TSCA DESKBOOK
2d Edition

by
Carolyne R. Hathaway, William K. Rawson, Ann Claassen,
and Julia A. Hatcher

LATHAM & WATKINS F



Copyright © 2012 Environmental Law Institute
2000 L Street NW, Washington DC 20036

Published April 2012.

Printed in the United States of America

ISBN 978-158576-143-2



TABLE OF CONTENTS

ADBOUt the AUtROS ....cooooiiiiiiiiii e xi
FOreWOIrd ....ooooiiiiiii ettt xiii
I. Origins and Objectives of the Toxic Substances Control Act ............ccccceeviiiiiiiin, 1
II. Scope and Jurisdiction of TSCA ... 5
A, Chemical SubStAnCes...........ccc......ouieeiiiiiieee e 5

B.  Exclusions From the Definition of Chemical Substance....................cccccovvuvennn.. 5

L Y £ a1 T TP 6

2. Naturally Occurring SubStances .........occeeeriiiiiniiiiiniiiiiiieciccecceen 7

3. Materials Regulated Under Other Federal Statutes........cccccovvuvieniiiiininiinns 8

C.  Other Definitional ISSUEs ..............cc.coociuiiimiiiiiiiiiiiiiiiii i, 9

1. MaANUFACTULET” .ottt e e e e e e eeees 9

2 U Yol Y Yo ¥ S PSP 9

I11. The TSCA INVENTOTY ..cooiuiiiiiiiiiiiiiiie ettt e e e e e 13
Ao The Initial INVENIor)........ccccueveiiiiiiiiiiiiiiiiieee e 13

B, The Public INventory.............ccccccuviviiiiiiiiiiiiiiiiiiiiiiiee e 14

C.  The Confidential Inventory...............cccccccuviiiiiiiiiiiiiiiiiiiiiiiiiiiieeiiieeeieee 14

D.  Inventory INOMENCLATUTE................c...ccocuuiiiiiiiiiiiiiiiiiiieeee e 14

E. Inventory COrrections.............cccccoiiiuiiiiiiiiiiiiiiiiiiiiiiiiiiiiii e 16

E Inventory UPdate ...............coccviiiiiiiiiiiiiiiiiiiiiiiiiiiiiiie e 17

G.  Inventory Reset.............ccccciiiiiiiiiiiiiiiiiiiiiiiiii 20

IV. TSCA §5—Premanufacture and Significant New Use Notification..............cc..c.c..... 21
A. Statutory Notice Requirements...............ccccccoooiviiiiiiiiiiiiiiiiiiiiiiiiiiiieiiiiiiieeee e, 21

1. Definition of New Chemical Substance and Significant New Use............. 21

2. Content Of NNOTICE .uuiiiiiiiii et e e e 21

3. Testing Requirements..........cccoiiiiiiiiiiiiiiiiiiiii 22

4.  Extension of the Premanufacture Review Period .......ccooovvveviiiiiniiiinnniinnnn.. 22

5.  Exemptions From Notification Requirements........cccccoeeuviiiniiiiiniiiinniien. 23

B. Implementation of PMIN Requirements................ccccccevuiiiiiiiiiiiiiiiiiiiiiiiiiiiiicaii 23

C.  Notice of Bona Fide Intent to Manufacture or Import a Chemical Substance........ 24

D PMINS. ..o 25

1 A AV 1Y ' o W TP 25

2. Binding Option BOXes ......cccoiiiiiiiiiiiiiiiiiiiiiici 26

3. Optional Pollution Prevention Information..........ccccceiviiiiiiniiiinniiiinnns. 26

4. Submission of Test Data ....cooiiiiuiriiiiiiiiiiiiei e 27

5 New Information ... 27

6. Confidentiality .....coooiiiiiiiiiiiiiiii 27

Eo  FOS oo 27

E  EPA Review and Disposition of PMNS............ccccceiviiiiiiiiiiiiiiiiiiiiiiiciiiccec 28

G.  Notice of Commencement of Manufacture................cccc.coceiiemviiiiiniiiiiiniiiiinainin, 30

H.  Regulation of Microorganisms Under §5...........cccccoccviiiiiiiiiiiiiiiiiiiiiiiiiiiiiicc, 30

L Imported Articles............ccc.cooouiiiiiiiiiiiiiiiiiiiiii i 32

J. Regulation of Nanoscale Materials Under §5............cccccoviiiiiiiiiiiniiiiiniiiiann.. 32

V. Exemptions From TSCA §5 PMN Requirements...............cccceviiiiiiiiiiiiiinniiiin, 35
A, Statutory Provisions................cccccciiiiiiiiiiiiiiiiiiii 35

B.  R&D EXmPLion .........cccccoviiiiiiiiiiiiiiiiiii 35

Page iii



Page iv

TSCA Deskbook

1. Definition of R&D ACHVITIES ..eeervriiiriiiiiiiiiiiiiceeiec e 35
2. Small QUANTITIES uvueieieeeeieeeie i e e e e e e e e e e e e e e e e rae b eenan s 36
3. Sale of R&D Substances ........ccccovuiiiiiiiiiiiiiiiiiiicciicceece e 36
4. Supervision by a Technically Qualified Individual..........cccoociiiiiiiiiniins 36
5.  Evaluation and Notification of Risk.....ccoccoeiriiiiiniiiiiniiiiiiie, 36
6.  Use, Sale, or Disposal of Surplus R&D Material .......coovoiiieniiiiinniicnnnn. 37
7. RecordKeeping.......cccooiiiiiiiiiiiiiiiiiiiie i 37
Co TME ..o 38
D.  Nonisolated Intermediartes ...............coccuvimiiiiiimiiiiiiiiiiiiiiiiiiiiiieeeeee e 38
E. Polymer EXemprion...............ccccccccuiiiiiiiiiiiiiiiiiiiiiiiiiiiieiii e 39
1. Exemption Criteria ....ccoooviiiiiiiiiiiiiiiiiiiieeiiiiiiieeeeeee e 39
2. CertifICATION .et ettt ettt 40
3. Polymer Exemption Report......ccccooviiiiiiiiiiiiiiiiiiiiiiiiciiiccceeiecce e 40
4. Recordkeeping Requirements.........cccocuieiiiiiiiiiiiiiiiiiiiieiie e 41
5.  Inventory-Listed Polymers.......cccoocoiiiiiiiiiiiiiiiiiiiiiiiiicceeec e 41
6.  Polymer Descriptions and the “Two Percent Rule”.......ccccoooiiiniiiii, 42
7. Free Radical INitiators.....ccoviiuiiiiiiiiiiiiiiiiiiiiiiic e 42
8. Fluoropolymer Exclusion........ccccooiiiiiiiiiiiiiiiiiiec 43
E LVE and LOREX .......c...ooiiiiiiiiee ettt 43
1.  Exemption Criteria and Exclusions ........cccccocoiiiniiiiiiiinniiiee 44
2. LVE/LOREX INOTICE ceeieiieieiiiiiiiiiiiiiiiiiiiii et 44
3. Conditions on the Manufacture of an LVE or LoREX Substance............. 45
G.  Exemptions for Substances Having No Separate Commercial Purpose .................... 45
1. Overview of Exemptions at 40 C.ER. §720.30(h) ..cevveeviviiiniiiiniiicnnnen. 45

2. The “Salts Issue” and EPA’s Reexamination of the Exemption at 40
C.ER. §720.30(h)(7) cvveeieieie e 46
H.  Substances Produced Solely for EXport ...........cccccooiiiiiiiiiiiiiiiiiiiiiiiiiiiiieiice, 48
VI. Regulation of Chemical Substances Under TSCA §5(e) Consent Orders .................. 49
Ao Statutory Criteriad...........cooociuiiiiiiiiiiiiiiiiiiii e 49
B.  Application of Statutory CFiterid............ccccciemmiiiimiiiiiiiiiiiiiiiiiiiiiiiieeiiieeeeee, 49
1. Categories of COMCEIN «oouiiiiiiiiiiiiiieiiiit ettt e 49
2. Exposure-Based Findings..........cccoooiiiiiiiiiniiiiiniiiiiiiiciicccec e 49
3. Dersistent, Bioaccumulative, and Toxic Chemicals .......cc.cceeeviiiiiniiinnne. 49
C. 8ection 5(8) OFAers ...........coeeiiiiiiiieieiiiieee e 50
D.  Generic Consent OFAers............coccuuiemiuiiimiiiiiiiiiiiiiiiie ettt 51
VII.  Significant New Use Rules for New Chemicals Completing PMN Review................ 55
A. Significant New Use INOFICES ...........ccccuuiimiiiiiiiiiiiiiiiii ittt 55
1. SNUN ReqUIrements ....ccccciiiiiiiiiiiiiiiiiiiiiiiiiiiiee et 55
2. Content of SNUNS.....ciiiiiiiiiiiii e 56
3.  Equivalent Alternative Control Technology ...........cccccoooiiiiiiiin 56
4. SNUN EXCMPLIONS cuvviiiiiiiiiiiiiieeiiie ettt ettt e 56
B.  Generic or Expedited SNUR Regulations ..............c.cccccouvivimmiiiiimniiiiiniiiianiineanan, 56
1. Regulatory OVErvIEW .....ccocviiiiiiiiiiiiiiiiiiiiiceie e 56
2. Standard Significant New Use Designations......cccccovvuvieriiiieniiieeniieeennnen. 57
C.  Expedited SNUR Procedures ................ccccoccuiimiiiiiimiiiiiiiiiiiiiiiiieeiiiieeieeeiec 58
1. New Chemical Substances Subject to §5(e) Consent Orders........cc...c....... 58
2. New Chemical Substances Not Subject to §5(¢) Consent Orders.............. 58
3. Procedures for Issuing Expedited SNURs.......cccceiimiiiiiiniiiiiiniiiiiiicie, 59
4. Procedures for Revoking or Modifying a SNUR ...........cccoiiiiiiiiii, 60
VIII. TSCA §4—Test RUlEs.........cuuuiiiiiiiiiiiiiiiiiei e e e e e e e e e e e e e eaees 61
Ae  OUCTVICU ..o 61
B.  Statutory Authority to Require Testing.................cccooiuiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiciii, 61
1. The “May Present an Unreasonable Risk” Finding..............cccooooiiiis 62

2. The “Substantial Quantities or Substantial Human Exposure” Finding.....64



Table of Contents Page v

3. Scope of Testing ReqUiremMents........ccoeeeuiiiiiiiiiiiiiiiiiiie e 66

4. Persons Subject to Testing Requirements..........ccccoeeviiiiiiiiiiiiiiiiiiinniinnn. 66

C.  Selection of Specific Chemicals for Testing .............ccccceoviieiiiiiiiiniiiiiiaiiien. 67
1. Role of the Interagency Testing Committee ........ccouievuiieiiieniieiiiieniiennens 67

2. Other Methods for Selection of Chemicals .......cceeeviiiiiiiiiiniiiiinieiie. 69

D.  Negotiation of Testing Consent AGreements.............cccovcvevvivivniiiisiiiiniiiiiieiieaain, 69
1. Early Use of Voluntary Testing Agreements.........ccccceevvieviienuiennieniiienneens 70

2. General Procedures for Negotiating Testing Consent Agreements.............. 70

3.  Criteria for Determining Whether a Consensus Exists..........cccccceeiiniinnn. 71

4. Terms of Testing Consent AGreements ........cccevueereieruierueeiierenieeieeenneens 71

5.  Publication of Testing Consent Agreements ..........cccueeveureriurenueenueenneennn 72

E. Development of Test Rules...........cccoooiuiiviiiiiiiiiiiiiiiiiiiiiiiiceceeee 72
1. Single-Phase Test Rule Development........cccoeiiiiiiiiiiiiiiiiiniiiiiicc, 72

2. Two-Phase Test Rule Development........cccoociiiiiiiiiiiiiiiiniiiiiiiiccces 73

3. DPublication of Test Rules ....cccueiiiiiiiiiiiiiiiiiiiiiicicecec e 73

E  Complying with Test Rules and Consent Agreements..............ccccocveviiiiviiiinnnennnn.. 73
1. Submission of Letter of Intent to Conduct Testing........cccccevuivviieniiinnnnns 73

2. Procedure When No Letter of Intent to Conduct Testing Is Submitted....73

3. Submission of Study Plans.......cccccoeiiiiiiiiiiiiii 74

4. Submission of Interim and Final Reports......cccocoeiiniiiiiniiiinniiiiniiicine, 75

5.  Modification of Test Standards and Test Schedules.........ccoooviiiniiiinniiin. 75

6.  Submission of Information to EPA .......cccoiiiiiiiiiiiiiiiiiccec 76

7. Good Laboratory Practice Standards ..........ccccceeiiimiiiiiiiiiniiiiiiiniiiees 77

G.  Exemptions From lest Rules and Cost Reimbursement Provisions .......................... 77
1.  Exemptions From Test Rules......cccoooooiiiiiiiiiiiiiiccee 77

2. Cost Reimbursement........coooiiiiiiiiiiiiiiiiiiiiiiic e 79

H. Judicial Review .................ueeeeeeeeeeeieeeeeeeeee ettt e e 80
1. Testing Conducted Pursuant to Voluntary Programs...............cc.ccccevvveviiinnincnnnn.. 80
1. HPV Challenge Program..........ccccceiiiiiiiiiiiiiiiiiiiiiccecccceeceeeee 80

2. Voluntary Children’s Chemical Evaluation Program ..........cc.ccccceeiiiniins 82

IX. TSCA §§6 and 7—Regulation of Existing Chemicals.......................... 83
A.  Section 6 Regulation of Existing Chemicals.................ccccvevviiiiimniiiiiniiiiianiiieni, 83
1. Early Successes Under §6....c.coeiimiiiiiiiiiiiiiiiiiiiiiiciiicceeceeec e 84

2. The Failure of the Asbestos Rule: Corrosion Proof Fittings............cc..cc...... 85

3. Aftermath of the Corrosion Proof Fittings Decision......ccccceeeveuiieniiecennnee. 88

4. Other EPA Existing Chemicals Programs.......c.cccceovvuiiiiniiiienniicennieeennnee. 89

B.  Section 6(e) Regulation of PUBS ........ccc.coccuiiiiiiiiiiiiiiiiiiiiiiceet e 91
1. Definition of PCBs and PCB Items.......ccoocuviiiniiiiiriiiiiiniiiiiniiicenieeceen 92

2. Manufacture, Processing, and Distribution of PCBs........cccccccoeviiiiiiinniin. 92

3. USE Of PCBS teiiiiiiiiiiie ittt 92

4.  Storage and Disposal of PCBS ...ccccviiiiiiiiiiiiiiiiiiiciiicciicccecce e 93

5. Spill Cleanup and PCB Remediation Wastes.......cocouveeriuiieiniiiieiniineennnneenns 94

6. Proposed Changes to §6(e) Regulation of PCBs ..ccccvviiviiiiiniiiiiniiiinnne. 94

C.  Section 7 Regulation of Imminently Hazardous Substances .................c.ccccooeue... 96
X. TSCA §8—Reporting and Recordkeeping Requirements ..............c.coceeviiiniennnne. 97
A.  Section 8(a) Reporting on Aspects of Chemical Manufacture and Use................... 97
1. Statutory Language .......cccccoooviiiiiiiiiiiiiiiiiiiiiii 97

2. Chemicals Covered.......coooiuiiiiiiiiiiiiiiiiiiiiiiec it 98

3. Persons Covered ....oocouiiiiiiiiiiiiiiiiiiiic i 99

4. Information to Be Reported......ccociiimiiiiiiiiiiiiiiiiiiiiiiiiiccec, 99

5. Reporting Date.....cooooiiiiiiiiiiiiiiii 99

6. Guidance DOCUMENTS..cccuuiiiiiiiiiiiiiiciiiiceeic e 100

B.  Section 8(c) Recordkeeping on Allegations of Harmful Effects.............ccccceeevne... 100

1. Statutory Language .......cccccccciiiiiiiiiiiiiiiiiiii 100
2. Chemicals Covered.......coooouiiiiiiiiiiiiiiiiiiiiiiiieeie e 100



Page vi

TSCA Deskbook

3. Persons Covered.....oooouuiiiiiiiiiiiiiiiiiiiiic e 100

4.  Information to Be Recorded and Maintained.......ccccoeeriiiiinniiiiniiennnn. 101

5. Reporting Period........ccccooiiiiiiiiiiiiiii 101

6. Guidance DOCUMENTS....cciiriiiiiitiiiiiiiiiee ittt e e 102

C.  Section 8(d) Disclosure of Health and Safety Studies.................ccccccvevviiinniinn. 102

1. Statutory Language ........cccocoviiiiiiiiiiiiiiiiiii 102

2. Chemicals Covered........cceiiiiiiiiiiiiiiiiiiiice i 102

3. Persons Covered.....oocouiiiiiiiiiiiiiiiiiiiiic e 102

4. Information to Be Reported......cccocoviimiiiiiniiiiiniiiiiiiiicec e 103

5. Reporting Schedule and Reporting Period.........ccceoviiiiiiiiiiiiiiiiiiin, 104

6. Guidance DOCUMENTS....ccciiiuiiiitiiiiiiieee ettt 104

D.  Section 8(e) Notice of Substantial Risks................cccccceeviiiimiiiiniiiiiiiiniiiiiienn.. 105

1. Statutory Language .........ccocoviiiiiiiiiiiiiiiiiiii 105

2. Chemicals Covered.........ceeiiiiiiiiiiiiiiiiiiici e 105

3. Persons Covered.....o.couuiiiiiiiiiiiiiiiiiiiiic e 105

4. Information to Be Reported......cccooiiimiiiiiniiiiiniiiiiiiiiicec e 106

5. Reporting Period........cccooiiiiiiiiiiiiiiii 110

6.  Sources of Information Subject to §8(€) «eovvriiriiiiiiriiiiiiiiiienieceece 111

7. TSCA §8(e) Compliance Audit Program.........ccccoeiiiiiiiiiiiiniiiiinnn, 111

8. Guidance DOCUMENTS....ccoviuuiiiiiiiiiiiiiiieiiiiee e 112

E. Electronic Submission of §8 RePoOTLs .......cc.coccviviiiiiiiiiiiiiiiiiiiiiieeieeee 113
XI. TSCA §§13, 12(b), and 12(c)—Import Certification and Export Notification

Requirements; Prohibition on Export of Elemental Mercury ...............ccccoeeiinn 115

A, TSCA §13 Import Certification...............cccooiiiiviiiiiiiiiiiiiiiiiieiiieiieie 115

1. Statutory ReqUirements.........cccocuiiiiiiiiiiiiiiiiiiiiiiiiiiceeecee e 115

2. CBP and EPA Regulations........ccoocuviiniiiiiiniiiiiniiiiciiiciicceec e 115

B, TSCA $12(b) Export NOFIfICAtION............ccocueeeaaiiieaiiiiiiiiiceieeee e 116

C.  TSCA §12(c) Mercury EXport Bam ............ccccccccomueuiiiiimmiiiiiiiiiiiiiiiiiieeaeieenn 118

XII. TSCA §§11, 15, 16, and 17—Enforcement...............coeeeiiiiiiiiiiiiiiiiiiiiiiiiiieneeeeeeeeean 121

A. Inspections and Subpoenas .................ccccocciiiiiiiiiiiiiiiiiiiii e 121

1. Inspection AUthOrity ...ociiiiiiiiiiiiiiiiiiiiic e 121

2. Subpoena AUthOrity .....coooiiiiiiiiiiiiiiiii 122

3. EPA Multimedia Investigation Manual...............c...cccococevviiiniiiininncnnnn. 123

B, Civil Penalty Policy..............ccc.cooiuiiiiiiiiiiiiiiiiiiiiiiiiiiiiieieeeee e 125

1. Penalty Calculation .....ccueeeiiiiiiiiiiiiiiiiice e 125

2. Penalty Adjustments.....coocouiiiiiiiiiiiiiiiiiiieeiiiteee e 126

3.  Supplemental Environmental Projects......c.cccccevviiiiiiiiiiiniiiiiniiiciniiieen, 126

4. TSCA Compliance Audits.....cceiiiviiiiriiiiiniiiiiiiieeeiicceeeeee e 127

5.  Ability to Pay and Other Economic Considerations.........cccceeeevuveennnnnee. 128

C. EPA’s Self-Policing Policy...........ccccccomiiiiimiiiiiiiiiiiiiiiiiiiiiiiceeeee e 129

1. Conditions for Penalty Mitigation ........cccccovvviiiiiiiiiiiiiiniiieeniiiceeiieeee 130

2. Special Conditions for New Owners of a Regulated Entity.......c.c.cc...... 132

D.  Civil Administrative Proceedings ................ccccooccuvemiiiiiiiniiiiiiiiiiiniiiiianiieanen 133

E. Specific Enforcement and Seizures ...............ccccovcuieiiiiiiniiiiiiiiiiiiiiiiiieiee 133

E Statute of Limitations............cccccoviuuiiviiiiiiiiiiiiiiiiieiiieeteee e 134

G Criminal Penalties.................cccccoccviimiiiiiimiiiiiiiiiiiiiiiii et 136

XIII. TSCA §14—Protection of Confidential Information .................ccccoeinniiniiiennnnnne.... 137

A. Introduction to Confidential Information Under TSCA.........ccccooeuvivviiiivniiiin. 137

B, TSCA §14 Implementation...............ccccccocuiiviiiiiimiiiiiiiiiiiiiiiiieiiiiieiice 138

XIV. TSCA §99, 18, 22, and 28—Relationship to Other Laws .............ccocciiiniiinnni, 141

A. TSCA §9—Relationship to Other Federal Laws..................ccccccccviviiiiinniiiin. 141

1.  TSCA §9(a): Referral to Other Agencies .......ccceevviiiiiiiiiiiiiiiiniiienn, 142

2.  TSCA §9(b): TSCA’s Role Vis-a-Vis Other Laws
Administered by EPA.. ..ot 143



Table of Contents Page vii

B, TSCA §I18——Preemption..............ccccccccuiiiiiiiiiiiiiiiiiiiiiiiiiiiie e 143
1. Federal Preemption .......ccoiiiiiiiiiiiiiiiiiiciiiiiicc e 144
2. Application for EXemPtion .....ccccoiviiiiriiiiiiniiiiiiiiieceieceec e 145
C.  TSCA $§22—National Defense Waiver.............ccccccccuieviiiiiiiiaiiiiaiiiaiiieiiieeeen, 145
D.  TSCA §28—State Programs..............ccccccoviuiiiiiiiiiiiiiiiiiiiiiiiiiiieiiiee e 145
XV. TSCA §19—Judicial Review.............oooiiiiiiiiiiiiiciciee e 147
A, Timing and Jurisdiction ................cccccccoviiiiiiiiiiiiiiiiiiiiiii e 147
B, Rulemaking Record...............cc.cooiuiiiiiiiiiiiiiiiiiiiiiiiiiii e 147
C.  Standards of Review ..............cccccociiiiiiiiiiiiiiiiiiiiiiieiit e 147
D.  Attorneys Fees and COoSts........c.coucuviiiiiiiiiiiiiiiiiiiiiiet e 148
XVI. TSCA §§20 and 21—Citizen Suits and Petitions..........ccoueeneenieeeeeie e, 149
A, Citizens’ Civil ACtions ...................cveeeiiiiiiiiiieeiie e 149
B, TSCA $21 Citigen Petitions......c...ouuieeeee e, 150
XVII. TSCA §§10, 23, 24, 26, and 30—Administrative Matters and
Employee Protection..........ccoiiuiiiiiiiiiiiiiiiiiiii et 155
A.  Section 10—Research, Development, Collection, Dissemination, and Utilization
Of DUAEA ... 155
1. Section 10(2)—AUthOrity ..ecoiviiiiiiiiiiiiiiieeeeie e 155
2. Section 10(b)—Data SyStems ......cccorruuiriiiimiiiiiieeiiiiiieee et 156
3. Section 10(c)-(f)—Screening Techniques, Monitoring, Basic Research,
and Training ........cocoviiiiiiiiiii 158
4. Section 10(g)—Exchange of Research and Development Results............. 158
B, TSCA $§23—Whistleblower Protection ...............ccccuuuuieiiiiiiiiiiiiiiiiiiiiiiiiiiisaiiiinii, 159
C. TSCA $24—Fvaluation of Effects on Employment...............ccccccovivieniiniinnn... 159
D. TSCA §26—Administration of TSCA ........ccccoovvviviiiiiiiiiiiiiiiiiiiiiiiieiice 160
E. Section 30—Annual Report .............coccviiiiiiiiiiiiiiiiiiiiiiiiiiiiiiee e 160
XVIII. TSCA Titles II, III, and IV—Asbestos, Radon, Lead, Schools,
and Formaldehyde...........ccccccciiiiiiiiiiiiiiiiiiiiiiiiccec e 161
A.  Asbestos Hazards in Schools and Public Buildings.....................cccccoeviiiiniiiin. 161
1. Statutory Provisions ..........ccoovviiiiiiiiii 161
2. Enforcement ACHIONS . ...ooiiiiiiiiiie e e e et 162
B, Indoor Radon Abatement................cc.ccoceiiiuiiiiiiiiiiiiiiiiiiiiiieieiiiei i 163
1. Statutory Provisions ..........ccoovviiiiiiiiii 163
2. Recent Proposals ......coccueiiiiiiiiiiiiiiiiiiicc e 164
C.  Lead Exposure ReAuUcCtion.................cccccuiimiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiieiieeee 164
1. Statutory Provisions .........cccccccciiiiiiiiiiii 164
2. Recent Developments.......ccoouuiiiiiiiiiiiiiiiiiiiiiiec e 166
D.  Healthy High Pe;formance SCPHOOLS ..o 166
E. Formaldehyde in Wood Products.................c...cccccceviiiiiiniiiiiiiiiiiiiiiiiiiiiiiicn 167
XIX. The Future of TSCA..........oooiiiiii et 169
GLOSSATY ...ttt e 171
Appendices
1. Toxic Substances Control Act, 15 U.S.C. §§2601-2695d........ccceeviiiiiririririiiiiiiiiinnnnnn. 175
2. U.S. EPA, Toxic Substances Control Act Inventory Representation for Products
Containing Two or More Substances: Formulated and Statutory Mixtures (1995)
(ELR Order NO. AD=3997) .euiiiiiieee et 261
3. U.S. EPA, Questions and Answers Concerning the TSCA Section 8(c) Rule,

Questions Received at: Seminar on TSCA Section 8(c) Recordkeeping and
Reporting Allegations of Adverse Reactions, Nov. 10, 1983, at 38, question 1
(1984) (ELR Order NO. AD=487) . uuuiiiiiieeee et 269



Page viii

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

TSCA Deskbook

U.S. EPA, TSCA Inventory Representation for Combinations of Two or More
Substances: Complex Reaction Products (1995) (ELR Order No. AD-1182) .............. 287

U.S. EPA, TSCA Inventory Representation for Chemical Substances of Unknown
or Variable Composition, Complex Reaction Products, and Biological Materials:

UVCB Substances (1995) (ELR Order No. AD-3999)....uiiiiiiiiiiiieiiiiieeeieeeeieeeeeeen, 297

U.S. EPA, TSCA Inventory Representation for Certain Chemical Substances
Containing Varying Carbon Chain Lengths (Alkyl Ranges Using the C,

Notation) (1995) (ELR Order No. AD-4000) ....ccoivuiiiiiiiiiieeeiiee e 305
U.S. EPA, TSCA Inventory Representation for Polymeric Substances (1995) (ELR
Order NO. AD-4001) c.iuuuueeieeeeee et ettt et e e e te e e e e e eeeeeees 315
U.S. EPA, The TSCA Inventory: Submitting Successful Corrections (revised,

undated) (ELR Order NO. AD=407) c.oouuuieeiiiiiieee et 327
U.S. EPA, Instruction Manual for Reporting Under the TSCA §5 New Chemicals
Program (2003) ...ccuuiiiiiiiiiiiiii e 333
U.S. EPA, Premanufacture Notice Questions and Answers (1983)

(ELR Order NO. AD=508) . euuuiiiiiiiiiiieiie et e e e 387
U.S. EPA, Supplementary Premanufacture Questions and Answers (1983) (ELR

Order INO. AD-=509) . cuuniiiiiieie et 393
U.S. EPA, 1989 TSCA Industry Seminar Questions and Answers (undated) (ELR

Order INO. AD =510 ciiuuniiiie e et e e e et e et e e et e et aeeeeaanes 399
U.S. EPA, TSCA Questions and Answers From the October, 1990 EPA-Industry

Living With TSCA Workshop (1992) (ELR Order No. AD-511) .cccccvviiiiiiiiniiiennnnen. 423

U.S. EPA, Draft Preliminary Questions and Answers on the 1995 Final Toxic
Substances Control Act Rules for Premanufacture Notices and Exemptions (1995)

(ELR Order NO. AD=4002) ..uuiiiiiiiee ettt e e 435
U.S. EPA, New Chemical Information Bulletin, Exemptions for Research and
Development and Test Marketing 2-3 (19806) .....ccccoviiiiiiiiiiiiiiiiiiiiiiicieccec 449

U.S. EPA, Polymer Exemption Guidance Manual (1997) (ELR Order No. 4064)...... 463

U.S. EPA, Working Paper and Request for Comments: Clarification of TSCA
§§710.4(d)(7) and 720.30(h)(7) Reporting Requirements (July 8, 1991) (ELR

Order INO. AD-473) oottt 519
U.S. EPA, Draft Criteria Statement (A Working Paper) on Exclusion Provisions in
§§710.4(d)(7) and 720.30(h)(7) (July 6, 1992) (ELR Order No. AD-474) ................ 529

Letter From Joseph S. Carra, Deputy Director, Office of Pollution Prevention and
Toxics, U.S. EPA, to Carolyne R. Hathaway, Latham & Watkins (June 29, 1994).....533

U.S. EPA, New Chemicals Exposure-Based Environmental Fate Testing Program
(1992) (ELR Order No. AD-4000)........ccccuiiiiiiiiiiiiiiiiiiiiiiiicciic e 539

Letter From John W. Melone, Director, Chemical Control Division, U.S. EPA, to
Geraldine Cox, Vice President-Technical Director, CMA (Mar. 15, 1990) (ELR

Order NO. AD=470) ..ottt et 545
U.S. EPA, Testing Order for Acetone (No. OPPTS-42134G) (announced at 60

Fed. Reg. 4516 (Jan. 23, 1995) .cccciiiiiiiiiiiiiiiiiiiiiiccic e 551
U.S. EPA, Answers to Your Questions About the TSCA §8(c) Rule (1984)

(pamphlet) (ELR Order No. AD-488) .....ccoviiiiiiiiiiiiiiiiiiiiiieeeiitc e 585

U.S. EPA, Oftice of Toxic Substances Existing Chemicals Program, Question and
Answer Summary, EPA Seminar on Industry Obligations Under TSCA (June 10,
1986) (ELR Order NO. AD-483) ..uuiiiiiiiiieieeee e 589



Table of Contents Page ix

25.

26.

27.
28.

29.

30.
31.

U.S. EPA, Office of Toxic Substances Existing Chemicals Program, Question and
Answer Summary, EPA Seminar on Industry Obligations Under TSCA (May 5,

1987) (ELR Order No. AD-484) ....ccoiiiiiiiiiiiiiiiiiiiiiiiice et 605
U.S. EPA, Compliance Guide for the Chemical Import Requirements of the Toxic
Substances Control (2008) ....cuuuuiiiee et 615
U.S. EPA, TSCA Section 13 Import Compliance Checklist (2008) .......ccceevuveernnnee. 635
U.S. EPA, Enforcement Response Policy (ERP) for Recordkeeping and Reporting
Requirements for TSCA Sections 8, 12 and 13 (1999)...cccccviiiiiiiiiiiiiiiniiiiiiiieeeen, 651
U.S. EPA, Section 1018 Disclosure Rule Enforcement Response and

Penalty Policy (2007)..c.cuiiiiiiiiiiiiiiiiiiie e 699
U.S. EPA, Polychlorinated Biphenyls (PCB) Penalty Policy (1990).....cccovuvvvivireennnneen. 737

U.S. EPA, Interim Final Enforcement Response Policy for the Asbestos Hazard
Emergency Response Act (1989) ......cociiiiiiiiiiiiiiiiiiiiiiiiiiiii i 765






About the Authors

Carolyne R. Hathaway is
a partner in the Washing-
ton, D.C., office of Latham
& Watkins LLP. Her broad
chemical regulatory prac-
tice encompasses TSCA,
the OSH Act, FFDCA,
| FIFRA, and a variety of
other environmental and
health and safety issues.
Ms. Hathaway has repre-
sented major chemical, petrochemical, agrichemical,
and manufacturing companies in EPA enforcement
proceedings alleging violations of various sections
of TSCA, has provided counseling to companies on
issues of TSCA compliance and interpretation, and
has participated in numerous legislative and admin-
istrative proceedings concerning chemical and other
environmental regulation. Ms. Hathaway received
her J.D., magna cum laude, from the Georgetown
University Law Center and her undergraduate degree
in chemistry and biology, magna cum laude, from
Salve Regina College. She also holds an MBA from
Bryant College. Before entering private practice, Ms.
Hathaway served as a judicial clerk to the Honor-
able J. Harvie Wilkinson, III of the U.S. Court of
Appeals for the Fourth Circuit.

William K. Rawson is a
partner in the Washing-
ton, D.C., office of Latham
& Watkins LLP where he
chairs the office’s Environ-
ment, Land & Resources
Department. He also co-
chairs the firm’s global
Chemical Regulation and
Product Defense Prac-
tice Group. Mr. Rawson
maintains a broad-gauged environmental regula-
tory and litigation practice focusing on high-stakes
chemical-related issues arising under most major
environmental statutes and also in connection with
congressional investigations, state legislative initia-
tives, and high visibility coverage by national news
media. He has extensive experience dealing with
complex issues pertaining to hazard, exposure,
and risk assessment and risk communication. In
2006, Mr. Rawson testified before the full Senate

Committee on the Environment and Public Works
on TSCA reform. Mr. Rawson received his J.D.,
Order of the Coif, from Stanford Law School and
his undergraduate degree, magna cum laude, from
Ambherst College. He served as a law clerk to the
Hon. Jerome J. Farris of the U.S. Court of Appeals
for the Ninth Circuit.

Ann Claassen is Counsel
in the Washington, D.C,,
office of Latham & Watkins
LLP. Her practice focuses
on chemical assessment
and management programs
administered by federal,
state, and foreign regula-
tory agencies. She regularly
advises
ters arising under TSCA,
FIFRA, EPCRA, CAA, CWA, RCRA, CERCLA,
FFDCA, CPSA, Proposition 65, REACH, and
other regulatory and voluntary programs. Much of
her work involves integration of legal principles with
toxicology and risk assessment science, and she is an
excellent translator between lawyers and technical
personnel. Ms. Claassen received her ].D., summa
cum laude, Order of the Coif, from the University
of New Mexico Law School and her undergradu-
ate degree in biochemistry, magna cum laude, from
Colorado College. She also completed two years of
graduate work in chemistry at the University of New
Mexico. Ms. Claassen served as judicial clerk to the
Hon. James Sprouse of the U.S. Court of Appeals
for the Fourth Circuit.

clients on mat-

Julia A. Hatcher is a part-
ner in the Washington,
D.C., office of Latham &
Watkins LLP. Ms. Hatcher
is regularly recognized
as a leading practitioner
in Washington, D.C., by
Chambers USA legal guide,
and was selected for inclu-
sion in The Best Lawyers
in America 2012 as a rec-
ommended attorney in Environmental Law. Ms.
Hatcher has extensive experience representing cli-
ents on environmental, health, safety and liability

Page xi



matters ranging from compliance advice to rule-
making to agency enforcement proceedings to fed-
eral court litigation managing emerging area risks.
She has deep expertise in federal chemical con-
trol laws—including TSCA, RCRA, CERCLA,
EPCRA, FHSA, SDWA, CAA, and CWA—and

related state laws for chemical regulation and toxic

tort liability. Ms. Hatcher received her J.D., with
honors, from Georgetown University Law Center
and her undergraduate degree, with honors, from
Mount Holyoke College. She served as a law clerk
intern for the Hon. Chief Judge Harry T. Edwards
of the U.S. Court of Appeals for the D.C. Circuit.

Acknowledgments

The authors gratefully acknowledge Jeffrey D. Bird, J. Duane Gibson, and Edith R. McCoy for their assis-

tance in the production of this edition.

Online Materials

To stay current of the latest TSCA-related developments, supplementary materials can be found on the

Deskbook’s website at www.tscadeskbook.com.

Page xii



Foreword

The Environmental Law Institute is pleased to offer the second edition of the 7SCA Deskbook as an
invaluable resource to understanding an increasingly vital, yet complex area of environmental law and
policy. Because the Toxic Substances Control Act governs a specialized area of environmental law, its uses
and its potential are extremely important. And, because TSCA is frequently the subject of legislative reform
effort, it is critical that everyone understand one of our oldest statutes. To do so, however, requires both
an ambitious analytical analysis and special supplementary materials to understand the many nuances and
difficulties in a statute that covers highly specialized issues of science, law, policy, and risk management.

Thanks to the skill, insight, and dedication of a determined group of the expert authors, this newest edi-
tion of 7SCA Deskbook makes TSCA both accessible and understandable. It begins with a “Practitioner’s
Guide” for the Act, offering the insight and expertise of some of the most experienced TSCA practitioners.
These individuals, as private practitioners and former agency officials, are intimately familiar with the oper-
ation, complexities, and nuances of this area of law. The authors describe in plain English what the Acts
different sections mean and how they fit into the larger context of environmental regulation. The Deskbook
also provides the full text of the Act and key EPA regulations, policies, and guidance documents.

The TSCA Deskbook is part of Environmental Law Institute’s Deskbook series, which combines the
invaluable experience of the top practitioners in the field with the encyclopedic coverage and keen insight
provided by the staff of the Environmental Law Reporter. Deskbooks provide practicing attorneys, students,
environmental professionals, and government officials an “at-the-fingertips” resource for accessing and
understanding environmental law. The series covers climate change, wetlands, endangered species, NEPA,
FIFRA, and many other topics by combining in-depth analysis of the topic with necessary reference mate-
rials, such as regulations, guidance documents, and forms.

The Deskbooks are natural partners to ELDs flagship resource, the Environmental Law Reporter. ELR
is an attorney-edited gateway to researching and understanding environmental law and policy, with cov-
erage since 1971 available on-line in an easily searchable format. ELR couples thousands of insightful
articles on environmental law and policy with the most important updates, decisions, statutes, regula-
tions, and agency documents and a cumulative index and bibliography to help you navigate this highly
complex area of law. More information about the Deskbooks, ELR, and ELI’s many other programs is
available at www.eli.org.

The Environmental Law Institute makes law work for people, places, and the planet. With its non-parti-
san, independent approach, ELI promotes solutions to tough environmental problems. The Institute’s unpar-
alleled research, highly respected publications, and valued policy and education seminars inform the public
debate and build the institutions needed to advance sustainable development. We hope the 7SCA Deskbook
proves useful in increasing understanding this important area of environmental law and regulation.

John C. Cruden
President
Environmental Law Institute
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