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UNITED STATES 
ENVIRONMENTAL PROTECTION AGENCY 

BEFORE THE ADMINISTRATOR 

IN THE MATTER Of: 

Elementis Chromium Inc., Docket No. TSCA-HQ-2010-5022 
f/k/a Elementis Chromium, LP 

Respondent. 	 COMPLAINANT'S PREHEARI~ 
EXCHANGE 

'c::: z 

o 

o 
Pursuant to Rule 22.19(a) of the Consolidated Rules ~ ~ 

......., ·L 


Practice Governing the Administrative Assessment of Civil 

Penalties, Issuance of Compliance or Corrective Action 

Orders, and the Revocation/Termination or Suspension of 

Permits ("Consolidated Rules of Practice"), 40 C.f.R. 

§ 22.19(a), and the Order of Presiding Officer Susan L. 

Biro, dated April 28, 2011, Complainant, the United States 

Environmental Protection Agency (EPA or the Agency), 

respectfully submits Complainant's Initial Prehearing 

Exchange. 

I. 	 fACT AND EXPERT WITNESSES AND BRIEF NARRATIVE SUMMARY 
Of EXPECTED TESTIMONY 

Complainant may call any and/or all of the following 

witnesses at a hearing of the above-captioned matter. In 



nt's In tial Prehearing Exchange 

or ot er discovery reveal th need for f rther witnesses to 

rebu Respondent's cas, lainant re ct ully res rves 

t e ri t to supplement this list of witnesses upon 

adequate notice to the Presiding Officer and Respondent, 

and to call such witnesses at the hearing of his matter. 

Comp ainant rese ves the right to cross-examine any 

w tnesses offered Res 

addition, shou d Res 

nt. 

ainant notes that some of the tes imony descri 

ow may be rendered unnecessary by stipu at ions or 

rulings on dispositive motions It s lainant's int nt 

to promot jud cia effi iency by resolv ng factual issues 

through stipulations or disposit mo ions where possible. 

Fact Witnesses 

Fredric C. Arnold, Ph.D., EPA, Office of Chemical 

and Pollution Prevention. Arnold is a Chemical 

Eng n r in EPA's Economics, sure and Technology 

Divis on withi he Office of Poll tion Prevention and 

Taxi s. Dr. Arnol hold a Doctorate n Chemical 

Eng ne ring from the Univer i y f Minnesota, Minneapol s, 

Minnesota. Dr. Arnold is ed to testify regarding the 

matters discussed i h s ffidavit (CX 0) fi ed in 

conn ct on wi h lainant's Mot on for Accelerated 

Decision n ia ility. Dr. Arnold' test Y will 
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i ude, but not be limited t , technical informati 

concern ng chromium and the manu acture of chr um 

hemicals he chrom um production plants tha 

part ipated in the "Collaborative-Cohort Mortality St 

of Fou hromate Production Facilities, 1958 19 8 (FINAL 

REPORT) ," (referred to he in as the Modern Four Plant 

rt or Modern rt) (CX 1) and other chromium 

producti ants. Dr. Arnold will testify about changes 

to he manufa ring proces that the chromium industry has 

lemen ed to con rt from a hi -lime to ow- or no-

lime manufacturing process. 

Dr. Arnold will testi regarding Elementis' 2006 

Inventory te rt ng subm ssions to he Agency wh ch 

document that Elementis s a manufacturer of: 1) trivalent 

chromium oxide (a so known as chromic oxide); 2) hexavalent 

chromium oxide (also known as chromic acid); and 3) chromic 

acid (H2Cr ), sodium salt (1:2) (also known as sodium 

dichromate) Dr. Arnold wi testify that these three 

substances are "chemica substances," as defined by TSCA 

s ction 3. 

Amanda Edens, Department of Labor, Occupational Safety 

and Health Administration. Ms. Edens is the ty 

re tor for he Direct te of Guidance and St ndards for 

the tional Sa y and H th Admin ration HAl. 
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From 2002 until 2007, Ms. Edens was the Director of the 

Office of Chemical Hazards - Metals (OCH-M) for OSHA. The 

OCH-M was the lead OSHA office for overseeing the OSHA 

rulemaking to establish the revised Permissible Exposure 

Limit (PEL) for occupational exposure to hexavalent 

chromium (PEL rulemaking). See CX 70, 76. As the Director 

of the OCH-M, Ms. Edens was responsible for overseeing the 

PEL rulemaking from 2002 to 2006. 

Ms. Edens will testify about her role in overseeing 

the PEL rulemaking. Ms. Edens will testify regarding the 

rulemaking process, including the legal standards of 

"material impairment of health" and "significance of risk." 

Ms. Edens will testify about OSHA's efforts to gather the 

best available information to resolve complex technical 

issues and fill data gaps as well as to develop and enhance 

the analyses necessary to support the PEL rulemaking. Ms. 

Edens will testify as to OSHA's "Request for information," 

which was published on August 22, 2002 in the Federal 

Reg ister and was part of the PEL rulema king. (CX 66). Ms. 

Edens will testify that OSHA's information request sought 

data, information, and comments on issues relevant to 

occupational exposure to hexavalent chromium including, 

among other things: significant epidemiological studies; 

the relationship between occupational exposures to 
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hexa lent chromium nd the development 0 adverse health 

ef ts; and current exposures. Ms. estify 

that OSHA's information request specifica ly noted t t 

th s type of information was ing t to he OSHA 

address he "data ga on current usage f and exposure to 

CrVI" and "d rences n opin on on he int etation of 

health ef s dat .u Occupatio 1 s re to Hexavalent 

Chromium, Request for in rmation, 67 Fed. Reg. 54,389, 

54,390 ( .22,200 ). Ms. Edens will tes ify tha OSHA 

was seeking "information associated with, and analysis of, 

the most recent and rtant studies t at the y 

[OSHA] can u to evaluate h alth e fects.u rd. M Edens 

will tes ify that HA was especi lly in rested n 

rece ving "st ies of ccupational exposure that quantify 

expo ure data and trol r tant nfounding 

riables, ha s istical power, and are well 

conducted. U Id. at 54,391. 

Ms. Ede swill testif that he Modern Four Plant 

Report ains nformat on responsive t OSHA's st 22, 

2002 informa on request. Ms. Edens will t s i that 

Elementis did not submit a copy of the Modern Four ant 

rt to OSHA in res e to the information request. Ms. 

Edens will testi that OSHA received a copy f t e Modern 

Four Plant rt from a third party on June 29, 005, 
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ter the li comment period on th proposed PEL rule 

had closed. 

Ms. s will testify regarding nformation OSHA 

rece ved from E ementis behalf 0 the Chrome liti 

and other parties in response to HA's Augus 22, 200 

information request. Ms. Edens will test y concerning 

testimony and comments received from Elementis, the Chrome 

Coalition, and others in response to OSHA's October 4, 004 

\\ sed rule; reque t for comments and scheduling f 

inf rmal lic hea ings," wh ch was 1 shed in the 

Federal Register. (CX 70) . Ms. Edens will test y as to 

the t st and comme ts rece ved concerning tel vel 0 

scientific uncertainty as to the ex ent of lung cancer 

mortality risk to workers from exposure to hexavalent 

chromium in modern (post-process change) chromium 

production pI nts. 

Ms. Edens will t stify regarding OSHA's process and 

rationale for concluding that 11 hexavalent chromium 

s should be considered carcinog nic and that a 

1 near mode should be used to estimate the lung cancer 

risk from low se exposure. 

Tony Ellis, EPA, Office of Enforcement and 

Assurance. Mr. Ellis is a Case Development Off cer n th 

Waste and Chemical forcement Division within the Office 

6 




of vil Enforcement, and serves as the Case Development 

Of cer for EPA's enforcement action against Elementis 

romium, Inc. Mr. Ellis is expected to testi as the 

cal ulation of EPA's pr ed ivil penalty in his matter, 

based on the facts of this case and the appl cation of the 

idelines for Assessment of Civil Penalties Under Section 

16 of the Toxic Su tances Control Act PCB Penalt 

45 Fed. Reg. 59,770 (S 10, 1980) (Guidelines) and the 

Enforcement Re nse Poli and Record 

Rules and Re irements for TSCA Sections 8 12 and 13, 

(March 1, 1999) (TSCA ERP), effective June 1, 1 99. Mr. 

Ellis is expec ed to testify regard ng the ma ers 

discussed in his affidavit (CX 12) filed in connection w th 

lainant's Motion for Accelerated Decision on Liability, 

inc uding but not limited to, provid ng testimony t 

authenticate documents that Elementis Chromium, Inc. 

submitted to EPA in response to two TSCA nas issued 

on August 22, 2008. Mr. E 1 will test that t first 

time E ement s Chromium, Inc. submitted the Modern Four 

lant rt t the ency was or about November 17, 

2008, i re se t EPA's August 22, 2008 TSCA s 

Oscar Hernandez, Ph.D., EPA, Office of Chemical Safety 

Pollution Prevention. Dr. Hernandez is the Director of 

the Risk Ass ssmen Division within the Office of Pollution 
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Prevention and Toxics (OPPT). Dr. Hernandez holds a 

torate degree in Chemistry from the Un versity of 

Virginia, Charlot esville, Virg nia, and over ees a multi 

disciplinary group 0 env ronmental pro ssionals who 

prov expert scientific support in he areas of chemical 

hazard identification and risk asse sment to PPT's 

programs, ncluding the SCA ection 8(e) s stantial r sk 

notification program. 

Dr. Hernandez is xpe ed 0 testify regarding th 

matters discussed in his aff davit (CX 13) iled in 

connection wi h ainant's Motion for Accelerated 

De sion on Liability, inc uding, but not limited to, 

testimony at TSCA sect on 8(e) sets the statutory 

reporting threshold at whether informati "reasonably 

su rts the con Ius on of substantial risk of in ury to 

health or nvironment." Dr. ernandez will te ify as to 

the EPA's TSCA section 8(e) substantial risk notification 

program's determinati that the Modern Four Plant rt 

meets the SCA sect on 8(e) statu ory ng threshold 

of reas ably support he conclusion of substantia risk 

of injury to health. 

. Hernandez will testify about the TSCA section 8 ( ) 

subs antial sk notification program generall , including 

an anat on of the program s rta to EPA, to 
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other agencies, and to the lic. Dr. Hernandez will 

estify about how the ency receives, uses, and shares 

information submiLted under the TSCA section 8(e) 

substantial risk nOLifica ion program. Dr. Hernandez will 

testify abouL Lhe types of information the TSCA section 

8(e) substantial risk notif caLion program Lypi lly 

rece ves fr per ns subject to the r rt ng irement. 

Dr. Hern z will testify haL t firsL time 0 PT 

learned about the existence of the Modern Four Plant rt 

was the week of February 24, 2006, throu an inquiry from 

EPA's national enforcemenL of ice. Dr. Herna z will 

testi that OPPT obtained a copy of the Modern Four Plant 

rt wiLhin weeks f learning of its ex stence. Dr. 

Hernandez will testify why the Modern Four Plant rt 

meets the statutor reporting threshold. Dr. Herna z 

wi 1 tesLify that OPPT determined tha the Modern Four 

Plant rt shou d have been submitted to the ncy 

immediately because it reason y s the conclusion 

of subst ntial risk of in ury LO health. 

Dr. Hernandez will esti y about why the ency does 

not consider the Modern Four plant rt 0 be 

"information which need not be reported," including 

testimony as to why the Modern Four Plant rt is n t 

cor raLive" of other well-known, well-estab ished 
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information about hexavalent chromium. Dr. Hernandez will 

testify that the Administrator was not informed of the 

information in the Modern Four Plant Report until the 

Agency actually obtained a copy of it and was then able to 

review the Modern Report. 

Toni Krasnic, EPA, Office of Chemical Safety and 

Pollution Prevention. Mr. Krasnic is a Chemist in EPA's 

Chemical Control Division within the Office o f Pollution 

Prevention and Toxics. Mr. Krasnic is the TSCA section 

8(e) Coordinator for the Agency. Mr. Krasnic is expected 

to testify regarding the matters discussed in his affidavit 

(CX 14) filed in c onnect i on with Complainant's Motion for 

Accelerated Decision on Liability, including, but not 

limited to, EPA's TSCA section 8(e) guidance. Mr. Krasnic 

will testify why Elementis Chromium, Inc. was required to 

submit the Modern Four Plant Report to EPA's Document 

Processing Center f or TSCA section 8(e) as a TSCA section 

8(e) "substantial risk notice" under EPA's guidance. 

Mr. Krasnic's testimon y will include, as necessary, 

explanations of the TSCA Statement of Interpretation and 

Enforcement Policy; Notification of Substantial Risk (1978 

Policy Statement) (CX 17); the TSCA Section 8(e) Reporting 

Guide (1991 Reporting Guide) (CX 21); the TSCA Section 

8(e) ; Notification of Substantial Risk; Policy 
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and Guidance (2003 Guidance) (CX 
------------------------~------.~--.---------

67)i and the ency's (200 & 

As). (CX 78). Mr. Kras ic's estimony will include an 

explanation of these TSCA section 8(e) guidance documents, 

and the Agency's experience in y ng the guidance. 

Mr. Krasnic will testify that the Modern Four Plant 

rt should have been submi ted to the as 8(e)

reportabl information. Mr. Krasnic wi 1 testify as to why 

the Modern Four Plant rt cannot be co sidered 

" nformation whi h need not be report 

Anjali Lamba, EPA, Office of and 

Pollution Prevention. Ms. Lamba s a Certified Indust ial 

Hyg en st in the Economics, ure nd Techno ogy 

D vision within the Office of Po lution Prevent on and 

Toxics, and holds a Master of Public Health with 

specialization in Environmenta tonal Health from 

The George Washington University in Washington D.C. Ms. 

Lamba i expe ted to t st regarding indus rial hygiene 

and the role of a Certi ied Industrial ygienist in 

industria hygiene assessments and ologic studie 

Ms. Lamba will t sti about the purpose, nature, and scope 

of a t cal "industri 1 h ene assessment." Ms. Lamba 

wi 1 tes ify as t the protocols typica ly used n 

conducting an industrial hygiene ssessment, and how the 
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results 0 an industrial hygiene assessment are often used 

to dete ne if workers are exposed or overexposed to 

hazards, the cy of e is ing controls and personal 

protect ve equi (PPE), and/or to recommend appropr ate 

controls and PPE to protect workers. Ms. Lamba will 

testify as to how an industria iene assessment compares 

to an demiologic st , and how industrial hygiene data 

is typica ly used in demiological studies. Ms. Lamba 

will testify about why the Modern Four Plant t is not 

an industrial hygiene assessment, including prov ing 

estimony that an indust ia hygiene ass ssment does not 

follow a st cohort retrospectively over several years to 

calculate mortality ratios. Ms. Lamba wi 1 testify about 

how the industrial iene data appears to have been used 

in the Modern Four Plant rt. 

Chandler Sirmons, EPA, Office of Chemical Safety and 

Pollution Prevention. Mr. Sirmons is the Chie of the 

Records Docket Management Branch in the Information 

Management Division within the 0 fice of lution 

Prevention and Toxics. Mr. Sirmons manages the sta f 

responsible for the Confidential Business Information 

Center (CBIC) for TSCA ection 8(e). The CBIC is the first 

unit within EPA to receive information ed to the 

cy pursuant to TSCA section 8(e). Mr. Sirmons is 
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expect to testify tha EPA did not receive the Modern 

Four Pant rt as a TSCA s ion 8(e) ubmissio from 

Elementis Chromium, Inc. 

Richard W. , D. Sc., MPH. Dr. Clapp is Senior 

Environmental Health Scientist with he Environmental 

Health Initiative in the Lowell Center for Sustainable 

Production at the School f Health and Environment, 

unive sity f Massachuset s, Lowell, Mass chus tts. Dr. 

lapp is als a Professor Emerit s at the Boston university 

School f Public Health, Boston, Mas achusett . Dr. Clapp 

holds a Doctor of Science in idemiology from the Boston 

un versity chool of Publi Health, Boston, Massachu etts; 

a Mast r of Publi Health in Hea h Services from the 

Harvard School f Public Health in Bost Massa huset s;f 

and a Bach lor of Arts from Dartmouth Co 1 e in Hanover, 

New hire. Dr. Clapp's urr culum Vitae is included in 

Complainant' Initial Prehearing Excha e as CX 89. Dr. 

CIa may estify about is educational ba kground, 

research and professional experience. 

Dr. Clapp is e ed to testify s an expert w ness 

n his se based on his extensive experien as 

idemiol ist. Dr. Clapp's e demiologic work has 

included studies f Vietnam veterans xposed to en 
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Orange, studies of occupational exposure to electromagnetic 

fields, and studies of workers at various IBM computer 

manufacturing plants in the United States. Dr. Clapp has 

also testified about his work before three committees of 

Congress, and has both presented to and participated in 

committees of the National Academies of Science. Dr. Clapp 

will testify about the purpose of epidemiologic studies and 

the type of information such studies typically convey. Dr. 

Clapp will provide testimony regarding how epidemiologic 

studies are used by the scientific community, and 

specifically by the public health community. Dr. Clapp 

will testify about the benefit of relying on multiple 

epidemiologic studies when assessing health risks from 

exposure to a particular chemical. 

Dr. Clapp will testify about the state of the 

scientific understanding of the risk of lung cancer 

mortality from occupational exposure to hexavalent 

chromium, including under both pre- and post-process change 

conditions (i.e., high-lime versus low- or no-lime). Dr. 

Clapp will testify that, as of the time of the Modern Four 

Plant Report, there was scientific uncertainty about the 

extent of risk that remained to workers in the modern, 

post-process change (i.e., low- or no-lime) chromium 

production plants. 
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Dr. Clapp will testif that the Modern Four Plant 

Report is a standard epi ologica mortality st andf 

t at the Modern Four Plant rt fo lows stablished 

methodologies and ocols n the fi ld of epidemiology. 

Dr. Clapp will testi y that the Modern Four Plant rt is 

not an indus ri 1 en st or a sessment. Dr. Clapp 

will testi tha the Modern Four PIa t rt s 

analyzes hexavalent chromium exposure using two standard 

methods used in epidemiologic studi s: 1) standardized 

mortal ty ratio (SMR) analysis using an external c rison 

group representing the general population in the tudy 

area; and 2) s atis cal mode ing ( og st c regression 

analysis) us ng an interna comparison group representing 

workers in the st with no or low exposure. Dr. Clapp 

wi 1 testify about the stre hs and weaknesses 0 each 

method and tha it is advantageous 0 eva uate risk u ing 

both methods in demiologic studie 

Dr. Clapp will te tify that the Modern Four Plant 

rt concludes there is an elevated risk 0 lung cancer 

morta ity for workers in the modern, or po t-process 

change, a s. Dr. lapp w 11 testi that the workers 

studied in the Modern ur Pant rt experienced lower 

exposure levels to hexavalent chromium over a longer period 

f time than had been studied previously. Dr. Clapp will 
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testify that the ~odern Four Plant t provides 

information about risk to human health that was not 

pre iously known or ava lable. 

Dr. C app will est fy about the Modern Four Plant 

rt and the ibb et al. (2000a) studies and howe ch f 

these two studies contribu es to the scientifi 

understanding of the in reased risk 0 lung cancer to 

workers in chromium process ng ants. 

Dr. Clapp is to testi , if necessa y, that 

the Modern Four Plant rt study's emplo methodo ogy 

for converting the air monitoring exposure valuations 

rine chromium leve s followed an established ocol. 

Dr. Clapp will esti about how th protocol for the 

Modern Four Plant rt st (CX 2, 3) addressed the need 

for the conversion, and how the conversion appeared to be 

lemented. Dr. Clapp wil provide testimony about the 

ct of the convers on on the Modern Fou Plant rt's 

data and the conclusions presented in the ~odern Four Plant 

rt. 

Glinda Cooper, Ph.D., EPA, Office of Research and 

Development. Dr. r is a Senior Epidemiologist for the 

National Center for Environmental Assessment in EPA's 

ffice of Research and Deve opment. Dr. ooper holds a 

Bachelor of Sc ence i Public Health from the University of 
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North Carolina, Ch 1 Hill, North Carolina; a Mas er f 

Science in Health Policy and Management from the Harvard 

School of Public Hea th, Boston, Mas achusetts; and a 

Doctorate ree in idemi logy from the University of 

North Carolina, 1 Hill, North Carolina. Dr. r's 

urriculum Vi ae is inc uded in ainant's Initial 

Prehearing Exchange as CX 88. Dr. r may testify about 

her educational bac research, and professional 

experience i epidemiology and public health. 

Dr. r is ed to testify as an e witnes 

based on her professiona training and experience as an 

idemiologist tud ng the effect on human health from 

exposure to chemical substances. Dr. r is he lead 

EPA epidemiologi for ting he ncy's 1998 

Toxicologica Rev ew of hexavalent chromium. The 

Toxicologica Review provide scientific support and 

rat onale fo the hazard dentification and dose re ponse 

a sessment in EPA's nt 9 ted Risk nformati System 

RIS} pertaining to exposure to hexaval nt chromium. 

E 's Nation 1 Cen er for Environmental Assessment (NCEA) 

within the Office of Research and Deve opmen (ORO) 

administe s the IRIS program. 

Dr. r will testify rding the identification 

of hazards and the exposure of workers to those ha ards in 
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chromium production facilities, including t potenti 1 

hea h effect of 0 upationa e ure to hexaval nt 

chromium. Her te t will focus on lung ca cer 

~ortality r sk from inhalation exposure to hexavalent 

chromium. Dr. will testi about EPA's 

classification of hexavalent chromium as a carcinogen nd 

the ign ficance f hat class fication. Dr. Cooper wi 1 

te ti Y about the potent al sig ificance f data from 

relatively ow-exposure levels when EPA conducts a health 

assess~ent for a known carcinogen. 

Dr. r is e ed to testify regarding he 

~atters discussed her affidavit (CX 11) filed in 

connec ion with la nant' Motio for Accelerated 

Decision on Liability, including, but not i~ited to, 

testimony described here n. Dr. r will t st fy about 

the state of scient fie understanding of the extent of lung 

cancer mortality risk from occupational exposure to 

xavalent chromium at the time the Modern Four Plant 

rt st was ed. Dr. r will testify as t 

the purpose, methodology, and conclusions of the Modern 

Four Plant rt study, and differences between the Modern 

Four Plant rt st , the Gibb et al. (2000a) study, and 

other previous occupational studies of chromate ti 

workers. 
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Dr. Cooper will testify that the st described in 

the Modern Four Plant is the first large, 

comprehens ve evaluation of lung cancer mo ality among 

ch omium production workers who had been oyed 

xc usive y n modern chromium product on plants. Dr. 

Cooper wil testify that the Modern Four ant rt 

provides information about whether hexavalent ch um 

poses a risk of lung cancer workers 10 at chromate 

tion faci ities that used ow or no-lime 

manufacturing processes and instituted more str ngent 

environmental controls to substantially reduce exposure 

levels. Dr. r will testify that the Modern Four Pant 

rt st found elevated lung cancer mortality risk 

among workers who had been exclusively in modern 

chromium production ants. Dr. r will testify t t 

these workers were exposed to significantly lower estimated 

air concentrations of hexavalent chromium than had been 

expe ienced workers in previous studies. Dr. r 

will testify as to why exposure levels are a critica 

component for EPA in under tanding and assessing risks from 

chemicals. Dr. C r will testify tha the Modern Four 

Plant rt provides information about risk to human 

health that was not previously known or ava lable. 
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If necessary, Dr. r is prepared to testify as to 

EPA's considerations with re ct to thres ld and lin ar 

models for estimat ng r sk of lung ancer from exposure to 

hexavalent chromium. 

Frank E. zer, M.D. Dr. Speizer is he Edward H. 

Kass Distinguished Profes or of Med cine at the Harvard 

Medical School in Boston, Massachusetts, and Professor of 

Environmental Scienc , Harvard School of Public Health. 

Dr. Spe zer's research effort is divided between his role 

as a senior investigator in the ology, and 

Risk Assessment Program in th Department of Environmental 

Health, at the Harvard chool f Pub ic Health and his 

responsibil ties n the Channing Laboratory in the 

artment of Medicine at Harvard Medi al Schoo. The two 

programs are integrated specifically in the area f studies 

of the natura history f respiratory d seases and in the 

stud es f env ronmental risks for chroni d seases 

including r sks for cance and card orespiratory diseases. 

The projects in ard ac and respirat ry diseases involve 

ation based studies of large groups of s ects who 

are identified because of acute and chronic exposure to 

indoor and r air lutants and are monitored for 

s oms and ysiologi changes as well a morbidity and 

mortality. In addit on, Dr. izer has conducted 
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occupational cohort studies for cancer risks. Dr. Speizer 

holds a Bachelor of Arts degree in Biology from Stanford 

University in Palo Alto, California; and a Doctor of 

Medicine from Stanford University Medical School. 

Dr. Speizer is expected to testify as an expert 

witness based on his extensive experience in public health, 

epidemiology, and medicine. Dr. Speizer is a pioneer in 

the field of chronic disease epidemiology, and established 

the landmark Nurses' Health Study in 1976 with funding from 

the National Institutes of Health. Dr. Speizer, through 

the Brigham and Women's Hospital and Harvard Medical 

School, was the founding Principal Investigator of the 

Nurses' Health Study, which involves 121,000 middle-aged 

women who have now been followed prospectively for over 35 

years. The Nurses' Health Studies are among the largest 

and longest running investigations of factors that 

influence women's health. Dr. Speizer has also conducted 

landmark studies assessing the impact of air pollution on 

human health. He is a member of the National Academies of 

Science Institute of Medicine and has served on several 

review committees for the Academy. Dr. Speizer's 

Curriculum Vitae is included in Complainant's Initial 

Prehearing Exchange as CX 90. Dr . Speizer may testify 
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abou his educat onal ba round, resea hand her 

professional experiences. 

Dr. Speizer is xpected to testify about the purpose 

of epidem logic studies that assess the risks from 

occ onal sure to c cal s stances generally, and 

he type of information such studies typically convey. Dr. 

Speizer will provide testimony regardi how epidemi logic 

udies are us to assess risk and understand disease. 

Dr. peizer is e ed to testify about the benefit 0 

re ng n mUltiple epidemiologic s udies wh assessing 

health risks from e sure a particular chemi 1. Dr. 

zer wil testify about the rtance of continuing to 

tudy the human health impact from known carcinoge s, 

including hexavalent chromium. 

Dr. izer will testify t the state of the 

s ie t ic understand ng of the risk of lung cance 

mortality rom occupa ional exposure to h xavalent 

ch ium, includ ng under both pre- nd post-process change 

conditions (i.e., hig -lime versus low- or lime) . Dr. 

er will testi that, as of the t of the Modern 

Fo r Plant st , there was scientif uncert inty 

about he extent of risk that remained to workers in the 

modern, post-process change (i.e., low- or no- ime) 

chromium production nts. 
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Dr. izer w 11 testify that the Modern Four Plan 

t is a standard retrospect ve cohort epidemiological 

morta ity t , and ha the Modern Four Plant rt 

follows es abl shed thodologies and p o ls in the 

ield of ep dem ology. Dr. ize will est fy that the 

Modern Four Plant rt, alth t uses industrial 

hygiene techniques to define and estimate exposure, is not 

n industrial iene st or assessment. Dr. zer 

will testi that the Modern Four Plant Report s 

analyzes hexavalent chromium exposure u ing two standard 

methods used in epidemiologic studie : 1) standardized 

mortality rati (SMR) na ysis using an external comparison 

group represent ng the general population in the st 

areas; and 2) statis ical model ng ( og stic regression 

analysis) using an internal comparison group representi 

workers in the study with no or low exposure. Dr. iz r 

will testify about the trengths and weaknesses of each 

method and that it is advantageous t evaluate risk using 

both methods in epidemiol ic studies. 

Dr. ize will test fy hat he Modern Four Plant 

rt concludes there is an elevated risk of ung cancer 

morta ity for workers in he modern, or post-process 

change, pl nts. Dr. izer will testify tha the workers 

tudied n the Modern Four Plant rt experienced lower 



exposure levels to hexavalent chromium ove a longer period 

of time than had been studied previously. Dr. izer will 

tes fy the Modern Four Plant Report provide information 

about r sk to human health that was ot previ usly known or 

a ail bl Dr. izer wil t s i that the Modern Four 

Plant rt provides considerabl additional ns t into 

the ree and nature f the occupational exposure and 

response in chromium processing workers. Dr. iz r is 

expec to testify that the s udy summarized n the Modern 

Four Plant rt provides scientifically c Ie insi t 

int the expo ure-response relationship for workers exposed 

to CrVI, that he low- or no-lime change in processing 

appea s to alter the risk 0 lung cancer, and that the 

st oncludes an increased ri k of ung cancer mortality 

remains for workers in the post-proces change ants. Dr. 

Speizer ill testify about the Modern Four Plant Repor and 

the Gibb et al. (2000a) studies and how each of these two 

studies contributes to the scientific understanding of the 

increased r sk of lung cancer to workers in chromium 

processing ants. 



II. 	 EXHIBITS COMPLAINANT INTENDS TO INTRODUCE INTO 
EVIDENCE AT HEARING 

Complainant intends to intro duce at hearing the 

exhibits numbered and li s ted below: 

COMPLAINANT'S PROPOSED EXHIBIT LIST 
Complainant's 

Exhibit No. 
Document Number 

of Pages 
EXHIBITS PREVIOUSLY SUBMITTED WITH 
COMPLAINANT'S MOTION FOR ACCELERATED 
DECISION ON LIABILITY 

l. Applied Epidemiology, Inc., Collaborative Cohort 
Mortality Study ofFour Chromate Production Facilities, 
1958 -1998: Final Report (Modern Four Plant Report), 
dated S~tember 27,2002 

153 

2. Applied Epidemiology, Inc., Draft Protocol-
Collaborative Cohort Mortality Study ofFive Chromate 
Production Facilities, 1958 -1998 (Draft Protocol for 
Modem Four Plant Report), dated April 23, 1999 

30 

3. Applied Epidemiology, Inc., Revised Protocol-
Collaborative Cohort Mortality Study ofFive Chromate 
Production Facilities, 1958 -1998 (Revised Protocol for 
Modern Four Plant Report) , dated July 9, 1999 

70 

4. Email from Marianne C. Kashak, Industrial Health 
Foundation, Inc., to Joel Barnhart, Vice President, 
Elementis Chromium - u.s. et ai., entitled, "AEI's 
[Applied Epidemiology, Inc.'s] Final Report," dated 
October S, 2002 

1 

5. U.S. Environmental Protection Agency TSCA Subpoena in 
the Matter of Hexavalent Chromium Investigation Served 
on Dr. Joel Barnhart, Elementis, dated August 22, 200S 

10 

6. Elementis response to U.S . Environmental Protection 
Agency TSCA Subpoena served on Dr. Joel Barnhart, 
Elementis, dated November 17, 200S, with index of 
responsive documents 

34 

7. Elementis supplemental response to U.S. Environmental 
Protection Agency TSCA Subpoenas, dated December 12, 
200S, with index of responsive documents 

16 

S. Elementis 2006 TSCA section See) Inventory Update 
Report (Chromic acid) 

2 

9. Elementis 2006 TSCA section S(e) Inventory Update 
Report (Chromium oxide) 

3 
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COMPLAINANT'S PROPOSED 
Document 

11. 

13. 

14. 

6 

18. 10 

19. 



Meeting 
Health and Environmental 

dated October 1 1996L-__________~_______~____ .~ 

4 



EXHIBIT LIST 

. Complainant's. 

Exhibit No. 
1997 
Facsimile Transmittal from Bruce 
Chromium  to 

Applied Epidemiology, Epidemiological Study o
Modern Chromate Production Facilities: A Unified 

fSix 21 


. Strategy for Mortality Through 1998 

37. 

39. 

41. 

(A Drafi Proposal), dated March 17, 1997 (Draft Protocol 
for Modern Four Plant 
Minutes of the Session of the Epidemiology/ 8 

Subcommittee - IHF Chromium 

1 

Applied Epidemiology, Inc., Epidemiological Study ofSix 14 
Modern Chromate Production Facilities: A Unified 
Strategyfor Mortality Experience Through 1998 

Part 1: Exposure - A Draft Proposal, dated 

3 

from A. Mundt, Ph.D., Applied 36 
Epidemiology, to Marianne Industrial 
Health Foundation, Inc., dated November 19, 1997, 
transmitting revised proposal and attachment entitled, 
Collaborative Cohort Mortality Study ofSix Chromate 
Production Facilities, 1958-1998 (A Proposal), dated 
November 1 1 

Committee 



COMPLAINANT'S PROPOSED EXHIBIT LIST 
Document 

Consideration of a Workplace 
1 1997 

Consulting " between 46 
Industrial Health Foundation, Inc. and Applied 
Epidemiology, Inc., dated March 1, 1998, regarding 
consulting for proposed epidemiology study 
entitled, Collaborative Cohort Mortality Study 

, Chromate Production Facilities, 1958 1998: Revised 
dated February 

47. 

7 

49. 

Applied 
copy of new 

CONSULTING SERVICES," Elementis 
• Chromium, LP and Applied Epidemiology, Inc., dated 



COMPLAINANT'S PROPOSED EXHIBIT LIST 
Document 

1998 

Letter from Bruce Norman, Chairman, Chromium 

Chemicals Health and Environmental Committee, 

Industrial Health Foundation, Inc., to Dr. Adam 

Occupational Safety and Health Administration, 


dated 1998 

Email from Joel Barnhart, Elementis Chromium 

6 

Chromium to Joel 5 
U.S., entitled "Study 

. Bruce Elementis Chromium UK, dated 

30 




63. 

65. 

70. 

71. 

COMPLAINANT'S PROPOSED EXHIBIT LIST 
Document 

38 AM. 1. IND. 

Chromium Check Preparation Request for 
$11,480 to Applied Epidemiology Inc. (Final Payment for 

. dated 11 2001 
2002 
"Critique Two by Gibb et al.: 
Among Workers in Chromium Chemical 
Clinical Findings of Irritation Among Chromium 
Production Workers," prepared by Exponent for 
Chromium Coalition and submitted as E 

OSHA Docket No. 

12 

17 

mortality among 7 
Wlll~KVI~" 60 OCCUP. ENVIRON. MED. 

451 (2003) 
2004 
U.S. Department of Labor, Occupational Safety and Health 169 
Administration, Occupational to Hexavalent 
Chromium, Proposed rule; request for comments and 
scheduling of informal public 

31 




COMPLAINANT'S PROPOSED EXHIBIT LIST 
Document 

. Carcinogen Risk Assessment (EPAl630/P-03/001 B) 



COMPLAINANT'S PROPOSED EXHIBIT 
Document 

85. Agreement between U.S. Environmental 2 
i Agency Chromium, LP signed September 

2009 
Tolling Agreement between Environmental i-'rr,tp,('t 2 
Agency and Elementis Chromium, signed 
2009 

87. . ToHing Agreement between U.S. Environmental 
Agency and Elementis Chromium, LP 
2009 
2010 
Curriculum Vitae of Glinda S. 

--~~-------~--------+~'~'~""~~----4 

2011 

II. PLACE rOR HEARING AND ESTIMATED TIME rOR DIRECT CAS 

Complainant's preferred place of hearing is 

Washin ton, D.C. 1 inant s imates that present ng the 

dire t case will ta five (5) days. 1 inant is not 

request ng t anslation s rvices. 

IV. 	 DOCUMENTS IN SUPPORT Or THE ALLEGATIONS IN PARAGRAPHS 
4, 7 AND 13 OF THE COMPLAINT 
~.. . 

The following is responsive to the Presiding Officer's 

request for a copy of any documents in support of the 

allegations in Paragra s 4, 7, and 13 of the la nt. 

4 of the Complaint al eges, 

"Respondent manufactures, processes, or distributes in 

commerce a ch cal substance r mixture as those terms are 



defined in TSCA § 3, 5 U.S.C. § 260 , and TSCA § 8 (f), 15 

U.S.C. § 2 07( )." As Re 's 2006 Inventory te 

Rule submissions to the ency show, Element s is a 

manufacturer of: 1) trivalent ch um oxide (also known as 

chromic oxi ) ; hexavalent chromium oxide (also known as 

chromic acid) i and 3) chromic acid (H2Cr207), sodium salt 

(1:2) (also known as sod um ichromate). (CX 8, ) . These 

substances are "chemical substances," as that term is 

defined under TSCA. Res nt admits that it is a 

"manufacturer, processor and distributor of ch um 

chemical cts, including chromic oxide, chromic acid 

and sodium dichromate." (Resp't Mem. in ition to 

lainant's Mot. for Accelerated De ision on Liability at 

4) . 

Para 7 : Paragraph 7 of the aint alleges, 

"Res t has a domestic chrom um manufacturing fac lity 

known as Castle Hayne (Castle Hayne Facility), located at 

5408 Holly Shelter Road in North Carolina. Res twas 

the owner and rator of the Castle Ha Faci ity at all 

times relevant to thi laint." TSCA section 8(e) 

liability attaches to "[aJny person who manufactures, 

processes, or distributes in commerce a chemical substance 

or mixture.... " 1 U.S.C. § 2607{e). Alt Re 

has den ed being the owner and operator of the Castle Hayne 
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Fa ility t all times relevant to the Complaint, Respondent 

has admitted that t acquired the Castl Hayn Fac 1 ty i 

December, 200 , approximate y two months after it received 

the Iv10dern ur Plant rand nearl six years before i 

submitted the Modern Four Plant rt t the enc during 

the period of continuing violation. See Answer ~~ 7, 41; 

Resp't Mem. in sition to lainant's Mot. for 

Accel ra ed Dec sion on Liability at 2. 

For purposes f EPA's rima facie case, lainant 

need only prove hat Re ponden is one of the fo lowing: a 

manufacturer, a processor, or a distributor in commerce of 

a chemical substance or mixture. 15 U.S.C. § 2607(e) In 

its response to ainant's Motion for Accelerated 

Decision on Liabi i y, Respondent admits, "Elementis is a 

manufacturer, processor and distributor of chromium 

chemical products, in luding chromic oxide, chromic a id 

and sodium dichromate." (Resp't Mem. in s tion t 

lainant's Mot. for Accelerated Deci ion on Liability at 

4 ) i added). Els where in its response, Res nt 

t t s that "there is no spute tha Eleme tis is a 

manufacturer, processor and distributor in commerce of 

hexavalent chromium-containing chemicals." . at 1. 

C nsequently, Res t's status as a manufacturer, 

processor, and distributor in commerce is undisputed. 
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Par 13 : Para ra 13 of the lain lIeges, 

"Res ndent manufactures chromi chemi Is using the 

me allic element chromium. u the time EPA i ed the 

laint, it was the cy's understanding that Elementi 

manufa tured chromium chemic Is using the metallic element 

chromium. Since fil ng the laint EPA ha since 

ascertained that it is more accur t t state tha chromium 

chemicals are rna ufactured sing sodium dichromate or other 

chromate compounds derived from sodium dichromate. 

However, for purposes of EPA' facie case, 

lainant need only estab ish and that Respondent 

is a manufacturer, processor, or distribut r in commerce of 

a chemica substance or mixture. In its Answer, Respondent 

admits that it manu ctures and distributes in commerce 

chromi cid, chromic oxide, and sodium dichromate. 

(Answer'll 12) Re t further adm ts that chromic acid 

nd sodium dichromate are hexavalen chromium compounds. 

(Answer'll 18). Moreover, i its Respons to ainant's 

Motion for Accelerated Deci ion on iability, Res t 

admits, "E ementis is a manuf cturer, proce sor and 

distrib tor of chromium chemical product , including 

chromic oxide, c cid and sodium dichromat If 

(Resp' Mem. in ition to lainant's Mot. for 

celerated Decis on on L ab lity at 4) s s added) 



Elsewhere in its re s , Re nt states that "there is 

no dispute that Elementis is a manufacturer, processor and 

distributor in commerce of hexavalent chromium-containing 

chemical Id. at 1 . Conse ently, Res t's status 

a a manufa turer, proces or, and dist ibutor in commerce 

f a chemical substa ce or mixtur i und sputed. 

V. FINAL FOUR PLANT REPORT 

A copy of the inal four plant report "Collaborative

Cohort Mortality Study of Four Chroma e Production 

Facilities, 1 58 1998 (FINAL REPORT),n prepared 

lied idemi logy, Inc. for ndustrial Health 

Foundation, nc., also referred to as the Modern Four Plant 

t or Modern t, is included in lainant' 

In tial Prehearing Exchange t CX 1. 

VI. STATEMENT OF THE PROPOSED PENALTY 

Pursuant to 40 C.F.R. 22.14 (a) (4) (ii), lainant 

did not propose a specific penalty in the laint. 

Pursuant t 40 C.F.R. § 22.19(a) (4), where the laint 

does not propose a specific penalty, a penalty is to be 

proposed within fifteen 5) days after Re tiles 

its Prehearing Exchange. However, in accordance with the 

Presiding Officer's ril 28, 2011 Prehearing Order, 

lainant has included in its niti 1 Prehearing Exchange 

a statement of the proposed penalty, including an 



explan tion of how the proposed pena twas ca culated. 

Complainant's pr sed penal y in this matte is $2, 38,000 

as exp ained below. n recei f Re t's nitia 

Prehear ng Exchange if new information is made avai ab e to 

Comp ainant warrant ng an adjustmen to this proposed 

p nalty, Complain nt will submit n adjust p sed civi 

pena ty and exp ain such adjustments to the Presiding 

Offic r wi hin f ftee days afte Res ndent' Init al 

rehearing Exchange consi tent wi h 40 C.F.R. 

§ 22.19(a) (4) 

TSCA e ion 6(a) (1) au horizes the sessmen of a 

civil pena ty for vio at ons f TSCA section 15 (15 U.S.C. 

2614) in n amount ot to exceed $25,000 for each day 0 

the violation. 1 U.S .. § 2615( ) (1). The Feder 1 ivil 

Pena ties Inflation Adjustment Act of 1990, as amended 

the Debt Co lect on rovement Act of 1996, requires EPA 

to djust penalties to account for inf ation. EPA's Civil 

Mone ary Penalty Inf ation Adju tment Rule es ablishes 

$2 ,500 for each day f vio a io as the maximum ivil 

penalty hat may be sse sed under SCA s ction 16(a), per 



vi ation, occurring between Janua y 3 1 97 and March 15, 

2004; $3 ,500 for violations occurring between March 16, 

004 and January 12, 2009; and $37,500 for viola ions 

occurring after January 12, 2009. Se 40 . f. R. pa rt 19. 

Re pondent Elemen s obtained a 002 epidemi ogi 

st 0 lung cancer mortal y r sk 0 wor rs rom 

occupati na expo ure to hexava nt romium, a know 

carcinogen, in modern chromium product on ants. This 

2002 s , which we refer to as the Modern four Plant 

rt or Modern rt, was the first to s increased 

ung cancer mort lity risk among workers who had worked 

exclusively in ants uti izing modern low- or no- ime 

manufacturing processe The Modern four Plant rt 

easonably supports the conclusion that hexava nt chromium 

exposure presents a substantial risk of njury to health. 

Yet, in spite of obtaining thi st , Elementis failed to 

inform the Administrator of the Modern four Plant rt or 

its findings until it respo in 2008 to TSCA s s 

issued EPA. Re nt's fail re r refusal t 

immediately submit the Modern Four Plant t to the 

y consti utes a violation of TSCA section 8(e), 15 

U.S.C. § 260 (e), an un wfu ac under TSCA section 

15(3) (8), 15 U.S .. § 2614(3) (8), and s su ect to 

penalties under TSCA s ti 16, 15 U.. C. § 2615. 



i 

Res nt's viol tion began on October 8, 200 upon 

its rece t of the Modern Four Plant rt, and continued 

til such time a Res nt submitted the ormation 

the Admini trator, or Re t had a ual know1 that 

th Administra or had been adequatel inf rmed such 

formation. Respondent has failed to provide any speci ic 

facts or ircumstance to support its contention that 

lementis had actual knowl the Administrat r was 

a tely nformed of the information in the Modern Fou 

Plant rt at any nt prior to when Respondent 

submitted the Modern Four PIa t rt t ai t on 

November 17, 200 , in response t the TSCA s s. 

Th refo , the viola on tart te for purposes of 

calcu ing the ed civil pena ty i October 8, 2002 

and the violat on end date is November 16, 

The en y use TSCA section 8(e) in ormation t 

asses risk in a variety of rcumstances; therefore, the 

timely submiss on of sect on 8 (e)-reportabl informati is 

essenti to he ency' ch cal hazard dentificat on 

and risk assessment, regulatory priority setting, and 

Plane Report EPA 
t the 

1 
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regulation vel proces es. EPA considers he 

reporting requirement in TSCA section 8(e) be critically 

impo ant as an nformation gathering too that serves as 

an early wa ning mec nism for ing PA, other federal 

agen i s, and h lic rised chemi hazards. The 

s atute requires tha this type f inf tion be reported 

\\ mmediat 1 If to th Admini ratori in this nance, 

Respo nt did submit the informa ion to EPA un il it 

was specifi lly requ ted by he Agency hr a 

s a, more han six rs after spondent had obtained 

the information. 

The proposed penal y of $2,338,000 in this matter ha 

been de rmined n accordance with the penalty fact s 

es blished TSCA ion 16(a) (2) (8), 15 U.S.C. 

§ 2615 (al (2) (8) f which requ res EPA take into account 

the na ure, circumstances, extent, and grav y of t 

v tions a 1 , as we 1 as Re 's ab ty to pay, 

effect ability continue to do bu iness, any h st y 

of prior such violation , the degree of cul ility, and 

such other matters as justi may require. In devel ng 

he proposed penal y, lainant lied he following 

two ncy gu nce documents: the Gu lines and the TSCA 

P. The TSCA ERP rovides ation consi tent, andI 
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quitable al ulation methodology for applying th 

statutory factors enumerated above to particular cas s. 

It is undisputed tha Res ained the Modern 

r Plan t on October 8, 2002 a did not submit it 

to the ncy until November 17, 2008. (Respondent's 

Memorandum i sition t lainan I ~10tion for 

Accelerated s on on L Ii ty a 1). This v 01 ion 

s nned a t tal of 2,232 days (6 years, 1 month and 9 

days) . As e ained above, the civil nalty assessed in 

this matte may be up to $ ,500 per da f r the violati 

pe iod run ng from the f s day of vi la ion on October 

8, 2002, through March 15, 2004 (first ase of the 

alculation) nd $32,500 r day for the olation peri 

n ng from rc 6, 2004 thro t east day of t 

violation, November 16, 2008 (second se of the 

calculation) Thus, the maximum allowable statutory 

nalty for lementis' co nuous viol t on of TSCA ction 

(el, spanning more than rs, would be over $6 

million. However, EPA is not proposing the statutory 

maximum pena y in this ma t r, and has applied the fa 0 s 

ion is divided into 
penalty 

this As stated 
rout ust s_dtutory s 
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in the TSCA RP to determine that a penalty of 2,3 ,000 

is approp i te n reasonable. 

In c lcul ting the appropriate proposed c viI penalty 

for this TSCA section 8(e) violation, EPA determined the 

"base penal y" for the violation using the TSCA ERP an its 

Penalty Matr x. As explained below, the base pena ty s 

used n a ormu a ided in the TSCA ERP t de t e 

ppropr "g sed penalty." A er he g ty 


ba ed 
 culated, it may be adjust upwa 


dowmvard k into account the following rs: 


degree of culpability; history of prior such violations; 


abilit to pay; ability to continue in business; and such 


other matter a justice may require. 


Base Penalt 


To establi h he base penalty in this case, EPA h 

used the anal i ramework in the TSCA ERP. h 

ERP provide , tion may be classified as ch 

con ro , ch sited da a gathering, ha rd/ k 

assessme n u ERP at 9. For all repor ng 

violat on pe alty ss ssments, the nature of the violation 

is "hazard/risk asse smen " TSCA ERP at 9, 18. This 

classification stems from the Agency's use of TSCA section 

8(e) information to valuate the potential risks associated 

with chemicals and to initiate immediate action necessary 
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t protect health and the environment. T CA ERP at 20. As 

, the nature of th TSCA section 8(e) v olation is 

"h rd/risk asse n " 

The circumst of the vi lation 

s ablishes the "level" of the base penalty, which is found 

on the vertical or axis of the Penalty Matrix in the TSCA 

ER TSCA ERP at 18. The circumstances is ref ects the 

ity of u t n from rt r v olation. 

I For reporting v lations, the en i harm is to the 

ncy's ability to ass ss hazard/risk to human health and 

the environment. Id. As the TSCA ERP states, "non 

repo ing/failure to report ... are extremely erious 

v tions . ... n Id. a 1 Similarly, th RP 

stat ,"Failure t with the TSCA § 8( ) reporting 

r irements can be the most serious vio ation of TSCA § 

8." Id. at 20. Non reporting of TSCA secti 8 (e) 

in rma ion is treat a a "Level I" viola i , and the 

ERP further prov that penalti r h s type of 

i should on a per day basis. Id. at 9. 

The extent of the v ation reflects the xtent of 

pot ntial harm caused by a violation, and is found on the 

h rizontal or x- axis of the Penalty Matrix. For reporting 

qu rements such as T section 8(e), "harm s de ned as 

i bility of t y t carry out it ri 
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assessment responsibilities under TSCA." Id. at 11. 

Respondent's failure to s t the Modern Four Plant Report 

to the Agency constitutes a 0 a on f TSCA section 8(e) 

involving human da a, and, therefo i characterized as a 

"Major Extent" violation. 

This is ne f th rious v 0 ation types for 

purposes of ca culatin the a i te penalty and, 

consequently, is subj t hi st base penalty under 

the TSCA ERP's Penalty ursuan o the Penalty 

Matrix, the bas y or t first phase of the 

calculation is $27,500 and the base penalty for the second 

phase of the calculation is $32,500. 

Gravit Based Penalt 

After determining the base penalty for the violation, 

EPA applied th appropriate formula to determine the 

gravity ba p na y. TSCA section 8(e) violations do not 

have a cap th r f ys for penalty assessment; 

t re ref enti led t propose an assessment of 

penal ry o he violation. The T ERP 

not s t 

[f]ailu t Y with the TSCA §8(e) reporting 
requ n can be the most serious violation of 
§8. The r orts alert the Agency to new informat 
which may have a bearing on the Agency's chemical 
hazard/ri k assessment and chemical control effort . 
This ERP reflects the seriousness the ency taches 
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to violations of TSCA §8(e) not placing caps on the 
penalt es assessed for these violations. 

TSCA ERP at 20. Assessment 0 a per day pena ty for the 

ful peri f violation is consistent with both secti 

16(a)() ofT , whi h prov des for It es to be 

a essed r each day 0 the v ation, and w th the 

Presiding Off cer's ruling hat TSCA section 8( 

iolati s are onti u ng in n ture. (Order on 

Res nt's Moti for on the Pleadi s at 12 

(March 5, 2011)) I this case, he TSCA section 8(e) 

vi lation did n disru the ncyls ability to address 

situations which i lve ent 1 immin nt hazard, 

substantial endangerment situations or unreasonable risks. 

Th refore, the fo la provide for a ificant reduction 

in th per day pena ty as essment for a TSCA section 8(e) 

violat , aft the irst day of v lation. T 

applicable alty formul for ermin ng t gravity 

based nalty in th s matter is as follows: 

Base lty -j 

30 

As explain n the TSCA ERP, the first "Base Penalty" in 

the formula represe s the f rst day of he violation. 
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In applying the app cab e formula above to calcu te 

the gravity based penalty, EPA has determined i was 

reasona e to se October 2 , 2002 as he first day of 

violation or purpo es of cal ating the gravity based 

penalty. s applie a fifteen working day "grace pe iod H 

t was pro ded for i the ncy's guidan at the ime 

of the violati ev n t the statu requires that the 

informa on be reported "immedia ely" to he Adminis rator. 

See 1978 Policy Statement (eX 17). Therefore, the gra ity 

based pena ty is based a period f violation inni 

October 29, 2002 and ending November 16, 2008 and is 

calculated as foIl 

ober 9, 002 - Ivlarch 4, 2004 3 

7, 00 + 

Ivlarch 15, 04 November 16. 008 ,708 days 

The fi I gravity ba ed penalty for this action is equal to 

the sum f the two es and i 2,338,0 O. 

ments to Gravit 

EPA has con idered he adjustmen factor and has 

determined at this time tha no upward or downward 

djustme o the gravity based penalty is appropriat in 
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this case and therefore the gravity based penalty is the 

proposed civil penalty amount to be assessed in this 

matter. However, as noted above, EPA will consider new 

information received after the filing of this Initial 

Prehearing Exchange and submit to the Presiding Off icer any 

appropriate adjustments to the proposed penalty with in 

fifteen days o f Responde nt's Initial Prehearing Exchang e 

cons istent with 40 C.F.R. § 22.19(a) (4) . 

VII. EPA PENALTY POLICY 

In developing the proposed penalty, Complainant only 

relied upon the f ollow ing two Agency guidance documents: 

the Guidelines and the TSCA ERP, effective June 1, 1999. 

Complainant previously provided a copy of these guidance 

documents to Re spondent at the time Complainant filed the 

Complaint. 

Respectfully submitted, 

! 

Mark A.R. Chalfant, Attorn 
Waste and Chemical Enforcement Division 
Office of Civil Enforcement 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue , N.W. 
(MC 2249A ) 
Washington, D.C. 204 60-0001 
303 - 3 12-6177 
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I certify that the foregoing Complainant's Initial Prehearing in Docket No. 
TSCA-HQ-20 10-5022, June 10, II, was sent day in the following manner to the 
addresses listed below: 

Sybil 

Protection 

of Administrative Judges 
Court. 350 

109914th N.W. 
Washington, DC 20005 

for John 1. III 
Ronald 1. 
William S. Pufko 
Morgan, & LLP 
170 I Market Street 
Philadelphia, 1910J 

Presiding Judge: The Honorable Susan L. 
U.S. Environmental Agency 
Office of Administrative Law Judges 
Franklin Court, Suite 3 
1 14th Street, N.W. 
Washington, DC 20005 

Officer 
Waste and Chemical Enforcement Division (2249A) 
Office of I Enforcement 

Environnlental Protection 
1200 Pennsylvania Ave, N.W. 
Washington, D.C. 20460 

202-564-41 


