under a new 
drinking water strategy, the Agency is exploring how to use the Federal Insecticide, Fungicide, 
and Rodenticide Act (FIFRA) and TSCA to ensure that drinking water is protected from 
pesticides and industrial chemicals and that chemicals found in drinking water are being 
screened for endocrine disrupting properties using the authorities of the Safe Drinking Water Act 
(SDWA), the Federal Food, Drug, and Cosmetic Act (FFDCA), and FIFRA. 


Prevent Pollution at the Source 


The Pollution Prevention Act of 1990 established national pollution prevention policy.  Time and 
experience have added to our understanding and appreciation of the value of preventing pollution 
before it occurs.  Pollution prevention is central to all of EPA’s sustainability strategies, and EPA 
will continue to incorporate pollution prevention principles into our policies, regulations, and 
actions. Pollution prevention, a long-standing priority for EPA, encourages companies, 
communities, governmental organizations, and individuals to prevent pollution and waste before 
generation by implementing conservation techniques, promoting efficient re-use of materials, 
making production processes more sustainable, and promoting the use of safer substances.  
Together with new technology development, these pollution prevention practices result in 
significant co-benefits, such as the conservation of raw materials, water, and energy; reduction in 
the use of hazardous and high global-warming-potential materials; promotion of safer chemical 
substitutes; reduction of greenhouse gas emissions; and, the elimination of pollutant transfers 
across air, water, and land.  EPA will collaborate with states and other partners to review 
pollution prevention results and identify enhanced pollution prevention strategies.  This will also 
include continuing grants to states to support vital state pollution prevention infrastructures and 
fund technical assistance for local businesses.   


EPA promotes “green” chemistry through the development and use of innovative chemical 
technologies. The Agency advances environmentally-conscious design, commercialization, and 
use of “green” engineering processes and sets standards for labeling programs that meet stringent 
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criteria giving consumers assurance about the environmental integrity of the products they use.  
In addition, EPA helps agencies across the federal government comply with green purchasing 
requirements, thereby stimulating demand for “greener” products and services.[13]  


Research 


EPA chemicals research will continue to provide the scientific foundation for addressing the 
risks of chemical exposure in humans and wildlife.  It will include enhanced chemical screening 
and testing approaches for priority-setting and context-relevant chemical assessment and 
management.  Research will inform Agency actions and help local decision makers address 
contaminants of greatest concern to them, particularly with respect to air toxics and drinking 
water issues.  EPA will continue assessments of high priority chemicals.  EPA’s research 
program also will promote discoveries and innovations in green chemistry and green engineering 
to help encourage use of safer chemicals in commerce. 


End Notes: 


[1]  Environmental Working Group, 2005.  Body Burden–The Pollution in Newborns. Available at 
http://www.ewg.org/reports/bodyburden2/execsumm.php. 


[2]  Essential Principles for Reform of Chemicals Management Legislation.  Available at 
http://www.epa.gov/oppt/existingchemicals/pubs/principles.html. 


[3]  “EPA Increases Transparency of Chemical Risk Information:  Action part of continued 
comprehensive reform of toxic substances laws.” EPA News Release, January 21, 2010. Available at  
http://yosemite.epa.gov/opa/admpress.nsf/bd4379a92ceceeac8525735900400c27/631cf22eb540c4db8525 
76b2004eca47!OpenDocument. 


[4]  Executive Orders include: E.O. 13045 (Protection of Children from Environmental Health Risks and 
Safety Risks) and E.O. 12898 (Federal Actions to Address Environmental Justice in Minority Populations 
and Low Income Populations).  Relevant guidance documents can be found on EPA’s environmental 
justice and children’s health websites, http://www.epa.gov/compliance/environmentaljustice/index.html 
and http://yosemite.epa.gov/ochp/ochpweb.nsf/content/homepage.htm. 


[5]  Collecting and Assessing Information on Chemicals.  Available at 
http://www.epa.gov/oppt/existingchemicals/pubs/collectinfo.html. 


[6]  Managing Chemical Risk.  Available at 
http://www.epa.gov/oppt/existingchemicals/pubs/managechemrisk.html. 


[7]  Overview of EPA New Chemicals Program.  Available at http://www.epa.gov/oppt/newchems. 


[8]  Information about childhood lead poisoning is available at http://www.leadfreekids.org 


[9]  EPA Lead-Safe Certification Program.  Available at http://www.epa.gov/lead/pubs/toolkits.htm 


[10]  EPA pesticides program information is available at http://www.epa.gov/pesticides. 


[11]  Information about nanotechnology is available at http://www.epa.gov/ncer/nano/factsheet/. 


[12]  Information about the EPA Endocrine Disruptor Screening Program is available at 
http://www.epa.gov/scipoly/oscpendo/index.htm. 


[13]  Information about the EPA Environmentally Preferable Purchasing Program is available at 
http://www.epa.gov/epp/pubs/about/about.htm. 
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Goal 5: 

Enforcing Environmental Laws 



Protect human health and the environment through vigorous and targeted civil and criminal 
enforcement. Assure compliance with environmental laws. 


Objective:  


Enforce Environmental Laws.  Pursue vigorous civil and criminal enforcement that targets the 
most serious water, air, and chemical hazards in communities.  Assure strong, consistent, and 
effective enforcement of federal environmental laws nationwide.  


Strategic Measures associated with this Goal are on pages 65 through 67. 


Vigorous enforcement supports EPA’s ambitious goals to protect human health and the 
environment.  Achieving these goals for safe drinking water, lakes and streams that are fishable 
and swimmable, clean air to breathe, and communities and neighborhoods that are free from 
chemical contamination requires both new strategies and compliance with the rules we already 
have. By addressing noncompliance swiftly and effectively, EPA’s civil and criminal 
enforcement cases directly reduce pollution and risk, and deter others from violating the law. 


EPA enforcement takes aggressive action against pollution problems that make a difference in 
communities. Through vigorous civil and criminal enforcement and other compliance tools, 
EPA targets the most serious water, air, and chemical hazards, and advances environmental 
justice by protecting low-income, minority, and tribal communities that are disproportionately 
impacted by such hazards.   


Vigorous civil and criminal enforcement plays a central role in achieving the bold goals below 
that the Administrator has set for EPA: 


Taking Action on Climate Change and Improving Air Quality:  EPA will take effective 
actions to reduce air pollution from the largest sources, including coal-fired power plants and 
the cement, acid, and glass sectors, to improve air quality.  Enforcement to cut toxic air 
pollution in communities improves the health of communities, particularly low-income, 
minority, and tribal communities that are disproportionately impacted by pollution.  
Enforcement supports reductions in greenhouse gases (GHG) through enforcement 
settlements that encourage GHG emission reductions.  EPA will also work to ensure 
compliance with new standards and reporting requirements for GHG emissions as they are 
developed. 


Protecting America’s Waters:  EPA is revamping enforcement and working with state 
permitting authorities under the Clean Water Act Action Plan [1] to make progress on the 
most important water pollution problems.  This work includes, as a Priority Goal, increasing 
enforcement actions in waters that do not meet water quality standards.  In addition the 
Agency will continue to focus on getting raw sewage out of water, cutting pollution from 
animal waste, and reducing pollution from stormwater runoff.[2]  Enforcement will help to 
clean up great waters like the Chesapeake Bay and will assist in revitalizing urban 
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communities by protecting urban waters. Enforcement will also support the goal of assuring 
safe drinking water for all communities, including in Indian country.  


Cleaning Up Communities and Advancing Sustainable Development:  EPA protects 
communities by requiring responsible parties to conduct cleanups, saving federal dollars for 
sites where there are no other alternatives. Aggressively pursuing these parties to clean up 
sites ultimately reduces direct human exposures to hazardous pollutants and contaminants, 
provides for long-term human health protection, and makes contaminated properties 
available for reuse. 


Ensuring the Safety of Chemicals and Preventing Pollution:  Reforming chemical 
management enforcement and reducing exposure to pesticides will help protect human 
health. Enforcement reduces direct human exposures to toxic chemicals and pesticides and 
supports long-term human health protection. 


Criminal enforcement underlines our commitment to pursuing the most serious pollution 
violations.  EPA’s criminal enforcement program will focus on cases across all media that 
involve serious harm or injury; hazardous or toxic releases; ongoing, repetitive, or multiple 
releases; serious documented exposure to pollutants; and, violators with significant repeat or 
chronic noncompliance or prior criminal conviction. 


EPA shares accountability for environmental and human health protection with states and tribes.  
We work together to target the most important pollution violations and ensure that companies 
that do the right thing and are responsible neighbors are not put at a competitive disadvantage.  
EPA also has a responsibility to oversee state and tribal implementation of federal laws to ensure 
that the same level of protection for the environment and the public applies across the country. 


Enforcement can help to promote environmental justice by targeting pollution problems that 
disproportionately impact low-income, minority, and tribal communities.  Ensuring compliance 
with environmental laws is particularly important in communities that are exposed to greater 
environmental health risks. EPA fosters community involvement by making information about 
compliance and government action available to the public.[3] 


Increased transparency is an effective tool for improving compliance.  By making information on 
violations both available and understandable, EPA empowers citizens to demand better 
compliance. 


End Notes: 


[1]  An overview of the Clean Water Action Plan is available at 
http://www.epa.gov/oecaerth/civil/cwa/cwaenfplan.html. 


[2]  EPA has developed a Priority Goal for water enforcement:  EPA will increase pollutant reducing 
enforcement actions in waters that do not meet water quality standards, and post results and analysis on 
the web. 


[3]  Information about compliance and government action is available at 
http://www.epa.gov/compliance/index.html. 


28
 



http://www.epa.gov/oecaerth/civil/cwa/cwaenfplan.html

http://www.epa.gov/compliance/index.html





 


  


 


 


 


 


 


 


 


External Factors and Emerging Issues 


EPA sets goals and objectives in carrying out its mission to protect human health and the 
environment, but there are always factors outside of EPA’s control that affect our ability to do 
our work. For example, the changing economic, legal, and regulatory landscape often affects the 
Agency’s resources, anticipated activities, and direction.  As part of a dynamic global 
community addressing technological changes, EPA is confronted with challenges, emerging 
issues, and opportunities every day.  An oil spill, flood, hurricane, tragedy, or other disasters can 
swiftly divert the Agency’s anticipated focus.  Other issues, such as climate change and 
population growth, can create long-term challenges that run deep and across many EPA 
programs. Additionally, EPA accomplishes much of its work through partnerships, particularly 
with states and tribes, and any budget shortfalls they experience can affect our ability to achieve 
our goals. 


External factors and emerging issues present both opportunities and challenges to EPA.  
Specifically, over the next five years, EPA will be actively engaged in a variety of areas: 


Climate Change:  Energy and transportation policies continue to evolve and influence the 
Agency’s ability to improve air quality and address climate change issues.  Impacts of 
climate change, such as changes in rainfall amount and intensity, shifting weather and 
seasonal patterns, and increases in flood plain elevations and sea levels, will also affect 
progress towards many of the goals.  Yet other developments may have positive 
environmental impacts.  The growth of alternative energy sources and increased investments 
in energy efficiency can reduce greenhouse gas emissions and improve local air quality.  


American Reinvestment and Recovery Act (ARRA):  We expect the long-term impact of 
ARRA[1] funding will advance assessment and cleanup activities at former industrial sites, 
help address local water infrastructure needs, and spur technological innovation, promoting 
energy efficiency, alternative energy supplies, and new technologies and innovation in water 
infrastructure. 


Water Quality:  Water quality programs face challenges such as increases in nutrient 
loadings and stormwater runoff, aging infrastructure, and population growth (which can 
increase water consumption and place additional stress on aging water infrastructures).  The 
Agency needs to examine carefully the potential impacts of and solutions to these issues, 
including effects on water quality and quantity that could result in the long term from climate 
change. 


Waste Management:  Our necessary reliance on private parties, state and tribal partners, the 
use of new and innovative control technologies, and the involvement of other federal 
agencies in remediation efforts can all affect our efforts to remediate contaminated sites and 
prevent waste. New waste streams are continually emerging, such as those from mining of 
rare earth elements which are used in clean-energy technologies, potentially presenting 
increased opportunities for recycling of valuable materials and challenges for safe disposal of 
new waste streams 
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Protective Site Cleanup:  Hazardous waste programs are intended to provide permanent 
solutions to contaminated media at sites or facilities to the extent practicable.  Complications 
can arise when new scientific information concerning contaminants at a site suggests that a 
risk assessment that was protective when a remedy was selected is no longer protective given 
the contaminant levels remaining at a site and their potential exposure pathways and uses.  
As appropriate, EPA must incorporate emerging science into decision making to maintain its 
commitment to provide permanent solutions.   


Chemical Safety:  Legislative reforms to the Toxic Substances Control Act in line with the 
Administration’s principles would provide EPA with the ability to obtain and publicly 
disclose critical information on the risks posed by chemicals.  This will strengthen our 
chemical risk assessment and management programs, and significantly improve federal and 
state ability to manage and mitigate risk from industrial chemicals.   


Communities: Citizen science—individual citizens and community groups that monitor and 
document environmental trends—can expand the reach of EPA's own field presence. 
Communities have access to more environmental, economic, and social data than ever before 
that can be synthesized and analyzed through varying tools and technologies.  With this 
information, communities can make smarter management decisions which may lead to 
increasingly effective stewardship.  While citizen science requires expert support to ensure 
the quality of environmental data and to facilitate knowledge-building, with the right tools, 
communities can spur local industry and others to do a better job of complying with 
environmental laws and regulations.    


The world in which EPA works continues to change rapidly.  The recent oil spill in the Gulf of 
Mexico is a catastrophic environmental problem that will have significant consequences and 
require innovative technological and other solutions.  A wide range of new technologies are on 
the horizon in areas as diverse as nanotechnology catalysts and nanosolar cells, nanomaterials for 
rehabilitation of water pipes, advanced battery technologies, accurate and inexpensive portable 
and real-time sensors, and the application of synthetic biology to algal biofuel production.  
Emerging technologies may present new environmental problems that need to be understood and 
addressed, and at the same time will create opportunities for building an advanced technological 
infrastructure.  EPA will continue to do its best to anticipate change and be prepared to address 
the inevitable challenges and opportunities that we will face in the future. 


End Note: 


[1]  Information about the American Reinvestment and Recovery Act is available at 
http://www.recovery.gov. 
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Summary of Program Evaluation 


The Administration has emphasized the importance of using program evaluation to provide the 
evidence needed to demonstrate that our programs are meeting their intended outcomes.  By 
assessing how well a program is working and why, program evaluation can help EPA identify 
where our activities have the greatest impact on protecting human health and the environment, 
provide the road map needed to replicate successes, and conversely, identify areas needing 
improvement.  This is particularly important as EPA meets its obligations for transparency and 
accountability. 


For the Strategic Plan, we look to the results of past evaluations to inform our program strategies 
for the next five years. Evaluation results may affirm existing strategies or identify opportunities 
for improvement and may lead to changes in policy, resource decisions, and program 
implementation.  For example, the Government Accountability Office’s 2007 evaluation of the 
Toxic Substances Control Act helped frame Administrator Jackson’s September 2009 
announcement of an integrated approach to chemical management and a set of principles for 
reform.  Additionally, EPA commissioned the National Academy of Public Administration 
(NAPA) to conduct an independent evaluation of the Community Action for a Renewed 
Environment (CARE) Demonstration Program, a competitive grant program that offers an 
innovative way for a community to organize and take action to reduce toxic pollution in its local 
environment.[1]  Recommendations and feedback from this evaluation have informed EPA’s 
strategic changes and investment decisions in the program.  


Our plans for future program evaluations include cyclical reviews of our research and 
development programs.  These are geared to ensure that our research priorities meet our future 
challenges. Examples of other future evaluations include assessing the impact of our “green” 
chemical labeling program on consumer purchasing habits and measuring the success of less 
resource-intensive remediation strategies to clean up hazardous waste sites across the country. 


While EPA conducts a variety of design, process, and outcome evaluations, under the 
Administration’s government-wide evaluation initiative, EPA is working to evolve and expand 
our portfolio to conduct more rigorous impact evaluations that will enhance program 
effectiveness.  Recently completed process and program evaluations from EPA and external 
organizations that informed the strategies in the Strategic Plan and a preliminary list of future 
program evaluations EPA plans to conduct are described in more detail at the EPA Strategic 
Plan website.[2] 


End Notes: 


[1]  National Academy of Public Administration, 2009.  Putting Community First:  A Promising 
Approach to Federal Collaboration for Environmental Improvement. Available at 
http://www.napawash.org/pc_management_studies/CARE/5-21-09_Final_Evaluation_Report.pdf. 


[2]  EPA Strategic Plan website:  http://www.epa.gov/ocfo/plan/plan.htm. 
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Cross-Cutting Fundamental Strategies 


Introduction 


Since EPA's inception over 40 years ago, we have focused not only on our mission to achieve 
environmental and human health results but also on how we work to accomplish those results.  
Achievement of each of these goals and objectives is shared across EPA.  Through this Plan, 
EPA is placing an increased focus on how we work to achieve those results. 


We have developed a set of cross-cutting strategies that stem from the Administrator’s priorities 
and are designed to fundamentally change how we work, both internally and externally, to 
achieve the mission outcomes articulated under our five strategic goals.  This Plan describes the 
vision and operating principles for each of the cross-cutting strategies: 


• Expanding the conversation on environmentalism; 
• Working for environmental justice and children’s health; 
• Advancing science, research, and technological innovation; 
• Strengthening state, tribal, and international partnerships; and, 
• Strengthening EPA’s workforce and capabilities.   


The Agency will develop annual action plans with commitments that align with existing 
planning, budget, and accountability processes.  In implementing these strategies through annual 
action plans, we are embarking on a deliberate, focused effort to take tangible, measurable 
actions to transform the way we deliver environmental and human health protection.    
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Expanding the Conversation on Environmentalism 


Engage and empower communities and partners, including those who have been historically 
under-represented, in order to support and advance environmental protection and human 
health nationwide. 


We have begun a new era of outreach at EPA and seek to include a broader range of people and 
communities in our work and expand our engagement with communities historically under­
represented in our decision-making processes.  We will build stronger working relationships 
throughout the country, particularly with tribes, communities of color, economically-distressed 
cities and towns, young people, and others. 


To accomplish these goals, we will: 


•	 Call for innovation and bold thinking and ask all employees to bring their creativity and 
talents to their everyday work to enhance outreach and transparency in all our programs. 


•	 Ensure that our science is explained clearly and accessible to all communities, 
communicating and educating in plain language the complexities of environmental, 
health, policy, and regulatory issues. 


•	 Educate and empower individuals, communities, and Agency partners in decision making 
through public access to environmental information and data. 


•	 Ensure that the Agency’s regulations, policies, budget, and decision-making processes 
are transparent and accessible through increased access to environmental data sources, 
community right-to-know tools, and direct stakeholder engagement. 


•	 Address barriers to improve engagement with historically under-represented sectors of 
the nation. 


•	 Use traditional and new media to inform and educate the public about Agency activities 
and provide opportunities for community feedback.  


•	 Encourage citizens to understand the complexities and impacts of environmental issues 
and environmental stewardship, and provide avenues and tools that enhance their ability 
to participate in processes that could affect them. 
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 Working for Environmental Justice and Children’s Health  


Work to reduce and prevent harmful exposures and health risks to children and underserved, 
disproportionately impacted low-income, minority, and tribal communities, and support 
community efforts to build healthy, sustainable green neighborhoods. 


Advancing environmental justice and protecting children’s health must be driving forces in our 
decisions across all EPA programs.  The underlying principles for this commitment are reducing 
exposures for those at greatest risk and ensuring that environmental justice and children’s health 
protection are integral to all Agency activities.  All populations–including minority, low-income, 
and indigenous populations–that are vulnerable to environmental pollution are at risk of having 
poor health outcomes.  These vulnerabilities may arise because of higher exposures to pollution 
in places where they work, live, and play, and/or diminished abilities to withstand, cope with, or 
recover from exposure to environmental pollution.[1]  Children are often most acutely affected 
by environmental stressors.  Research has demonstrated that prenatal and early life exposures to 
environmental hazards can cause lifelong diseases, medical conditions, and disabilities.[2] 


Environmental justice and children’s health protection will be achieved when all Americans, 
regardless of age, race, economic status, or ethnicity, have access to clean water, clean air, and 
healthy communities. To accomplish this, EPA will use a variety of approaches, including 
regulation, enforcement, research, outreach, community-based programs, and partnerships to 
protect children and disproportionately impacted, overburdened populations from environmental 
and human health hazards.  Our success in advancing environmental justice and children’s health 
protection will result from fully incorporating these priorities into all of our activities across each 
of the strategic goals of the Agency.  We anticipate that our leadership in advancing 
environmental justice and children’s health protection will inspire and engage a broad spectrum 
of partners in the public and private sector to do the same. 


Specifically, EPA will: 


•	 In our regulatory capacity, implement the nation’s environmental laws using the best 
science and environmental monitoring data to address the potential for adverse health 
effects from environmental factors in disproportionately impacted, overburdened 
populations and vulnerable age groups.  EPA programs will incorporate environmental 
justice and children’s health considerations at each stage of the Agency’s regulation 
development process and in implementation of environmental regulations. 


•	 Develop and use environmental and human health indicators to measure improvements in 
environmental conditions and health in disproportionately impacted communities and 
among vulnerable age groups.   


•	 In our work on safe management of pesticides and industrial chemicals, take into account 
disproportionately impacted, overburdened populations, and women of child-bearing age, 
infants, children, and adolescents, and encourage the use of “green chemistry” to spur the 
development of safer chemicals and production processes.  
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•	 Apply the best available scientific methods to assess the potential for disproportionate 
exposures and health impacts resulting from environmental hazards on minority, low-
income, and indigenous populations, women of child-bearing age, infants, children, and 
adolescents, to support EPA decision making, and to develop the tools to assess risk from 
multiple stressors.   


•	 Engage communities in our work to protect human health and the environment.  EPA will 
align multiple community-based programs to provide funding and technical assistance to 
communities to build capacity to address critical issues affecting children’s health and 
disproportionately impacted populations.  


•	 Work with other federal agencies[3] to engage communities and coordinate funding and 
technical support for efforts to build healthy, sustainable, and green neighborhoods, and 
work with residents to promote equitable development.  


End Notes: 


[1]  	See the following sources:   


World Health Organization, 2006.  Principles for Evaluating Health Risks in Children. Environmental 
Health Criteria, 237. Available at http://whqlibdoc.who.int/publications/2006/924157237X_eng.pdf; 


EPA, 2003. Framework for Cumulative Risk Assessment.  Risk Assessment Forum.  EPA/630/P­
02/001F.  Available at http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=54944; and, 


EPA, 2004.  Ensuring Risk Reduction in Communities with Multiple Stressors:  Environmental Justice 
and Cumulative Risks/Impacts. Available at 
http://www.epa.gov/environmentaljustice/resources/publications/nejac/nejac-cum-risk-rpt-122104.pdf. 


 [2] National Institutes of Health, National Institute of Environmental Health Sciences, 2008. Linking 
Early Environmental Exposures to Adult Diseases.  Available at 
http://www.niehs.nih.gov/health/docs/linking-exposures.pdf. 


 [3]  Including the Departments of Housing Urban and Development, Health and Human Services, 
Energy, Agriculture, Transportation, Interior, Labor, and Education. 
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Advancing Science, Research, and Technological Innovation 


Advance a rigorous basic and applied science research and development agenda that informs, 
enables, and empowers and delivers innovative and sustainable solutions to environmental 
problems. Provide relevant and robust scientific data and findings to support the Agency’s 
policy and decision-making needs. 


The major challenges we face to human health and the environment are not incremental 
problems, and they do not lend themselves to incremental solutions.  EPA will promote 
innovative solutions to environmental problems that reduce or eliminate pollution while avoiding 
unintended and/or unwanted consequences, addressing pollutants, chemicals, and materials 
throughout their life cycle from raw material to final disposition.   


The Office of Management and Budget (OMB) has reiterated the critical and timely need for 
innovation in science and technology, building on the President’s Strategy for American 
Innovation.[1][2]  OMB identifies priorities that include new approaches to multi-disciplinary 
research, new approaches for accelerating technology commercialization and innovation, 
interagency and international collaborations, and better communication with the public on 
science, technology, and innovation. 


Environmental sustainability is a guidepost for science, research, and technological innovation at 
EPA.[3]  Sustainability is a broader approach to environmental protection that considers trade­
offs in production processes and materials use.  Sustainable solutions prevent chemicals from 
entering the environment or eliminate, rather than simply reduce, the production of waste 
through better materials management.     


EPA must help drive high quality research, sound science, and technology innovation to 
sustainably address air quality, climate change, water quality and quantity, unreasonable risks 
from toxic chemicals, ecosystem degradation, and other environmental issues.  EPA will inform, 
enable, and stimulate the development of sustainable solutions to current and future challenges 
because sustainable and innovative environmental solutions can also be more economically 
efficient. 


EPA science and research must always inform the decisions that are essential to the protection of 
human health and the environment and empower the broader community that supports our 
mission.  To address challenging environmental problems in this manner, EPA research will: 


•	 Provide timely, responsive, and relevant solutions:  EPA’s science, research, and 
technological innovation depend on partnerships and a continuing dialogue with internal 
and external partners and stakeholders to ensure that EPA efforts focus on the highest 
priority problems faced by the Agency and the nation.  Building on traditional 
collaboration efforts, EPA will also leverage the scientific discoveries of others to 
achieve even more responsive solutions to the environmental problems that our 
communities face.  
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•	 Transcend traditional scientific disciplines:  A broad perspective—one that integrates 
knowledge from a wide variety of sources—is key to developing sustainable solutions. 
In all aspects of our work, from problem identification, to research design and conduct, to 
implementation and adoption of solutions, EPA must rely on diverse disciplines.  
Environmental problems often raise complex scientific and technological issues that 
require non-traditional approaches.  If EPA is to advance progress on these challenging 
problems, we must rely on integrated, trans-disciplinary research that complements 
traditional, single-discipline approaches.  


•	 Communicate widely and openly:  Great work, done invisibly, cannot have an impact.  
To maximize the impact and utility of our research, EPA will communicate the design, 
definition, conduct, transfer, and implementation of the work we do.  We will translate 
our science so that it is accessible, understandable, relevant to, and used by stakeholders 
and the general public. EPA must document our successes to maximize the value of our 
scientific work. 


•	 Catalyze sustainable innovation:  EPA’s efforts alone will not be enough to address the 
environmental challenges our nation faces.  As we develop and promote these technology 
innovations, EPA must account for life-cycle perspectives and support technologies that 
fully consider environmental and social impacts, and collaborate with partners in 
academia, government, and industry to assess impacts and promote effective product 
stewardship. EPA must also guide sustainable solutions on the path from conceptual and 
proof-of-concept stages, through research and development, to commercialization and 
deployment.  EPA must understand and engage the marketplace to ensure the 
effectiveness of these solutions.  Additionally, EPA must be receptive to external 
innovations in science, research, and technology that can enhance EPA’s effectiveness in 
fulfilling our mission. 


End Notes: 


[1]  OMB Memorandum M-10-30, July 21, 2010.  “Science and Technology Priorities for the FY2012 
Budget.” Available at http://www.whitehouse.gov/sites/default/files/omb/memoranda/2010/m10-30.pdf. 


[2]  Press Release from the White House Office of the Press Secretary, September 21, 2009. “President 
Obama Lays Out Strategy for American Innovation.” Available at 
http://www.whitehouse.gov/the_press_office/President-Obama-Lays-Out-Strategy-for-American-
Innovation/. 


[3]	  Information on the EPA Sustainability Program is available at http://www.epa.gov/sustainability/. 
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Strengthening State, Tribal, and International Partnerships 


Deliver on our commitment to a clean and healthy environment through consultation and 
shared accountability with states, tribes, and the global community for addressing the highest 
priority problems. 


EPA will strengthen its state, tribal, and international partnerships to achieve our mutual 
environmental and human health goals.  As we work together, our relationships must continue to 
be based on integrity, trust, and shared accountability to make the most effective use of our 
respective bodies of knowledge, our existing authorities, our resources, and our talents.   


Successful partnerships will be based on four working principles:  consultation, collaboration, 
cooperation, and accountability.  By consulting, we will engage our partners in a timely fashion 
as we consider approaches to our environmental work so that each partner can make an early and 
meaningful contribution toward the final result.  By collaborating, we will not only share 
information, but we will actively work together with our partners to use all available resources to 
reach our environmental and human health goals.  As our work progresses, we will cooperate, 
viewing each other with respect as allies who must work successfully together if our goals are to 
be achieved. Through shared accountability, we will ensure that environmental benefits are 
consistently delivered nationwide.  In carrying out these responsibilities, EPA will ensure 
through oversight that state and tribal implementation of federal laws achieves a consistent level 
of protection for the environment and human health.  


With States 


Under our federal environmental laws, EPA and the states share responsibility for protecting 
human health and the environment.  With this relationship as the cornerstone of the nation's 
environmental protection system, EPA will:   


•	 Improve implementation and consistent delivery of national environmental programs 
through closer consultation and transparency. 


•	 Work with states to seek efficient use of resources through work-sharing, joint planning 
using data analysis and targeting to address priorities, and other approaches. 


•	 Play a stronger management role to facilitate the exchange of data with states to improve 
program effectiveness and efficiency. 


•	 Consult with state and local governments on a routine basis to ensure that the 
development and implementation of rules is consistent with EPA’s Action Development 
Process: Guidance on Executive Order 13132 (Federalism), which recognizes the 
division of governmental responsibilities between the federal government and the states. 


•	 Strengthen state-EPA shared accountability by focusing oversight on the most significant 
and pressing state program performance challenges, using data and analysis to speed 
program improvements. 


•	 Ensure a level playing field across states to improve compliance and address the most 
serious violations. 
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With Tribes 


The relationship between the United States Government and federally-recognized tribes is 
unique and has developed throughout the course of the nation's history.  In strengthening this 
relationship, EPA will: 


•	 Focus on increasing tribal capacity to establish and implement environmental programs 
while ensuring that our national programs are as effective in Indian country as they are 
throughout the rest of the nation. 


•	 Enhance our effort as we work with tribes on a government-to-government basis, based 
upon the Constitution, treaties, laws, executive orders, and a long history of Supreme 
Court rulings. 


•	 Strengthen our cross-cultural sensitivity with tribes, recognizing that tribes have cultural, 
jurisdictional, and legal features that must be considered when coordinating and 
implementing environmental programs in Indian country. 


With Other Countries 


To achieve our domestic environmental and human health goals, international partnerships are 
essential. Pollution is often carried by winds and water across national boundaries, posing risks 
many hundreds and thousands of miles away.  Many concerns, like climate change, are universal.  
In the international arena, EPA will: 


•	 Expand our partnership efforts in multilateral forums and in key bilateral relationships.  
•	 Enhance existing and nurture new international partnerships to promote a new era of 


global environmental stewardship based on common interests, shared values, and mutual 
respect. 
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Strengthening EPA's Workforce and Capabilities 


Continuously improve EPA’s internal management, encourage innovation and creativity in all 
aspects of our work, and ensure that EPA is an excellent workplace that attracts and retains a 
topnotch, diverse workforce, positioned to meet and address the environmental challenges of 
the 21st century. 


Achieving positive environmental and human health outcomes through cleaner and safer air, 
water, and land, and through protection of our natural resources is the focal point of all our work 
at EPA. This compelling mission attracts workers eager to make a difference and drives 
employees across the Agency to work together.  EPA fully supports the Administration’s efforts 
to reform the federal government’s hiring system to ensure highly qualified individuals are 
available to strengthen EPA’s workforce.  EPA believes these reforms will improve the 
Agency’s ability to protect human health and the environment more effectively and efficiently.   


EPA is a complex organization. This is both an asset and a challenge.  To achieve its mission, 
EPA is continuously building and nurturing a skilled workforce, finding new ways to use the 
power of information, working together through enhanced communication, and demanding 
transparency and accountability at all levels.  With innovative and creative management and a 
talented, diverse, and highly motivated workforce, EPA will be positioned to meet head-on the 
complex environmental challenges of the present and future.   


To achieve this goal, EPA will: 


•	 Recruit, develop, and retain a diverse and creative workforce, equipped with the technical 
skill and knowledge needed to accomplish the Agency’s mission and to meet evolving 
environmental challenges. 


•	 Cultivate a workplace that values a high quality work life, provides employee-friendly 
policies and facilities, and invests in the information infrastructure, technology, and 
security essential to support a mobile workforce. 


•	 Practice outstanding resource stewardship to ensure that all Agency programs operate 
with fiscal responsibility and management integrity, are efficiently and consistently 
delivered nationwide, and demonstrate results. 


•	 Take advantage of existing and emerging tools to improve and enhance communication, 
transparency, and accountability. 


•	 Integrate energy efficiency and environmental considerations into our work practices as 
core components of Agency business models and operations. 


•	 Improve the effectiveness and efficiency of the Agency’s acquisition function by 
strengthening requirements development, contract management, and internal review 
practices; maximizing the use of competition in contracting, reducing high-risk contracts; 
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improving how contracts are structured; building the skills of the acquisition workforce; 
and improving management of the EPA acquisition workforce. 


41
 







 
  


 


 


   


 


  


 


 


 


 


 


Strategic Measurement Framework 


Introduction 


The Strategic Plan provides the foundation for EPA’s performance management system— 
planning, budgeting, performance measurement, and accountability.  The Plan contains EPA’s 
strategic measurement framework of long-term goals, objectives, and strategic measures, which 
describe the measurable human health and environmental results the Agency is working to 
achieve over the next five years. 


To achieve the long-term goals, objectives, and strategic measures set out in this Plan, EPA 
designs annual performance measures which are presented in EPA’s Annual Performance Plans 
and Budgets. The Agency reports on our performance against these annual measures in Annual 
Performance Reports, and uses this performance information to establish priorities and develop 
future budget submissions.  The Agency also uses this performance data to evaluate our progress 
and develop future Strategic Plans. 


EPA’s strategic planning and decision-making benefits from other sources of information as 
well, including program evaluations and environmental indicators.  A number of the strategic 
measures in this Strategic Plan are based on indicators contained in EPA’s 2008 Report on the 
Environment (ROE). The ROE identifies a set of peer-reviewed human health and 
environmental indicators that allows EPA to track trends in environmental conditions and 
environmental influences on human health.  This information also helps us better articulate and 
improve the strategic measurement framework in EPA’s Strategic Plan. 


The Agency continues to look for new data and information sources to better characterize the 
environmental conditions targeted by our programs and improve our understanding of the 
integrated and complex relationships involved in maintaining human health and environmental 
well-being. 


Significant Changes in the Strategic Measurement Framework 


We have made significant changes to our measurement framework in this Plan. We revised our 
five strategic goals to sharpen and align them with the Administrator’s priorities, including a 
heightened focus on cross-program activities addressing climate change adaptation and 
mitigation, sustainable communities, and chemical safety.  We revised our suite of strategic 
measures—the measurable environmental and human health outcomes we are working to 
achieve—in several significant ways.  First, we significantly reduced the number of strategic 
measures by focusing on the key outcomes most important to advance the Administrator’s 
priorities and the Agency’s mission.  The goal was to create a smaller, more strategic, and more 
meaningful set that Agency leadership uses to manage. Second, for consistency purposes, we 
placed all the quantified measurable results at the lowest level in the framework—the strategic 
measures.  Third, we updated the strategic measures to reflect targets and baselines appropriate 
for the FY 2011-2015 time horizon.  Lastly, we removed the separate objectives and strategic 
measures for the Agency’s research and development program from the Plan and integrated this 
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work into the programmatic objectives; this critical work supports many of our strategic 
measures and will continue to be tracked through annual performance measures. 


Some of the new strategic directions in our measures are reflected in this Plan, but efforts will 
continue over the next several years to make further revisions in key areas.  Highlights of the 
new measures and continuing efforts are described below. 


•	 Deepwater Horizon BP Oil Spill in the Gulf of Mexico: While we are still assessing 
the unprecedented environmental damage from the Deepwater Horizon BP oil spill and 
the Agency actions necessary to address the damage and prevent similar disasters in the 
future, we have added a new strategic measure as a preliminary step to reflect the 
challenge ahead. This measure addresses efforts to conduct a thorough review of our oil 
spill program regulations to ensure that these regulations are up to date and effective. 
The magnitude of the impacts has yet to be fully understood and assessed, so further 
adjustments may be needed in the future. In addition, EPA is working to develop a 
water-oriented measure in response to the Deepwater Horizon BP oil spill in the Gulf of 
Mexico. The measure will reflect efforts to assist in the restoration of the Gulf of Mexico 
ecosystem, including water, wetlands, beaches, and surrounding communities.  Currently, 
EPA has two program-specific water measures, one that relates to Gulf of Mexico 
hypoxia and the other to regional coastal aquatic ecosystem health that will be reassessed 
for impact from the oil spill. 


•	 Climate Change Adaptation and Mitigation: The ability of communities to respond to 
changes in climate over the next decade is critical to achieving many of the 
environmental outcomes in this Strategic Plan. We have incorporated consideration of 
climate change across all five goals of the Strategic Plan and will continue to collaborate 
with stakeholders, the US Global Change Research Program, the Interagency Taskforce 
on Climate Change Adaptation, and others.  We have added three strategic measures for 
climate change adaptation under Goal 1.  In addition, we have expanded the existing 
greenhouse gas (GHG) mitigation measure to capture reductions Agency-wide and added 
a measure to reflect expected GHG reductions resulting from the light-duty vehicle 
greenhouse gas rule. 


•	 Land Cleanup:  EPA has begun an Integrated Cleanup Initiative, a multi-year effort to 
better use assessment and cleanup authorities to address a greater number of sites, 
accelerate cleanups, and put those sites back into productive use while protecting human 
health and the environment.  The Agency is working to develop a suite of measures that 
will allow for comprehensive management across cleanup programs and across the 
cleanup life cycle, with a focus on three critical points in the cleanup process—starting, 
advancing, and completing site cleanups.  As a first step in this process, we are shifting 
our definition of success at a Superfund site from where the construction of a remedy is 
complete, to when the site is actually “ready for anticipated use” in a community.  In 
addition, a new site assessment measure has been developed that fully captures the entire 
assessment workload at the beginning of the Superfund process, a measure which also 
may be expanded to include progress of other cleanup programs in the future.[1]  
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•	 Chemical Safety:  One of EPA’s highest priorities over the next five years is to ensure 
the safety of chemicals and pesticides used in this country.  As part of this effort, EPA is 
taking a more integrated approach to managing chemical and pesticide risk reduction and, 
in coordination with other relevant federal agencies, is focusing on consumers, workers, 
and sensitive subpopulations like children. EPA is enhancing its ability to measure the 
effects of chemicals and pesticides on human health and the environment by introducing 
new measures to reduce the concentration of targeted chemicals and pesticides in the 
general population and children.   


•	 Enforcement and Compliance Assurance:  The Agency’s enforcement and compliance 
assurance program is moving from a tool-based (e.g., assistance, incentives, monitoring, 
and enforcement) to an environmental problem-based (e.g., air, water) approach to 
addressing noncompliance and environmental harms.  Our current approach, rooted 
largely in the traditional inspection and enforcement model, has shown substantial 
environmental and human health benefits, but will not be able to keep up with expanding 
universes of regulated sources. For example, the universe of National Pollutant 
Discharge Elimination System (NPDES) sources has expanded from about one hundred 
thousand when the Clean Water Act (CWA) was passed to almost one million today.  
This is especially true in light of the current economic challenges faced by states, which 
perform the majority of inspections and enforcement actions.  For those programs and 
sectors that have been the focus of EPA and state attention, the level of noncompliance 
shows us that serious violations are likely widespread, all but ensuring that there are areas 
across the country where basic health protections for Americans are in jeopardy. 


EPA is adopting new strategic approaches to deal with these challenges that do not solely 
depend on inspections and enforcement to address serious violations, including: 


- Building self-monitoring and reporting requirements into rules, which will allow 
government to better understand the compliance status at regulated facilities. 


- Using 21st century technologies to facilitate the electronic transmission of data directly 
from regulated sources and states that generate the data, to government agencies that 
receive the data, which will improve the quality and timeliness of data available to 
make decisions. 


- Making more information available to the public in an easy-to-use, understandable 
format so the public can demand better facility and government performance.  


As part of this new approach, the Agency’s enforcement program is developing a suite of 
measures that expand its ability to communicate to the public.  As part of this suite, the 
Agency is including measures for its criminal enforcement program for the first time in 
the Strategic Plan.  The suite of measures addresses: 


- Enforcement Presence/Level-of-Effort Measures:  the extent of the general enforcement 
and compliance assurance presence in communities;  


- Case-Linked Outcome Indicators:  the annual and long-term trends in environmental 
benefits resulting from EPA enforcement actions; and, 
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- Strategic Enforcement Measures:  the results of EPA’s focused efforts to address 
specific, high-priority problems that make a difference to communities. 


When viewed together, this suite of measures provides a more comprehensive 
understanding of the program than has been available previously.  This suite of measures 
is captured in the figure below. 


Suite of Strategic Enforcement and Compliance Assurance Measures 


Measures in the FY 2011-2015 Strategic Plan Measures under Development 


Strategic Enforcement Measures Enforcement Presence/Level of Effort Case-Linked Outcome Indicators 
Measures 


AIR 
(under development) 


AIR 


• Inspections & evaluations • Air pollutants  reduced • Air toxics 


• Initiated & concluded civil judicial & 
administrative enforcement cases WATER 


• Criteria air pollutants 
WATER 


• Compliance status of open, non-
Superfund consent decrees 


• Water pollutants reduced 


WASTE 


• Raw sewage 
• Animal waste 
• Water compliance 


• Address cost recovery statute of 
limitations cases with total past costs 
above $200,000  


• Hazardous waste reduced  
• Contaminated media reduced 


WASTE 
• Wastes from mineral processing 


• Reaching settlement with potentially 
responsible parties (PRPs) 


CHEMICALS 
• Toxic and pesticide pollutants 


• Clean up hazardous waste sites in 
communities 


CHEMICALS 
• Criminal cases with charges filed • Reduce exposure to pesticides 


• Criminal cases with defendants CRIMINAL • Enforce chemical management rules 
convicted • Criminal  cases with most significant impacts 


• Criminal cases with individual defendants NOTE: These measures will set targets for 
enforcement and compliance work that connect 
with Goals 1-4 of the Strategic Plan. 


The Strategic Plan includes five-year measures for EPA’s enforcement presence and 
outcome indicators for which EPA will develop annual performance measures for 
inclusion in the Annual Plan and Budget, similar to all strategic measures included in this 
Plan. 


The Agency has historically relied on enforcement presence or level-of-effort measures 
to communicate its enforcement and compliance presence to the public and regulated 
industry. These measures illustrate that the Agency is actively and consistently 
performing the activities necessary to find polluters, take appropriate action, and monitor 
defendants’ compliance with settled enforcement cases.  The Agency targets these 
activities toward the most serious human health and environmental problems across a 
variety of regulatory programs.   


The Agency uses case-linked outcome indicators to communicate the environmental 
benefits gained from completed enforcement and compliance activities such as 
compliance assistance, compliance incentives, and enforcement cases.  While linked, 
there is not a linear or proportional relationship between the activities and the outcomes.  
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Unlike level-of-effort results, which tend to be relatively consistent on a yearly basis, 
these outcome measures are dominated by very large enforcement cases and will 
typically vary widely over time depending on the pollution problems being addressed.  
For example, the measure of pounds of pollution reduced by enforcement actions varies 
widely from year to year and is not expected to trend upwards from one year to the next.  
In fact, as the most significant pollution sources are addressed, the amount of pollution 
reduced by enforcement in a particular industrial sector should go down over time.   


Over the next five years, the Agency will develop a new category of measurement– 
strategic enforcement measures–designed to demonstrate progress toward achieving its 
national enforcement goal of aggressively going after specific pollution problems that 
matter to communities.  In addition, the strategic enforcement measures will illustrate the 
work done in Goal 5 to support Goals 1-4 of this Strategic Plan. 


To launch this effort, the Agency’s enforcement program will focus initially on 
developing measures that demonstrate progress toward the goals of its six national 
enforcement initiatives.[2]  These initiatives target nationally important pollution 
problems where enforcement can play an important role to address serious 
noncompliance.  We will develop strategic measures that chart our progress in addressing 
these significant compliance problems, recognizing that the measures, like the solutions, 
will vary with the problem.  Two examples include:  (1) targeting the sectors that 
contribute the largest amount of serious air pollution that causes significant harm to 
human health, which include coal-fired utilities and acid, glass, and cement plants; and, 
(2) working to improve compliance by the tens of thousands of animal feeding operations 
that contribute to water pollution in many communities.  We need both aggressive 
enforcement actions and new creative strategies to tackle sector compliance issues for 
these important, but very different, problems.  Our measures will reflect those strategies, 
and attempt to do a more complete job of providing meaningful information to the public 
about our progress than the traditional measures alone can do.  What we learn from 
measures developed for the national enforcement initiatives will be applied in setting 
measures for our other national enforcement goals. 


One of the challenges in improving compliance and reducing pollution is the lack of solid 
information about facility releases and compliance.  These information gaps make it 
harder to target facilities for enforcement, to understand and develop measures for 
compliance performance, and for communities to know what pollution is occurring in 
their own neighborhoods. EPA recognizes that we need to improve facility monitoring of 
pollution and make that information available to the public using 21st century 
technologies including more comprehensive electronic reporting.  These efforts will 
increase transparency and create incentives to reduce pollution and to comply with the 
law, while also giving state and federal governments the information they need to target 
enforcement and track progress.  Over the longer term, as efforts to increase 
electronically reported facility information take effect, consistently reported, sector-wide 
data may enable us to generate realistic compliance rates for some sectors.  These efforts 
will help us to strengthen both performance and measures in the years ahead.  
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Where data, baselines, and targets are available to support the measures, EPA will 
include new measures for the national initiatives in the FY 2012 Annual Plan and Budget 
in February 2011 and will amend the Strategic Plan to include those that are suitable 
strategic measures.  For those measures where EPA does not have existing data, EPA will 
identify necessary data sources and begin to collect the information with the intention of 
developing baselines and targets for additional strategic enforcement measures to be 
included in future Annual Plans. 


The Agency will also work closely with its state partners to explore how to be more 
transparent regarding our joint accountability to protect the environment and public 
health by showing to the public, before FY 2015, both federal and state progress and 
problems in enforcement and compliance programs, as well as compliance monitoring 
coverage levels. 


EPA’s High Priority Performance Goals (Priority Goals) 


In addition to the long-term strategic measures, EPA established six near-term Priority Goals in 
FY 2010 with 18- to 24-month operational targets that advance our strategic goals and serve as 
key indicators of our work. 


EPA’s Priority Goals 


EPA will improve the country’s ability to measure and control greenhouse gas (GHG) emissions.  Building a 
foundation for action is essential. 
•	 By June 15, 2011, EPA will make publically available 100 percent of facility-level GHG emissions data 


submitted to EPA in accordance with the GHG Reporting Rule, compliant with policies protecting 
confidential business information (CBI). 


•	 In 2011, EPA, working with DOT, will begin implementation of regulations designed to reduce the GHG 
emissions from light-duty vehicles sold in the U.S. starting with model year 2012. 


Clean water is essential for our quality of life and the health of our communities.  EPA will take actions over 
the next two years to improve water quality. 
•	 Chesapeake Bay watershed states (including the District of Columbia) will develop and submit Phase I 


watershed implementation plans by the end of CY 2010 and Phase II plans by the end of CY 2011 in support 
of EPA’s final Chesapeake Bay total maximum daily load (TMDL) and consistent with the expectations and 
schedule described in EPA’s letters of November 4 and December 29, 2009, and June 11, 2010.[3] 


•	 Increase pollutant reducing enforcement actions in waters that do not meet water quality standards, and post 
results and analysis on the web. 


•	 Over the next two years, EPA will initiate review/revision of at least four drinking water standards to 
strengthen public health protection. 


EPA will ensure that environmental health and protection is delivered to our communities. 
•	 By 2012, EPA will have initiated 20 enhanced brownfields community level projects that will include a new 


area-wide planning effort to benefit under-served and economically disadvantaged communities.  This will 
allow those communities to assess and address a single large or multiple brownfields sites within their 
boundaries, thereby advancing area-wide planning to enable redevelopment of brownfields properties on a 
broader scale.  EPA will provide technical assistance, coordinate its enforcement, water, and air quality 
programs, and work with other federal agencies, states, tribes, and local governments to implement 
associated targeted environmental improvements identified in each community’s area-wide plan. 
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EPA will report progress on these Priority Goals in the Annual Plan and Budget and through the 
Office of Management and Budget, with results regularly available to the public at 
www.performance.gov. 


End Notes: 


[1]   EPA will continue to report site construction completions as an annual performance measure in its 
Annual Plan and Budget. 


[2]  Information about EPA’s National Enforcement Initiatives for Fiscal Years 2011-2013 is available at 
http://www.epa.gov/compliance/data/planning/initiatives/initiatives.html. EPA solicited feedback on its 
FY 2011-2013 national enforcement initiatives in a Federal Register Notice in January 2010 and in an on­
line discussion forum (see http://blog.epa.gov/enforcementnationalpriority). 


[3]  EPA letters available at 
http://www.epa.gov/reg3wapd/pdf/pdf_chesbay/tmdl_implementation_letter_110409.pdf, 


http://www.epa.gov/region03/chesapeake/bay_letter_1209.pdf, and 


http://www.epa.gov/reg3wapd/pdf/pdf_chesbay/TMDLScheduleLetter.pdf. 
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Goal 1: Taking Action on Climate Change and Improving Air Quality.  Reduce greenhouse 
gas emissions and develop adaptation strategies to address climate change, and protect and 
improve air quality. 


Objective 1.1: Address Climate Change.  Reduce the threats posed by climate change by 
reducing greenhouse gas emissions and taking actions that help communities and ecosystems 
become more resilient to the effects of climate change. 


Strategic Measures: 


Address Climate Change 


•	 By 2015, the light-duty vehicle greenhouse gas rule will achieve reductions of 99 

MMTCO2Eq. (Baseline FY 2010: 0 MMTCO2Eq.) 



•	 By 2015, additional programs from across EPA will promote practices to help Americans 
save energy and conserve resources, leading to expected greenhouse gas emissions 
reductions of 740.1 MMTCO2Eq. from a baseline without adoption of efficient practices. 
This reduction compares to 500.4 MMTCO2Eq. reduced in 2008. (Baseline FY 2008: 
ENERGY STAR 140.8 MMTCO2Eq., Industrial Programs [1] 314.2 MMTCO2Eq., 
Smartway Transportation Partnership 4.2 MMTCO2Eq., Pollution Prevention Programs 
6.5 MMTCO2Eq., Sustainable Materials Management Programs [2] 34.3 MMTCO2Eq., 
WaterSense Program 0.4 MMTCO2Eq., Executive Order 13514 [3] GHG Reduction 
Program 0.0 MMTCO2Eq.) 


•	 By 2015, EPA will integrate climate change science trend and scenario information into 
five major scientific models and/or decision-support tools used in implementing Agency 
environmental management programs to further EPA’s mission, consistent with existing 
authorities (preference for one related to air quality, water quality, cleanup programs, 
and chemical safety).[4]  (Baseline FY 2010:  4 scientific models) 


•	 By 2015, EPA will account for climate change by integrating climate change science 
trend and scenario information into five rule-making processes to further EPA’s mission, 
consistent with existing authorities  (preference for one related to air quality, water 
quality, cleanup programs, and chemical safety). [4]  (Baseline FY 2010: 0) 


•	 By 2015, EPA will build resilience to climate change by integrating considerations of 
climate change impacts and adaptive measures into five major grant, loan, contract, or 
technical assistance programs to further EPA’s mission, consistent with existing 
authorities (preference for one related to air quality, water quality, cleanup programs, 
and scientific research).[4]  (Baseline FY 2010: 0) 
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Objective 1.2: Improve Air Quality.  Achieve and maintain health-based air pollution 
standards and reduce risk from toxic air pollutants and indoor air contaminants. 


Strategic Measures: 


Reduce Criteria Pollutants and Regional Haze 


•	 By 2015, the population-weighted average concentrations of ozone (smog) in all 
monitored counties will decrease to 0.073 ppm compared to the average of 0.078 ppm in 
2009. 


•	 By 2015, the population-weighted average concentrations of inhalable fine particles in all 
monitored counties will decrease to 10.5 µg/m³ compared to the average of 11.7 µg/m³ in 
2009. 


•	 By 2015, reduce emissions of nitrogen oxides (NOx) to 14.7 million tons per year 
compared to the 2009 level of 19.4 million tons emitted. 


•	 By 2015, reduce emissions of sulfur dioxide (SO2) to 7.4 million tons per year compared 
to the 2009 level of 13.8 million tons emitted. 


•	 By 2015, reduce emissions of direct particulate matter (PM) to 3.9 million tons per year 
compared to the 2009 level of 4.2 million tons emitted. 


•	 By 2018, visibility in scenic parks and wilderness areas will improve by 15 percent in the 
East and 5 percent in the West, on the 20 percent worst visibility days, as compared to 
visibility on the 20 percent worst days during the 2000-2004 baseline. 


•	 By 2015, with EPA support for developing capability including training, policy, and 
administrative and technical support, 15 additional tribes will possess the expertise and 
capability to implement the Clean Air Act in Indian country (as demonstrated by 
successful completion of an eligibility determination under the Tribal Authority Rule), 
for a cumulative total of 62 from the 2009 baseline of 47 tribes. 


Reduce Air Toxics 


•	 By 2015, reduce emissions of air toxics (toxicity-weighted for cancer) to 4.2 million tons 
from the 1993 toxicity-weighted baseline of 7.2 million tons.[5] 


Reduce the Adverse Ecological Effects of Acid Deposition 


•	 By 2015, air pollution emissions reductions will reduce the number of chronically acidic 
water bodies and improve associated ecosystem health in acid-sensitive regions of the 
northern and eastern United States by approximately 10 percent below the 2001 baseline 
of approximately 500 lakes and 5,000 kilometers of stream length. 
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Reduce Exposure to Indoor Air Pollutants  


•	 By 2015, the number of future premature lung cancer deaths prevented annually through 
lowered radon exposure will increase to 1,460 from the 2008 baseline of 756 future 
premature lung cancer deaths prevented. 


•	 By 2015, the number of people taking all essential actions to reduce exposure to indoor 
environmental asthma triggers will increase to 7.6 million from the 2003 baseline of 3.0 
million.  EPA will place special emphasis on children at home and in schools, and on 
other disproportionately impacted populations. 


Objective 1.3:  Restore the Ozone Layer.  Restore the earth's stratospheric ozone layer and 
protect the public from the harmful effects of ultraviolet (UV) radiation. 


Strategic Measure: 


Reduce Consumption of Ozone-Depleting Substances 


•	 By 2015, U.S. consumption of hydrochlorofluorocarbons (HCFCs), chemicals that 
deplete the Earth’s protective ozone layer, will be less than 1,520 tons per year of ozone 
depletion potential from the 2009 baseline of 9,900 tons per year.  By this time, as a 
result of worldwide reduction in ozone-depleting substances, the level of “equivalent 
effective stratospheric chlorine” (EESC) in the atmosphere will have peaked at 3.185 
parts per billion (ppb) of air by volume and begun its gradual decline to less than 1.800 
ppb (1980 level). 


Objective 1.4:  Reduce Unnecessary Exposure to Radiation.  Minimize unnecessary 
releases of radiation and be prepared to minimize impacts should unwanted releases occur. 


Strategic Measure: 


Prepare for Radiological Emergencies 


•	 Through 2015, EPA will maintain a 90 percent level of readiness of radiation program 
personnel and assets to support federal radiological emergency response and recovery 
operations, maintaining the 2010 baseline of 90 percent. 


End Notes: 


[1]  Industrial Programs include ENERGY STAR for Industry, Natural Gas STAR, Coalbed Methane 
Outreach Program (CMOP), Landfill Methane Outreach Program (LMOP), Green Power Partnership, 
Combined Heat and Power Partnership (CHP), Voluntary Aluminum Industry Partnership (VAIP), HFC­
23 Emission Reduction Partnerships, Mobile Air Conditioning Climate Protection Partnership (MAC), 
Environmental Stewardship Initiative, Significant New Alternatives Policy Program (SNAP), Responsible 
Appliance Disposal Program (RAD), GreenChill Advanced Refrigeration Partnership, and Landfill Rule.  


[2]  Sustainable Materials Management Programs include WasteWise, National Waste Recycling, and 
Coal Combustion Products Recycling (C2P2). 
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[3]  The Federal Leadership in Environmental, Energy, and Economic Performance Executive Order was 
signed on October 5, 2009.  The Executive Order sets sustainability goals for federal agencies and focuses 
on making improvements in their environmental, energy, and economic performance. 


[4]  The climate is changing and this can impact EPA’s ability to achieve its mission and strategic goals.  
EPA is currently participating in an Interagency Climate Change Adaptation Task Force which will 
develop recommendations towards a national climate change adaptation strategy in the fall of 2010.  
EPA’s adaptation measures provide a snapshot of EPA’s overall effort to integrate climate change 
adaptation into mainstream decision making within EPA.  As the work of the Task Force continues, 
future measures may be developed that assess the effectiveness of adaptation actions or that reflect a more 
refined set of climate change adaptation priorities. 


[5] The 2015 target is an estimate based on the 2005 National Emissions Inventory (NEI) released in 
2008, which does not include the impacts of post-2007 rulemakings.  Updated estimates that do include 
the impacts of more recent rulemakings will be available after the release of the 2008 NEI in 2011. 
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Goal 2: Protecting America’s Waters. Protect and restore our waters to ensure that drinking 
water is safe, and that aquatic ecosystems sustain fish, plants and wildlife, and economic, 
recreational, and subsistence activities. 


Objective 2.1: Protect Human Health.  Reduce human exposure to contaminants in drinking 
water, fish and shellfish, and recreational waters, including protecting source waters.  


Strategic Measures: 


Water Safe to Drink 


•	 By 2015, 90 percent of community water systems will provide drinking water that meets 
all applicable health-based drinking water standards through approaches including 
effective treatment and source water protection.  (2005 baseline: 89 percent. Status as of 
FY 2009: 89 percent.) 


•	 By 2015, 88 percent of the population in Indian country served by community water 
systems will receive drinking water that meets all applicable health-based drinking water 
standards. (2005 baseline: 86 percent. Status as of FY 2009: 81 percent.) 


•	 By 2015, in coordination with other federal agencies, provide access to safe drinking 
water for 136,100 American Indian and Alaska Native homes.  (FY 2009 baseline: 
80,900 homes. Universe: 360,000 homes.) 


Fish and Shellfish Safe to Eat 


•	 By 2015, reduce the percentage of women of childbearing age having mercury levels in 
blood above the level of concern to 4.6 percent.  (2002 baseline: 5.7 percent of women of 
childbearing age have mercury blood levels above levels of concern identified by the 
National Health and Nutrition Examination Survey (NHANES).)[1] 


Water Safe for Swimming  


•	 By 2015, maintain the percentage of days of the beach season that coastal and Great 
Lakes beaches monitored by state beach safety programs are open and safe for swimming 
at 95 percent. (2007 baseline: Beaches open 95 percent of the 679,589 days of the beach 
season (beach season days are equal to 3,647 beaches multiplied by variable number of 
days of beach season at each beach).  Status as of FY 2009: 95 percent.)[2] 


Objective 2.2: Protect and Restore Watersheds and Aquatic Ecosystems. Protect the 
quality of rivers, lakes, streams, and wetlands on a watershed basis, and protect urban, 
coastal, and ocean waters. 
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Strategic Measures:
 


Improve Water Quality on a Watershed Basis 



•	 By 2015, attain water quality standards for all pollutants and impairments in more than 
3,360 water bodies identified in 2002 as not attaining standards (cumulative).  (2002 
universe: 39,798 water bodies identified by states and tribes as not meeting water quality 
standards.  Water bodies where mercury is among multiple pollutants causing impairment 
may be counted toward this target when all pollutants but mercury attain standards, but 
must be identified as still needing restoration for mercury; 1,703 impaired water bodies 
are impaired by multiple pollutants including mercury, and 6,501 are impaired by 
mercury alone.  Status as of FY 2009:  2,505 water bodies attained standards.) 


•	 By 2015, improve water quality conditions in 330 impaired watersheds nationwide using 
the watershed approach (cumulative).  (2002 baseline:  Zero watersheds improved of an 
estimated 4,800 impaired watersheds of focus having one or more water bodies impaired.  
The watershed boundaries for this measure are those established at the "12-digit" scale by 
the U.S. Geological Survey (USGS). Watersheds at this scale average 22 square miles in 
size. "Improved" means that one or more of the impairment causes identified in 2002 are 
removed for at least 40 percent of the impaired water bodies or impaired miles/acres, or 
there is significant watershed-wide improvement, as demonstrated by valid scientific 
information, in one or more water quality parameters associated with the impairments.  
Status as of FY 2009: 104 improved watersheds.) 


•	 Through 2015, ensure that the condition of the Nation’s streams and lakes does not 
degrade (i.e., there is no statistically significant increase in the percent rated “poor” and 
no statistically significant decrease rated “good.”)  (2006 baseline for streams:  28 percent 
in good condition; 25 percent in fair condition; 42 percent in poor condition.  2010 
baseline for lakes: 56 percent in good condition; 21 percent in fair condition; 22 percent 
in poor condition.) 


•	 By 2015, improve water quality in Indian country at 50 or more baseline monitoring 
stations in tribal waters (cumulative) (i.e., show improvement in one or more of seven 
key parameters:  dissolved oxygen, pH, water temperature, total nitrogen, total 
phosphorus, pathogen indicators, and turbidity) and identify monitoring stations on tribal 
lands that are showing no degradation in water quality (meaning the waters are meeting 
uses). (2006 baseline: 185 monitoring stations on tribal waters located where water 
quality has been depressed and activities are underway or planned to improve water 
quality, out of an estimated 2,037 stations operated by tribes.) 


•	 By 2015, in coordination with other federal agencies, provide access to basic sanitation 
for 67,900 American Indian and Alaska Native homes.  (FY 2009 baseline: 43,600 
homes.  Universe: 360,000 homes.) 
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Improve Coastal and Ocean Waters 


•	 By 2015, improve regional coastal aquatic ecosystem health, as measured on the 
"good/fair/poor" scale of the National Coastal Condition Report.  (FY 2009 baseline:  
National rating of "fair" or 2.8 where the rating is based on a 4-point system ranging from 
1.0 to 5.0 in which 1 is poor and 5 is good using the National Coastal Condition Report 
indicators for water and sediment, coastal habitat, benthic index, and fish contamination.) 


•	 By 2015, 95 percent of active dredged material ocean dumping sites, as determined by 3- 
year average, will have achieved environmentally acceptable conditions (as reflected in 
each site's management plan and measured through onsite monitoring programs).  (2009 
baseline: 99 percent. FY 2009 universe is 65.)  (Due to variability in the universe of 
sites, results vary from year to year (e.g., between 85 percent and 99 percent).  While this 
much variability is not expected every year, the results are expected to have some change 
each year.) 


•	 By 2015, working with partners, protect or restore an additional (i.e., measuring from 
2009 forward) 600,000 acres of habitat within the study areas for the 28 estuaries that are 
part of the National Estuary Program.  (2009 baseline:  900,956 acres of habitat protected 
or restored, cumulative from 2002-2009.  In FY 2009, 125,437 acres were protected or 
restored.) 


Increase Wetlands 


•	 By 2015, working with partners, achieve a net increase of wetlands nationwide, with 
additional focus on coastal wetlands, and biological and functional measures and 
assessment of wetland condition.  (2004 baseline:  32,000 acres annual net national 
wetland gain.) 


Improve the Health of the Great Lakes 


•	 By 2015, prevent water pollution and protect aquatic systems so that the overall 
ecosystem health of the Great Lakes is at least 24.7 points on a 40-point scale.  (2009 
baseline: Great Lakes rating of 22.5 (expected) on the 40-point scale where the rating 
uses select Great Lakes State of the Lakes Ecosystem indicators based on a 1 to 5 rating 
system for each indicator, where 1 is poor and 5 is good.) 


•	 By 2015, remediate a cumulative total of 10.2 million cubic yards of contaminated 
sediment in the Great Lakes.  (2009 baseline:  Of the 46.5 million cubic yards once 
estimated to need remediation in the Great Lakes, 6.0 million cubic yards of 
contaminated sediments have been remediated from 1997 through 2008.) 
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Improve the Health of the Chesapeake Bay Ecosystem 


•	 By 2015, achieve 50 percent (92,500 acres) of the 185,000 acres of submerged aquatic 
vegetation necessary to achieve Chesapeake Bay water quality standards.  (2008 baseline: 
35 percent, 64,912 acres.) 


Restore and Protect the Gulf of Mexico 


•	 By 2015, reduce releases of nutrients throughout the Mississippi River Basin to reduce 
the size of the hypoxic zone in the Gulf of Mexico to less than 5,000 km², as measured by 
the 5-year running average of the size of the zone.  (Baseline: 2005-2009 running 
average size is 15,670 km².) 


Restore and Protect the Long Island Sound 


•	 By 2015, reduce the maximum area of hypoxia in Long Island Sound by 15 percent from 
the pre-TMDL average of 208 square miles as measured by the 5-year running average 
size of the zone. (Baseline: Pre-total maximum daily load (TMDL) average conditions 
based on 1987-1999 data is 208 square miles. Post-TMDL includes years 2000-2014.  
Universe: The total surface area of Long Island Sound is approximately 1,268 square 
miles; the potential for the maximum area of hypoxia would be 1,268 square miles.) 


Restore and Protect the Puget Sound Basin 


•	 By 2015, improve water quality and enable the lifting of harvest restrictions in 4,300 
acres of shellfish bed growing areas impacted by degraded or declining water quality in 
the Puget Sound. (2009 baseline: 1,730 acres of shellfish beds with harvest restrictions 
in 2006 had their restrictions lifted. Universe:  30,000 acres of commercial shellfish beds 
with harvest restrictions in 2006.) 


Sustain and Restore the U.S.-Mexico Border Environmental Health 


•	 By 2015, provide safe drinking water or adequate wastewater sanitation to 75 percent of 
the homes in the U.S.-Mexico Border area that lacked access to either service in 2003. 
(2003 Universe: 98,515 homes lacked drinking water and 690,723 homes lacked 
adequate wastewater sanitation based on a 2003 assessment of homes in the U.S.-Mexico 
Border area. 2015 target: 73,886 homes provided with safe drinking water and 518,042 
homes with adequate wastewater sanitation.) 


End Notes: 


[1]  EPA is in the process of developing a consistent methodology for analyzing the data from Centers for 
Disease Control and Prevention’s National Health and Nutrition Examination Survey (NHANES) reports.  
The baseline and target may be reset when the analysis is complete at the end of CY 2010. 


[2]  In 2007, EPA added Guam, American Samoa, and the Northern Marianas, which resulted in a lower 
baseline and target. 
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Goal 3: Cleaning Up Communities and Advancing Sustainable Development. Clean up 
communities, advance sustainable development, and protect disproportionately impacted low-
income, minority, and tribal communities.  Prevent releases of harmful substances and clean up 
and restore contaminated areas. 


Objective 3.1: Promote Sustainable and Livable Communities.  Support sustainable, 
resilient, and livable communities by working with local, state, tribal, and federal partners to 
promote smart growth, emergency preparedness and recovery planning, brownfield 
redevelopment, and the equitable distribution of environmental benefits.  


Strategic Measures: 


Promote Sustainable Communities 


•	 By 2015, reduce the air, water, land, and human health impacts of new growth and 
development through the use of smart growth and sustainable development strategies in 
600 (cumulative) communities, which includes local municipalities, regional entities, and 
state governments, through activities resulting from EPA and federal partner actions.  
(Baseline: In FY 2010, an estimated 34 communities will be assisted.)[1] 


Assess and Cleanup Brownfields 


•	 By 2015, conduct environmental assessments at 20,600 (cumulative) brownfield 
properties. (Baseline: As of the end of FY 2009, EPA assessed 14,600 properties.) 


•	 By 2015, make an additional 17,800 acres of brownfield properties ready for reuse from 
the 2009 baseline. (Baseline: As of the end of FY 2009, EPA made 11,800 acres ready 
for reuse.) 


Reduce Chemical Risks at Facilities and in Communities 


•	 By 2015, continue to maintain the Risk Management Plan (RMP) prevention program 
and further reduce by 10 percent the number of accidents at RMP facilities.  (Baseline:  
There was an annual average of 190 accidents based on RMP program data between 
2005-2009.) 


Objective 3.2:  Preserve Land.  Conserve resources and prevent land contamination by 
reducing waste generation, increasing recycling, and ensuring proper management of waste 
and petroleum products. 


Strategic Measures: 


Waste Generation and Recycling 
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•	 By 2015, increase the amount of municipal solid waste reduced, reused, or recycled by 
2.5 billion pounds. (At the end of FY 2008, 22.5 billion pounds of municipal solid waste 
had been reduced, reused, or recycled.) 


•	 By 2015, increase beneficial use of coal combustion ash to 50 percent from 40 percent in 
2008. 


•	 By 2015, increase by 78 the number of tribes covered by an integrated waste 
management plan compared to FY 2009.  (At the end of FY 2009, 94 of 572 federally 
recognized tribes were covered by an integrated waste management plan.) 


•	 By 2015, close, clean up, or upgrade 281 open dumps in Indian country and on other 
tribal lands compared to FY 2009.  (At the end of FY 2009, 412 open dumps were closed, 
cleaned up, or upgraded. As of April 2010, 3,464 open dumps were listed in the Indian 
Health Service Operation and Maintenance System Database, which is dynamic because 
of the ongoing assessment of open dumps.) 


Minimize Releases of Hazardous Waste and Petroleum Products 


•	 By 2015, prevent releases at 500 hazardous waste management facilities with initial 
approved controls or updated controls resulting in the protection of an estimated 3 million 
people living within a mile of all facilities with controls.  (Baseline: At the end of FY 
2009, it was estimated that 789 facilities will require these controls out of the universe of 
2,468 facilities with about 10,000 process units.  The goal of 500 represents 63 percent of 
the facilities needing controls.) 


•	 Each year through 2015, increase the percentage of underground storage tank (UST) 
facilities that are in significant operational compliance (SOC) with both release detection 
and release prevention requirements by 0.5 percent over the previous year's target.  
(Baseline: This means an increase of facilities in SOC from 65.5 percent in 2010 to 68 
percent in 2015.) 


•	 Each year through 2015, reduce the number of confirmed releases at UST facilities to 5 
percent fewer than the prior year’s target.  (Baseline:  Between FY 1999 and FY 2009, 
confirmed UST releases averaged 8,113.) 


Objective 3.3:  Restore Land.  Prepare for and respond to accidental or intentional releases 
of contaminants and clean up and restore polluted sites. 


Strategic Measures: 


Deepwater Horizon BP Oil Spill:  Oil Spill Program Review 


•	 By 2015, in response to the Deepwater Horizon BP oil spill in the Gulf of Mexico, EPA 
will conduct a thorough assessment of its rules, guidelines, and procedures relating to all 
relevant aspects of EPA's oil spill program, including prevention of, preparedness for, 
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response to, and recovery efforts, and update them as needed, and ensure that the Agency 
has the appropriate tools to respond to environmental disasters of this scale. 


Emergency Preparedness and Response 


•	 By 2015, achieve and maintain at least 80 percent of the maximum score on the Core 
National Approach to Response (NAR) evaluation criteria.  (Baseline: In FY 2009, the 
average Core NAR Score was 84 percent for EPA headquarters, regions, and special 
teams prepared for responding to emergencies.)[2] 


•	 By 2015, complete an additional 1,700 Superfund removals through Agency-financed 
actions and through oversight of removals conducted by potentially responsible parties 
(PRPs).  (Baseline:  In FY 2009, there were 434 Superfund removal actions completed 
including 214 funded by the Agency and 220 overseen by the Agency that were 
conducted by PRPs under a voluntary agreement, an administrative order on consent, or a 
unilateral administrative order.) 


•	 By 2015, no more than 1.5 million gallons will be spilled annually at Facility Response 
Plan (FRP) facilities, a 15 percent reduction from the annual average of 1.7 million 
gallons spilled from 2005-2009. 


Cleanup Contaminated Land   


•	 By 2015, complete 93,400 assessments at potential hazardous waste sites to determine if 
they warrant Comprehensive Emergency Response, Compensation, and Liability Act 
(CERCLA) remedial response or other cleanup activities.  (Baseline:  As of 2010, the 
cumulative total number of assessments completed was 88,000.)[3] 


•	 By 2015, increase to 84 percent the number of Superfund final and deleted NPL sites and 
RCRA facilities where human exposures to toxins from contaminated sites are under 
control. (Baseline: As of October 2009, 70 percent Superfund final and deleted NPL 
sites and RCRA facilities have human exposures under control out of a universe of 
5,330.)[4] 


•	 By 2015, increase to 78 percent the number of Resource Conservation and Recovery Act 
(RCRA) facilities with migration of contaminated groundwater under control.  (Baseline: 
At the end of FY 2009, the migration of contaminated groundwater was controlled at 58 
percent of all 3,746 facilities needing corrective action.) 


•	 By 2015, increase to 56 percent the number of RCRA facilities with final remedies 
constructed. (Baseline: At the end of FY 2009, all cleanup remedies had been 
constructed at 32 percent of all 3,746 facilities needing corrective action.) 


•	 Each year through 2015, reduce the backlog of LUST cleanups (confirmed releases that 
have yet to be cleaned up) that do not meet risk-based standards for human exposure and 
groundwater migration by 1 percent.  This means a decrease from 21 percent in 2009 to 
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14 percent in 2015. (At the end of FY 2009, there were 100,165 releases not yet cleaned 
up.) 


•	 Each year through 2015, reduce the backlog of LUST cleanups (confirmed releases that 
have yet to be cleaned up) in Indian country that do not meet applicable risk-based 
standards for human exposure and groundwater migration by 1 percent.  This means a 
decrease from 28 percent in 2009 to 22 percent in 2015. 


•	 By 2015, ensure that 799 Superfund NPL sites are "sitewide ready for anticipated use." 
(Baseline: As of October 2009, 409 final and deleted NPL sites had achieved "sitewide 
ready for anticipated use.")[5] 


Objective 3.4: Strengthen Human Health and Environmental Protection in Indian 
Country. Support federally-recognized tribes to build environmental management capacity, 
assess environmental conditions and measure results, and implement environmental 
programs in Indian country. 


Strategic Measures: 


Improve Human Health and the Environment in Indian Country 


•	 By 2015, increase the percent of tribes implementing federal regulatory environmental 
programs in Indian country to 18 percent. (FY 2009 baseline: 13 percent of 572 tribes) 


•	 By 2015, increase the percent of tribes conducting EPA-approved environmental 
monitoring and assessment activities in Indian country to 50 percent.  (FY 2009 baseline: 
40 percent of 572 tribes) 


End Notes: 


[1]  Included in the cumulative number are communities receiving assistance from:  (1) direct EPA 
technical assistance programs; (2) EPA-funded grants and cooperative agreements to non-governmental 
organizations; and (3) in a limited number of communities (i.e., 6 of the total 34 communities in the FY 
2010 baseline), technical assistance done in collaboration with other EPA programs (such as EPA’s 
brownfields program) and other federal agencies (such as the Federal Emergency Management Agency 
and the U.S. Departments of Transportation and Housing and Urban Development). 


[2]  Consistent with the government-wide National Response Framework (NRF), EPA will work to fully 
implement the priorities under its internal NAR so that the Agency is prepared to respond to multiple 
nationally significant incidents.  Core NAR builds upon the Core Emergency Response concept while 
integrating the priority elements of EPA’s NAR Preparedness Plan, and the Homeland Security Priority 
Workplan, to reflect an Agency-wide assessment of progress.  


[3]  This new strategic measure accounts for all remedial assessments performed at sites addressed under 
the Superfund program, whereas the measure in the previous (2006-2011) Strategic Plan captured only a 
subset of these assessments  (i.e., the final assessments completed at sites).  By capturing the assessment 
work leading to final assessment decisions, including the initial screening assessments to determine 
Superfund eligibility, the new measure more fully accounts for the work performed during the Superfund 
site assessment process.    
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[4]  EPA is currently revising its dioxin risk assessment which may affect the targets and baselines for the 
human exposures under control and sitewide ready for anticipated use measures. 


[5]  As part of the Integrated Cleanup Initiative, EPA is evaluating “sitewide ready for anticipated use” 
across all cleanup programs and may modify the above Superfund measure in the future to include 
corresponding brownfields, RCRA corrective action, and leaking underground storage tank program 
goals. 
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Goal 4: Ensuring the Safety of Chemicals and Preventing Pollution.  Reduce the risk and 
increase the safety of chemicals and prevent pollution at the source. 


Objective 4.1:  Ensure Chemical Safety.  Reduce the risk of chemicals that enter our 
products, our environment, and our bodies.  


Strategic Measures: 


Protect Human Health from Chemical Risks 


•	 By 2015, reduce by 40 percent the number of moderate to severe exposure incidents 
associated with organophosphates and carbamate insecticides in the general population.  
(Baseline is 316 moderate and severe incidents reported to the Poison Control Center 
(PCC) National Poison Data System (NPDS) in 2008 for organophosphate and carbamate 
pesticides.) 


•	 By 2014, reduce the percentage of children with blood lead levels above 5 µg/dl to 1.0 
percent or less. (Baseline is 3.0 percent in the 2005-2008 sampling period.)[1] 


•	 By 2014, reduce the percent difference in the geometric mean blood lead level in low-
income children 1-5 years old as compared to the geometric mean for non-low income 
children 1-5 years old to 10.0 percent.  (Baseline is 23.4 percent difference in the 
geometric mean blood lead level in low-income children 1-5 years old as compared to the 
geometric mean for non-low income children 1-5 years old in 2005-2008.) [1] 


•	 By 2014, reduce the concentration in the general population for the following chemicals:  
non-specific organophosphate metabolites by 75 percent; chlorpyrifos metabolite (TCPy) 
by 75 percent; and, perfluoro-octanoic acid (PFOA) in serum by 2 percent.  (Baselines 
are derived from the Centers for Disease Control and Prevention’s National Health and 
Nutrition Examination Survey (NHANES) concentration data in the general population 
and results are reported biennially. Pesticide baselines are based on 2001-2002 95th 


percentile data for non-specific organophosphate metabolites (0.45 µmol/L) and 
chlorpyrifos metabolite (TCPy) (12.4 µg/L).  PFOA baseline is based on 2005-2006 
geometric mean data in serum (3.92 µg/L).) 


•	 By 2014, reduce concentration for the following chemicals in children:  non-specific 
organophosphate metabolites by 75 percent and chlorpyrifos metabolite (TCPy) by 75 
percent.  (Baselines are derived from the Centers for Disease Control and Prevention’s 
National Health and Nutrition Examination Survey (NHANES) metabolite concentration 
data in children and results are reported biennially.  Pesticide baselines are based on 
2001-2002 data for non-specific organophosphate metabolites (0.55 µmol/L) and 
chlorpyrifos metabolite (TCPy) (16.0 µg/L).) 


•	 By 2015, complete endocrine disruptor screening program (EDSP) decisions for 100 
percent of chemicals for which complete EDSP information is expected to be available 
by the end of 2014. (Baseline is no decisions have been completed through 2009 for any 
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of the chemicals for which complete EDSP information is anticipated to be available by 
the end of 2014. EDSP decisions for a chemical can range from determining potential to 
interact with the estrogen, androgen, or thyroid hormone systems to otherwise 
determining whether further endocrine related testing is necessary.) 


Protect Ecosystems from Chemical Risks 


•	 By 2015, no watersheds will exceed aquatic life benchmarks for targeted pesticides.  
(Based on FY 1992-2001 data from the watersheds sampled by the USGS National Water 
Quality Assessment (NAWQA) program, urban watersheds that exceed the National 
Pesticide Program aquatic life benchmarks are 73 percent for diazinon, 37 percent for 
chlorpyrifos, and 13 percent for carbaryl.  Agricultural watersheds that exceed the 
National Pesticide Program aquatic life benchmarks are 18 percent for azinphos-methyl 
and 18 percent for chlorpyrifos.) 


Ensure Transparency of Chemical Health and Safety Information 


•	 Through 2015, make all health and safety studies available to the public for chemicals in 
commerce, to the extent allowed by law.  (Baseline is 21,994 confidential business 
information (CBI) cases of Toxic Substances Control Act (TSCA) health and safety 
studies as defined in TSCA Section 3(6) that were submitted for chemicals potentially in 
commerce between the enactment of TSCA and January 21, 2010.) 


Objective 4.2: Promote Pollution Prevention.  Conserve and protect natural resources by 
promoting pollution prevention and the adoption of other stewardship practices by 
companies, communities, governmental organizations, and individuals.  


Strategic Measures: 


Prevent Pollution and Promote Environmental Stewardship 


•	 By 2015, reduce 15 billion pounds of hazardous materials cumulatively through pollution 
prevention. (Baseline is 4.8 billion pounds reduced through 2008.) 


•	 By 2015, reduce 9 million metric tons of carbon dioxide equivalent (MMTCO2Eq.) 
cumulatively through pollution prevention.  (Baseline is 6.5 MMTCO2Eq. reduced 
through 2008. The data from this measure are also calculated into the Agency’s overall 
GHG measure under Goal 1.) 


•	 By 2015, reduce water use by an additional 24 billion gallons cumulatively through 
pollution prevention. (Baseline is 51 billion gallons reduced through 2008.)    


•	 By 2015, save $1.2 billion through pollution prevention improvements in business, 
institutional, and government costs cumulatively.  (Baseline is $3.1 billion saved through 
2008.) 
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•	 Through 2015, increase the use of safer chemicals cumulatively by 40 percent.  
(Baseline: 476 million pounds of safer chemicals used in 2009 as reported to be in 
commerce by Design for the Environment program.) 


End Note: 


[1]  Centers for Disease Control and Prevention’s National Health and Nutrition Examination Survey 
(NHANES) data are collected in 2-year samples and released incrementally with the data typically 
becoming available 2 to 3 years after the sampling period ends. 
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Goal 5: Enforcing Environmental Laws.  Protect human health and the environment through 
vigorous and targeted civil and criminal enforcement.  Assure compliance with environmental 
laws. 


Objective 5.1:  Enforce Environmental Laws.  Pursue vigorous civil and criminal 
enforcement that targets the most serious water, air, and chemical hazards in communities.  
Assure strong, consistent, and effective enforcement of federal environmental laws nationwide.  


Strategic Measures: 


Note: The enforcement measures in this Plan reflect: (1) the enforcement presence and 
level-of-effort measures that reflect the Agency's continued and strong investment in 
enforcement work; and, (2) the reductions in pollution achieved through enforcement 
cases (i.e., case-specific outcome indicators) which are dominated by the very largest 
cases and will typically vary widely over time depending on the pollution problems being 
addressed. EPA is also developing enforcement measures for work done to support the 
strategic outcomes under each of the media-specific goals in this Plan; these measures 
will be described in future Annual Plans and Budgets and Annual Performance Reports. 


Maintain Enforcement Presence 


•	 By 2015, conduct 105,000 federal inspections and evaluations (5-year cumulative).  (FY 
2005-2009 baseline: 21,000 annually) 


•	 By 2015, initiate 19,500 civil judicial and administrative enforcement cases (5-year 
cumulative).  (FY 2005-2009 baseline: 3,900 annually) 


•	 By 2015, conclude 19,000 civil judicial and administrative enforcement cases (5-year 
cumulative).  (FY 2005-2009 baseline: 3,800 annually) 


•	 By 2015, maintain review of the overall compliance status of 100 percent of the open 
consent decrees. (Baseline 2009:  100 percent) 


•	 Each year through 2015, support clean ups and save federal dollars for sites where there 
are no alternatives by: (1) reaching a settlement or taking an enforcement action before 
the start of a remedial action at 99 percent of Superfund sites having viable responsible 
parties other than the federal government; and, (2) addressing all cost recovery statute of 
limitation cases with total past costs greater than or equal to $200,000.  (Baseline: 99 
percent of sites reaching a settlement or EPA taking an enforcement action (FY 2007­
2009 annual average); 100 percent cost recovery statute of limitation cases addressed (FY 
2009)) 


•	 By 2015, increase the percentage of criminal cases with charges filed to 45 percent.  (FY 
2006-2010 baseline: 36 percent) 
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•	 By 2015, maintain an 85 percent conviction rate for criminal defendants.  (FY 2006-2010 
baseline: 85 percent) 


Support Taking Action on Climate Change and Improving Air Quality 


•	 By 2015, reduce, treat, or eliminate 2,400 million estimated pounds of air pollutants as a 
result of concluded enforcement actions (5-year cumulative).  (FY 2005-2008 baseline: 
480 million pounds, annual average over the period)    


Support Protecting America’s Waters 


•	 By 2015, reduce, treat, or eliminate 1,600 million estimated pounds of water pollutants as 
a result of concluded enforcement actions (5-year cumulative).  (FY 2005-2008 baseline: 
320 million pounds, annual average over the period) 


Support Cleaning Up Communities and Advancing Sustainable Development 


•	 By 2015, reduce, treat, or eliminate 32,000 million estimated pounds of hazardous waste 
as a result of concluded enforcement actions (5-year cumulative).  (FY 2008 baseline: 
6,500 million pounds) 


•	 By 2015, obtain commitments to clean up 1,500 million cubic yards of contaminated soil 
and groundwater media [1] as a result of concluded CERCLA and RCRA corrective 
action enforcement actions (5-year cumulative).  (FY 2007-2009 baseline: 300 million 
cubic yards of contaminated soil and groundwater media, annual average over the period) 


Support Ensuring the Safety of Chemicals and Preventing Pollution 


•	 By 2015, reduce, treat, or eliminate 19.0 million estimated pounds of toxic and pesticide 
pollutants as a result of concluded enforcement actions (5-year cumulative).  (FY 2005­
2008 baseline:  3.8 million pounds, annual average over the period)  


   Enhance Strategic Deterrence through Criminal Enforcement 


•	 By 2015, increase the percentage of criminal cases having the most significant health, 
environmental, and deterrence impacts to 50 percent.  (FY 2010 baseline: 36 percent)[2] 


•	 By 2015, maintain 75 percent of criminal cases with an individual defendant.  (FY 2006­
2008 baseline: 75 percent) 


End Notes: 


[1]  Contaminated groundwater media, as defined for the Superfund and RCRA corrective action 
programs, is the volume of physical aquifer (both soil and water) that will be addressed by the response 
action. 
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[2]  EPA collects data on a variety of case attributes to describe the range, complexity, and quality of our 
criminal enforcement national docket.  Cases are tiered depending on factors such as the human health 
(death, injury) and environmental impacts, the nature of the pollutant and the its release  into the 
environment, and the characteristics of the subject(s).  This measure reflects the percentage of cases in the 
upper tiers. 
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統反應，以至於決定是否需要進行進一步的內分泌測試)
確保化學健康和安全資訊的透明化
    一直到2015年期間內，在法律允許範圍內，確保市面上化學品相關之健康和安全

研究資訊公開。(基線為TSCA頒布之後至2010年1月20號之間的21,994份毒性物
質管制法下申請的商業機密資訊案件。)

 
目標5： 執行環境法。透過積極和有目標的民法和刑法規定來保護人類健康和環境。確
保配合環境法規定。
確保化學品安全和防制污染
   在2015年前，降低、處理或消除估計為1900萬磅的毒性污染物和殺蟲劑污染物，以

做為執行動作的總成果(5年累積總數)。(2005-2008財務年基線：380萬磅為這段
期間的年平均值)。
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