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I. INTRODUCTION 

Under the authority of§ 5( e) of the Toxic Substances Control Act ("TSCA ") (l 5 U.S.C. · 

2604(e) ), the Environmental Protection Agency ("EPA" or "the Agency'') issues the attached 

Order, regarding two premanufi\cture notices ("PMNs") P-09-293 and P-09-294 forthe chemical 

substances [ 

]; and [ 

]; CAS Registry Nlllilbers: [ ] ("the PMN substances") fubniitted by [ 

] ("the Company"), to take effect upon expiration of the PMN 

· review period. The Company submitted the J>MNs to EPA pursuant to§ 5( a)(l) of TSCA and 40 

CFRPart 720. 

Under§ 15 ofTSCA, it is unlawful for any person to fail or refuse to comply with any. 

provision of§ 5 or any order issued uuder § 5. Violators may be subject to various penalties and 

to both criminal and civil liability pllrsuaUt to § 16, and to s:pecific enforcement and seiztire 

pursuant to § 17. In addition, chemical substances subject to an Order issued under§ 5 ofTSCA; 

such as this one, are subject to the § 12{b) export notiee requirement. 

II. SUMMARY OF TERMS OF THE ORDER 

The Couse)lt Order for these two PMN substances requires the Company to: 

(a) submit to EPA certain tiered toxicity, environmental fate and physical/chemical testing on 

the PMN substances P-09-293 and P-09-294 at least 14 weeks before manufactuiing or importing 
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a total of[ ], [ ], [ ], [ ], and [ ] kilograms (kgs) of the two 

PMN substances; 

(b) analyze and report to EPA [ ]*impurities; 

( c) not exceed maximum levels of [ ] impurities; . 

( d) mailltain certaID records~ 

Although a Com;ent Order for Contract Manufacturer is not attached to extend the requirements 

in this Order to an identified Contract Manufacturer, the Company may use a Contract . 

Manufucturei; in the future, if a modification of this Order by an Order for the Contract 

Manufacturer is approved and signed by EPA and is signed by the Contract Manufacturer. This 

Consent Order establishes the reqnirem~ts for the Company if a Contract Manufacturer 

manufactures the PMN substances. Prior to using a Contract Manufacturer, the Company must 

submit to Et> A the Contract Manufucturer identity and other manufacturing process, and 

exposure, and release information concerning the Contract Manufacturer. The Contract 

Manufacturer would be required to keep records of quantities manufactured, but the Company 

must submit to EPA the required testing. 

III. CONTENTS OF PMNS 

By signing this Order, the Company represents that it has carefully reviewed this 

document and agrees that all iufomiation herein that is claimed as confidential by the Company 

. . 
is correctly identified within brackets and that any iufonnstion that is not bracketed is not 

*As used in both the Preamble and Consent Order of this document, the tenns [ l 
mean [ ] 
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claimed as confidential. To make this document available fur public viewing, EPA Will remove 

only information contained within the brackets. 

Confidential Business Information Claims (Bracketed in 1he Preamble and Order): company . 

identity, specific chemical identity, production volumes, manufucturing process, processing, and· 

use infomiation, and other information. 

Chemical Identities: ·. 

Specific: P-09-293-1 

]; and P-09-294--[ 

J; CAS Registry Numbers: [ ]. 

Generic: Pho8phoric aeid; mixed esters with partially fluorinated alcohol, anunonium salts: 

Use: 

P-09-293 and P-09-294 · 

Specific: --[ 

]. 

Generic: 1) Coating for open, non-dispersive use; and 2) Surface active agent. 

Maximum 12-Month Production Volume: P-09-293--[ ] kg/yr and P-09-294-[ l kg/yr 

Test Data Submitted with PMN arid During the Review Period (many acronyms are subsequently 

explained in section IV below where 1he results of1he studies are discussed): 
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P-09--293-with the original PMN and during the subsequent review period: Acute 

Inhalation study (Approxiaiate Lethal concentration (ALC), 

]; Acute Oral 

LD50 [' 

]; Skin and Eye Irritation; 48-hr Daphnia Scri:ening and Dapbnia test EC 50; 

·.Toxicity to Aquatic Plants-Afgae; Ready Biodegradability; Bacterial Reverse Mutation, 

and 1.ocal LyniphNode Assay {LLNA);. 

P--09-294--0ral LD 50 [ J; Skin and Eye Irritation; Bacterial Reverse Mutation; 

Inher~b.t Biodegradability; Toxicity to Aquatic Plants-Algae; Local Lyniph Node Assay · 
. . 

{LLNA){' ]; and 48-hr Daphnia Screening study EC50 [' 

}; 

List of Ongoing Studies (at the time of PMN submission} 

Toxicity Studies on [ ]: 

]-11560 [ J-24748: [ ] Screeillng I 0-Dose Oral Gavage Study in · 
Rats; 

· [ J-18510 [ ]: Repeated Dose Oral ToxicityTwo-Week 
Gavage Study 3 volumes; Repeated dose, 90.:U.ay Study wii:h Reproductive Screen 
(suhmitted in July 2007). 

IV •. EPA'S ASSESSMENT OF EXPOSURE AND RISK 

The following are EPA's predictions regarding the probable toxicity, human exposure 

· and environmental release of the PMN substances, based on the information currently available 

to the Agency. 
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Human J1ealth Effects and Fate Si1mmazy: EPA has concerns for potential incir;teration or other 

decomposition products of the PMN substances. EPA also has concerns that the PMN 

substances under some conditions of use-- partirn;tlarly non-induStriaJ, commercia1, or consumer. 

use- could cause lung effects, based on limited data on sonie perflriorinated compounds. During 

the review period, the Company submitted an Acute Inhaiation study on P-09-293 [ ;]. 

· The Acute Inhalation study in rats on P-09"293 was conducted over a 4-hour exposure 

period. The doses for the study were 50, 86, 150, and 500 mg/m3. All five rats died at the two 

highest, doses, while one :tat died at 86 mg/m3. the. other four rats recovered and gained v,;eight 

normally, beginn:in:g three days post-exposure. fu the 50 ing/m3 group th~ were no deaths and ' 

fue rats gained weight normally tWo days' after exposure. 

· EPA expects lhat the PMN substances will degrade based on [ 

]. The PMN substances are reaction products and may degrade to 

[ l 
' ' ' 

Based on information Submitted to EPA during the PMN review period, the PMN 

substances have [ ]. EPAhas 

agreed that for routine analysis, the Company may analyze the Starting material, the! 

] for the following analytes: l 

]. The Companywill 

also anntially analyze the starting material, [ ] for [ ], including establishing 

calibration curves where the LOQ is [ ]. However, at initial manufucture and at 

least annually thereafter, the Company has agreed to analyze representative samples of interim 

formulations called the "Initially Isolated Formulations" of the fuiaI. formulation of the PMN 
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substances. "Initially Isolated Formuiations" is defined in the Definitions section ofthls 

Consent Order (Attachment A). 

The Company will continue .to work towards reducing the. maxirilinn. amount of 

impurities [ :]. During commercial production, 

these impurities are produced partly by [ 

} The Company has agreed to seek ways to minimize these impurities. The 

Company, in consultation with EPA, has agreed. to [ 

J. The Compaily fa also 

evaluating other chemical management steps, which include. [ 

J. To further document and control the actual 

. contamination and drorts to reduce the impurity levels, the Company will limit the maximum 

impurity levels in the starting material, [ ] not to exceed the current attainabie 

levels (see Tables l and 2 in the Chemical Synthesis and Composition section of the atJ:ac;hed 

Consent Order), and will report the various impnrities [ 

J annually. 

These per:fluorinated produets may be released to the environment from incomplete 

incineration of the PMN substances at low temperatures. EPA has preliminary evidence, 

including data on other [_ J, that suggests that, under some 

conditions, the PMN substances could degrade in the environment. EPA has concerns that these 
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degradation products will persist in the environment, could bioaccumulate or biomagnify, and 

could be toxic (PBT) to people, wild mammals, and birds based <in data on analog chemicals, 

including perfluorooctanoic acid (PFOA) and [ ]. The 

presumed perfluorinated degradants for these PMN substances fuclude [ 

.]. There is limited toxicologic3.l data in animals on [ l or precursors, which is 

summarized below. 

PFOA is expected to persist for years in the environment Biodegradation and photolysis 

tests of analogous substances indicate little or no biodegradation or photolysis of perfluoroalkyl 

compounds. Bioaccuinulation conci;ms are based on the measured presence of certain 

· perfluoroalkyl compollllds; fu.cluding PFOA, in wildlife and in human blood samples. Toxicity 

studies on PFOA indicate devel~pmental, reproductive and syst~c fuxicity ht various species. 

Cancer may also be of concern. These fact0rs, taken together, raise concerns fur potential 

adverse chronic effects in h~ans and wildlife.· For· additional hirormation about PFOA, 

consult the EPA regtilafury docket at OPPT-2003-0013. Additiooal information about PFOA, 

[ ], and other perfluorinated substances may also be found in the Administrative Record 

for PFOS, PFOA, and Tel;m~rs and Related Chemicals (Ak-226). Administrative Record 

(AR-226) is not currently av<iilable online, but copies can be requested on CD-ROM from the 

EPA Docket office by calling 202/566-0280 or sending an email request to oppt.ncic@epa.gov. 

Limited toxicological, ecologi~l, and fate data now exist on [ ] and SOille of the 

[ ]-derived polyniers and other substances; see the PMN dockcl for data for these specific 

PMNs. A pharmacokinetics study on [ ] and for comparison perfluorobutane sulfonate 

(PFBS) in the Cynomolgus Monkey was siirn'nitted previously. This study indicates that the 
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serum half-life ofl ] in these monkeys is less than 24 hours, whereas the lialf-life of 

. PFOA in monkeys is 20.9 dayg in female monkeys, 32.6 days in male monkeys, and 3.8 years in 

humans. Another ~ompany also conducted a pharmacokineties study on [ ] in rats that 

showed a serum half-life of one hour or less. These data and assessments supportthe 

assessment of reduced bioaccumulation of [ ] relative to PFOA. 

·.·The Company subject to this Consent Order has conducted a 90-day ·study with~ 

reproduction screen on [ ]. Dose levels for this study were 0, 20, lOO,. 

. and 500 mglkg!day. EPA received this study at the end of July 2007. EPA review of this study 

concluded that a no-observed adverse effect level (NOAEL), was not established in this study · 
. . . . - . . . . 

for systemfo effects. There were num~ous effects ·at 100 and 500 mg/kg/day on nasal tissue, 

liver, and th}'roid, and at 500 mg/kg/diiy on body weight, the red bfood cell system,. clotting, and 

the kidney. Tbe EPA revi~er concluded that although not clearly dos(} related, the elevation of 

two markers fui liver toxicity across all treated groups of males in clinical chemistry, and the· 

finding of focal necrosis. in the liver aeross all treated groups of males, as well as, in treated . 

recovery males, and the absence of this result iii the controls, leads to the conclusion that no 

NOAEL was achieved. 

For the one-generation reproductive toxicity study component ofthis study, the 

reproductive toxicity NO AEL is 500 mg/kg/day (the highest dose tested). The systemic toxicity 

NOAEL for Pl rats was 20 mg/kg/ day based on decreased body weights/body weight gains at 

100 and 500 mg/kg/day. The systemic toxicity for Fl adults is 100 mg/kg/day based on.reduced 

body weights/body weight gains and reduced food consumption at 500 mg/kg/day. The 

developmental toxicity NOAEL for Fl pups was 100 mg/kg/day based on decreased pup 
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weights at 500 mg/kg/day. The rats (Pl generation; 20/sexfl!Jonp) '."ere administered gavage 

doses of 0, 20, 100 or 500 mg/kg/day for 70 days pre-mating, and then mated for a ma<dminn of 

. 2 weeks to produce I litter. Dosing was continued during mating, gestation, and lactation. 

m addition, in 2005, another company conducted a Combined. Repeated-Dose Toxicity 

Study with Reproduction/Developmental Screeiliiig Test, (OECD 422) in rats for [ ] and 

tbe [ }. The EPA review of these subchronic and reproductive data on [ ] 

and the [ ] concluoed that for [ ] no reproductive effects were st;en at any 

dose. Dose levels were 50, 150, and 450/300 mg/kg/day (450 w<IB reduced to 300 in the study 

on day 4 because of toxicity). However, systemic effects-prini.atily liver effects--were seen. 

EPA review places tbe NOAEL for [ ] at 50 nigfk:g/day. For the [ ], the 

doses were 25, 75, ai:td 225 mg/kg/day. For systemic effects, no NOAEL was achieved with the 

Lowest-Observed Adverse Effect Level (LOAEL) at 25 mg/kg/day. For reprodlictive or 

developmental effects,. the NOAEL is 75 mg/kglday :ind the LOAEL is 225 mg/kg/day, 

In 2006, another company submitted a 90-day Oral Repeated Dose Toxicity Study 

(OECD 408) for [ ]. Dose lwels for this study were 0 (vehicle control), 10, 50, or 200 
. . . 

· mglkg/diy and were based on the previous Combined Study (OECD 422). EPA review set the 

Lowest- Effect Level (LOEL) or LOAEL at I 0 mg/kg/day, bruied on the body weight gain being 

lower in all treated groups of males. There was treatment-related toxicity in the liver and the red 

blood cell system (anemia) in males at 200 mg/kg/day. There was also increased peroxisomal 

beta oii.dation activity at this dose ievel. Hepatotoricity and peroxisomal beta oxidation activity 

have also been seen in studies on PFOA. 
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The significance of the finding of a benign brain tumor ( astrocytoma) in one male rat in 

the high dose group is not clear. It is not the type of tumor normally associated withPFOA-type 

compounds, is not a rare tumor, and maybe incidental. Abnormal histopathology was observed 

in the testes (2 males) and epi<lidyillides (1 male) ;u 200 mg/kg/day and is a sign ofconceni for 

male reproductive toxicity. Further testing should investigate male reproductive effects. From 

this study, the potential for immunotoXic effects is low. There have been some studies showing 

iromlll).otoxic effects :Q:otn PFOA. Any investigation of immunotoxic effects should await the 

corroborative testing now being conducted by EPA, Office of Research and Development. 

There were no clinical signs of neuroto:xicity and there were mi treatment-related effects in the 

functional observation battery or motor behavior. 

Another 90"day study has been submitted to EPA on [ .]. · EPA review of that 

study concluded that bltiod and liver effects were seen at the highest dose. This study had 

~niparable doses with the other studies, 

These and other data indicate a different and 1ess toxic profile for [ ] (a presumed 

environmental degradant of the PMN substances) tha:n for PFOA. However, based'cm: (1) the 

persistence of [ ]; (2) poteutial intermediate fate :Products; and, (3) the possibility or . 

· likelihood that this substance may be used as a major substitute for some uses of PFOA, EPA 

believes that more information is needed on the toxicity of [ .] and possibly other 

environmental degradants, and the fate and physical/chemical properties of1 

related polymers in the environment. 

,]-derived or 

EPA also believes that additional reproductive and long-term toxicological testing on 

[ .] in animals is warranted. To this end, the Company has conducted a 90-day Repeated 



_Dose Study With Reproductive Screen. EPA_ expects that a modified reproductive test (OECD 

421, modified) will be conducted by another company. The modifications for the reproductive 

test include: (1) increas~ fue parental sample size to 20; (2) the duration of the study shohld be 

extended to until the pups have reached sexual maturation; (3) parental males should be dosed 

for I 0 weeks prior to mating; ( 4) dosing of 1he parental animals should be continued through 

lactation and 1hen fue pups should be directly dosed until they reach sexual maturation; (5) pup 

bodyweight should be recorded on lactation days 0, 4, 7, 14, and 21, and then at weekly 

. intervals, (6) litter size can be st!!lldardized to 4 pups/Jitter on lactation day 4 ·(optional); (7) at 

· weaning one pupisex/litter can be randomly selected to follow until sexual maturation; and (8) 

fue time of sexual matuation should be recorded (i.e. vaginal opening and pteputial separation). 

EPA expects 1hat another company will also condrtct a Combined Carcinogenicity/Chronic 

Toxicity test (OPPTS 870.4300/0ECD 453). ·An avian reproduction test (bobwhite quail) 

. (OECD 206) will also be conducted by another CC:,mpany. EPA may still seek additional a-rian . 

reproduction testing (OECD 206) in mallard ducks. In ll.ddition, comparative data, especially on 

the pharillacokinetics of [ ] and other perfluorinated substances will be developed by 

. testing of the National Toxicology Program (NTP) in the so-called Perfluorinated Compounds 

Class Study. 

EPA believes 1hat characterization in mammalian studies of the PMN substance, P-09-

294 would be valuable. EPA is requiring this testing at a: certain production volume of the two 

PMN substances. 
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Environmental Effects Summary: EPA expects the PMN substances or the degradants to be 

· highly persistent. Hydrolysis of the [ ] may be approximately 5 years to generate 

the [ ] abiotically. However, there are [ J enzymes produced by 

certain organisms thatmay haste~ this process. A study on sludge degradation 

of a similar [ ] produced perlluorinated alkyl carhoxylates (PFAC) in 16 

days. 

The Company conducted testing on daphnia, and algae on formi,tlations of P-09-293 

[ ] andP-09-294 [ ]. For P-09-293, the results were: Daphnia 48 hr EC50 

of> 120, > 120 and 87.6 mg!L (aqueous dispersions, tbiee different concentrations) and Algae of 

34,7 mg/Land for P-09~294, the Daphnia 48~hr EC50 was >120 mg!L and Algae was 46.l 

mg!L. 

EPA will require that the PMN substances, P-09-293 and P09-294 be tested in fish flow-

through method with analytical measurement of the test substance and that a certificate of 

. analysis for the test substanee be submitted. EPA may require Fish Early Life stage testing if 

the substances show toxicity in the acute fish tests at less thari 1 mg!L. The Company must 

consult the OPPTS guideline 850.1000: Special considerations for conducting aquatic · 

laboratory studies: In addition, there is high concern for possible environmental effects from.the 

potential persistent degradation product [ ]. As stated previously, the analog PFOA is 

persistent in the envirolllilent ·and has a long bioretention time in various species. It has been 

detected in a number of species of wildlife, including marine mammals. It is toxic to 

mammalian and other species. The presence ill th.e envirornnent and toxieological properties of 

PFOA continue to be investigated. Some limited acute ecotoxicological effects data exist on 
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[ ] in :fiSh, dapbnia, and algae. EPA believes development of additional chronic data on 

· [ ] is warranted. ·These studies are being conducted by other companies. 

Exposure ancl Environmental Release Summary: Thermal and simulated i:ricineration testing 

erists on some related polymers. 1bis testing 1ndicates that incomplete incineration products . 

are formed at lower incineration t~peratUres. Modified Zahn-Wellens and Semi~Continuous 

. Activa~ Sludge (SCAS) biodegradatlon tests have b~ c0nducted on some related polymers. 

EPA has determined that some related polymers degra<le, while another did.not show :iigns of 

degradation during the time.frame. of the test. EPA has received and reviewed test data showing. 

that.certain polymers with perfluoroalkyl subStituents degrade to form perfluoroalkyl containing 

.intermediates and perfluoroaJkyl containing organic acids. EPA expects that these PMN 

substances will degrade. 

The PMN substances are expected to be used in 1) [ 

. ] and applied by ind~trial and commercial applictttors and used in [ 

] by con$umers; and 2) [ ]. ThePMN 

substances are expected to be manufactured at [ ]. Releases to. water and air via 

incineration are expected during manllfactuie from equipment and containei: cleaning. 

Occupational exposures are expected to be by the dei:mal route. During processing for the 

. [ ] use, processing is estimated at [ ] sites for [ l 

days per year; and for the [ ], processing is estimated at [ ] sites for [ ] 

.. days. ReleaSe could be via incineration or to water. 
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. During use at many sites, releases could be to water or landfill. Commercial use could be 

by[ ]. Occupational exposures are primarily dermal'. The Company Material 

Safety Data Sheet (MSDS) recommends impervious gloves and NIOSH approved respiiatoi:s . 

where there is potential for airborne exposures. 

Consumer exposure will be dermal, except there is a possibility of commercial and 

consumer spray use for the [ ] use. The PMN substances will 
. . . 

be at a maximum of I ,] in the I ] formulation fur tonsumeruse. EPA believes that the · 

consµmer use of the PMN substances are consistent.with ail a.Cure exposure pattern .. Using an 

EPA model that eStimates spray [ .. ] exposures, EPA calculated a peak 10-seeond exposure. · 

EPA estimates that the 10-second peak is maximum exposure of 0.0279 mg/m3 would occur. 

Comparing the I 0-secorid peak exposure with the dose and effects in the Acute fuhalation study 

where no deaths occnrred and minimal effectS were observed gives a ratio ofgreater than 100. 
. . 

Therefore, the ptedicted inhalation exposure from spray application by consumers is not expected 

to present a significant risk. 

V. EPA'S CONCLUSIONS OF LAW 

The following findings constituu; the basis of the Consent Order: . 

. (a) EPA is unable to determine the potential for hmnan health and environmental effects from 

exposure to the PMN substances .and potential degradation products. EPA therefore concluues, 

pursuant to § 5(e)(l )(A)(i) ofTSCA, that the information avaihble to the Agency is insufficient 

. to permit a reasoned evaluation of tlie human health and environmental effects of the PMN 

substances and potential degradation products. 
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(b) In light of the potential risk of human health and environmental effects posed by the 

iincontrolled manufucture, import, processing, distribution in commerce; use, and disposal of the 

PMN substanees, and the Agency's conclusion that issuing the Order will not re8ult in any 

significant loss ofbenefits to society, EPA has concluded, pursuant to§ 5(e)(l)(A)(ii)(J:) of 

TSCA, that uncontr6lled manufucture, import, processing, distnlmtion in commerce, use, and 

disposal of the P~ substances may present an unreasonable risk of injury to human health and 

the envitomi:ient. 

(<{;) In light of the estimated production volume of, and human exposure to, the PMN substances 

and potential degradation products, EPA haS'firrther concluded, pur$uant tO § 5( e)(l )(A){ii)(Il) 

of'.('SCA, that the PMN substances will be produced in substantia.I quantities and may 

reasonably be anticipated to entt;r the environfilent in substantial quaritities, and there may be 

significant (or substantial) human exposure to the substance and potential degradation products . 

. VI. INFORMATION REQUIRED TO EVALUATE HUMAN HEALTH AND 
' . . 

ENVIRONMENTAL EFFECTS 

Tri!ig;ered Testing. The Order prohibits the Company from exceeding specified 

·production volumes unless the Company submits the infonnation described in the Testing 

· section of this Order in accordance with the conditions specified in the Testing section. The 

physical properties of the PMN substances and target analytes present technical challenges in 

conducting the required testing. EPA will review submitted protocols in a timely fashion as 

stated in the Consent Order and :Provide additional relevant information and input to the extent 
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that it is known and not claimed confidential by other companies. EPA is requiring testing on 

P-09-293 and P-09-294. 

Pending Testing. The Order-do~s not require submission of the following information at 

any specified time or production volume. However, the Order's restrictions on manufacture, 

import, procesiing, distribution in colQ:lllerce, use, and disposal of the PMN substances will 

. 
remain in effect until the Order is modified or revoked by EPA based on submission of the 

following or other relevant iuformation. -

EPA expects that protocols would be submitted prior to any additional toxicological or. 

-ecotoxicolrigical testing required under this Consent Order. -Due to the limited water solubility 

of some of these substances and consequent analytical difficulties,' sorne modi:!ication of the 

protocols may be necessary. These and other modifications will be agreed upon between EPA 

and the Company. · 
. -

-. (1) Because some con~s for the PMN substance.$ are based on analogy between 

[ ] and PFOA, and because [ ] is a potential ultimate degradation product of the 

PMN substances, the following additional information on [ ] would be necessruy to 

evaluate the human health and environmental effects which may be caused by the PMN 

substances: a modified I-generation reproduction stody in rats or mice (OECD Guideline 421 

modified as stated earlier in the Preamble) or other reproduction testtng in animals that· 

addresses concerns raised ill other testing on [ . ]; a combined chronic 

toxicity/carcinogenicity test in Sprague Dawley rats (OE~D Guideline 453); and an avian 

reproduction test (OECD Guideline 206) in bobwhite quail and mallard ducks. 
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(2) Information on.inhalation toxicology if the substarice were to be sprayed by 

[ 

] or sold for spray application use by consumers 

where use might be typically repeated in a chronic manner. This could include a repeated dose 

inhalation stUdy with a bronchoalveolax lavage component and special attention to 

histopathology (inflammation and cell proliferation) or other relevant information. Ba.Sed on 

current expected use, no additional mammalian toXicology testing is recommended for this 

exposure via inhalation. 



UNITED STATES ENV!RONMEi\ITAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

CONSENT ORDER 

. . 
I. SCOPE OF APPLICAB'ILITY AND EXEMPTIONS 

OFFIC~ OF 
PREVENTION, PESTICIDES AND 

10XIC SUBSTANCES 

. {a) Sccipe. The requirements of this Order apply to all commercial manufacturing, processing, 

distribution in commerce, use and· disposal of the following two chemical substances, [ 

1 (P-09-293); and [ 

] (P-

09-294); CAS Registry Numbers: [ ]. (the "PMN substances") in the United States 

by[ ] ("the Company''), except to the extent that those 

activities are exempted byparagraph (b).· 

(b) Exemptions. Manufacturing of the PMN substances is exempt from the requirements of this 

Otder (except the requirements in the Recordk:eeping and Successor Liability Upon Transfer Of 

Consent Order sections) only to the extent that (1) these activities are conducted in full 

compliance wifu all applicable requirements of the following exemptions, and (2) such 

compliance is documented by appropriate record keeping as required in the Record.keeping section 

of this Otder. 

lntemetAddress (URL) 8 http:/hvww.~.gov 
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(1) Ellport. Until the Company begins commercial manufacture of the PMN substances 

for use in the United States, the requirements of this Order do not apply to manufacture, 

processing or distribution ill commerce of the PMN substances sol~ly for export in accordance 

with TSCA §12(a}and (b), 40 CFR 720.3(s) and 40 CFRPart 707. However, once the Company 

begins to manufacture tli.e PMN substanees for use in the United States, no further activity by the 

·, 

Coinpa'ny involving the PMN substances is exempt as "solely for expoo:t'' even if S01J1C amount of 

the PMN substances is later exported. At that point, the requirements ofthls Order <ipply to all 

activities associated with the PMN substances while ill the territory of the United States. Prior to 

leav:i:itg U.S. territory, even )hose quantities or batches of the PMN substances that are destined for· 

· export are su~ect to terms of the Order, and count towards any production volume test triggers in 

the.Testing sectfon of this Order. 

· (2) Res.earch & DeVelopment ("R&D"). The requirements of this Order do not apply to 

manufacturing, processing; distn"bution in commerce, use and di8posal of the PMN subst.ances ill 

small quantities solely for research and development in accordanee with TSCA §5(b.)(3), 40 CFR 

720.3(cc), and 40 CFR 720.36. Thereqµirements of this Order also do not <ipply to.· 

manufacturing, proeessing, distribution ill commerce, use and disposal of the PMN substances 

when manufactured sole!y for non-corinnerdal research and development per 40 CFR .720.30(i) 

and TSCA §5(i). 

(3) Byproducts. The requirements of this Order do not apply to the PMN substances 

when they ·are produced, without separate commercial intent, ·Only as a "byproduct" as defined <1t 

40 CFR 720.3(d) and in compliari.ce with 40 CFR 720.30(g). 

(4) No Sffiarate Commercial Puniose. The requirements of this Order do not apply to the · 

PMN substances when they are manufactured, pursuant to any of the exemptions in 40 CFR 
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720.30(h), with no oonimercial purpose separate from the substance, mixture, or article ofwhich 

they are a part. 

( 5) Imported Articles. The requirementS of tlris Order .do not apply t~ 1he PMN. substances 

when they are imported as part of an "article" as defined at 40 CFR 720.3(c) and in c<impliance 

with 40 CFR 720.22(b)(I). 

( c) Automatic Sunset If the Company.has obtained for the PMN subs~ces a Test Market 

Exemption ("TME") under TSCA § 5(h)(l) and 40 CFR 720.38 or a Low Volume Exemption 

("LVE") or Low Release. and Exposure Exerription (''LoREX") under TSCA §5(h)(4) and 40 CFR 

723.50(c)(l) and (2) respectively, any such exemption is automatically rendered null and void aS . - . . 

of the effective date of this Consent Order .. 

IT.· TERMS OF MANUFACTURE. IMPORT. PROCESSING. 
DISTRIBUTION IN COMMERCE, USE. AND DISPOSAL 

PENDING SUBMISSION AND .EVALUATION 
OF INFORMATION 

PROHIBffiON 

The Company is prolubited from mimufucturitig the PMN substances in the United States, 

for any nonexempt commercial purpose; pending the development of infonnation necessary for a 

· reasoned evaluation of the human health and envirorrtnental effects of the substances, and the 

completion ofEPA's review of, and regulatory action based on, that infonnation, in accordance. 

with the conditions descn1ied in this Order. 

CHEMICAL SYNTHESIS AND COMPOSITION 

(a) Restriction. The Company shall not manufacture the PMN substances unless the [ 
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J starting material is in compliance with and does not exceed the limits specified in Table 

1 andTable 2. The Company shall analyze the Initially Isolated Formulations of the PMN 

. substances for the analytes specified in Table 3 upon initial co=encement of manufacture, and 

at least annually anafyze and report thereafter, until one year after the date of the last joint 

manufacture or processing o;f a product that contains [ ] products at the facility. 

The Company shall report to the Agency the levels of impurities [ 

. ] associated with the PMN substances manufactured by the Company, as 

· specified below. For routine a:naiysis, the Company shall analyze the starting material, [ 

] for the following analytes shown in Table 1 below:[ 

]. The Company will also allllually analyze the starting material, [ ], for 

the analyte [ 1 shown ill Table 2, below. The Company shall make 

its best effort to minimize these impurities and to seek to eliminate them. 

(b) Analysis and Re,porting. The Compimy shall analyze representative samples of the Initially 

Isolated Formulations of the PMN substance.s manufuctrired or imported by the Company to 
. . 

determine complianee with the requirements in paragraph (a). The Company shall also analyze 

· the Initially Isolated Formulations of the PMN substances at each manufucturing facility both . 

(1) at the initial commencement of non-exempt manufacture of the P~ substances at that 

facility, and (2} at least annually thereafter during every year in which the PMN substances are . . 

~anufuctured at that facility or imported. If any new facility of manufactore is added or if 

the process ofmanufaCture of the PMN substances or any inteb:nedi~e thereof is ~igni:ficantiy 

altered, then the Jnitially Isolated Formtilation of the PMN substances must be analyzed at 
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commencement, and annually fuereafter as set forth above. If fue PMN substances are imported, 

th~ Company shall obtain from the foreign manufacturer written documentation to certify that 

representative samples of the imported form of the PMN substances have been analyzed, 

consistent with the requirements of this paragraph (b ), and detennined to comply with the 

.requirements of paragraph (a). The Company shall re{Jort the above analysis to EPA at initial 

commencement of manufacture or import and again if any new manufacturing facility is added or 

if the process of manufacture of the PMN .substances or any intermediate thereof is significantly . 

altered. The Company shall continue to report these impurity levels to EPA annually, in a cycle 

complementary to the [ ]. In 

additlon to the reporting for the Initially Isolated I1ormulations of the PMN substances themselves, 

the Company shall, for the [ ] starting material, annually report (1) the average values 

and the range of values, including outlying data, for th~ routine analysis for the analytes Specified 

in Table 1 and (2) the results of the a:iJnual analysis for the analyte specified in Table 2. 
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TABLE 1: 

TO BE ROUTINELY ANALYZED IN [ ] STARTING MATERIAL 

Analyte CASNumber Limit in [ ] 

[ [ ] [ 
] ] 

[ ] [ ] [ ] (combined) 
[ ] [ ] 

[ ] [ l [ ] ' 

[ l [ ] [ I (combined) 
[ ] [ ] 

[ ] [ l [ l 

[ l [ ] [ ] (combined) 
[ ] .· [ ] 

TABLE2: . 
TO BE ANALYZED AT LEAST ANNUALLY IN [ ]STARTING 

MATERIAL 

] 

TABLE3: . 
TO BE ANALYZED AT START-DJ:' AND AT LEAST ANNUALLY THEREAFTER 

IN THE INITIALLY ISOLATED FORMOLATIONS OF THE 
Pl\1N SUBSTANCES 

Estimated Maximum in 
Initially Isolated· 

Analyte CASNumber Fonnulatiops of the PMN 
substariceS 

[ ] [ ] [ ](combined) 
[ ] [ ] 

[ ] [ ] [ ] (combined) 
[ J [ ] 

[ [ ] [ ] 
] 

I 
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MANUFACTIJRING 

{ a)(l) Prohibition. The (Aimpany shall not cause, encourage, or suggest the manufacture or 

.. import of the PMN substances by any other person. 

(2) Sunset Following SNUR. Subparagraph (a)(l) shall expire 75 days after promulgation 

of a final signifi'cant new use rule ("SNUR") goverlling the PMN substances under section 5(a)(2) . 

ofTSCA unless the Company l.s notified on or before that day of an action in a Federal Court · 

seeking judicial review of the SNUR. "If the Company is so notified, subparagraph. ( a)(l) shall 

not expire until EPA notifies the Company in writing that all Federal Court. actions involving the 

SNUR have been resolved and the validity of the SNUR affirmed. 

(3) Notice of SNUR. When EPA promulgates a finaI SNUR for the PMN substances and 
. . 

subparagraph (a)(l) expires in accordance with subparagi:aph (~)(2), the Company shall notify 

each person whoni it causes, encourages or suggests to manufacture 0r import the PMN 

substances of the existence of the SNUR 

(b) Contract Manuf~er. Notwithstanding paragraph (a), the Co~panymay cause a "Contract 
. . 

Manufacturer'? outside the Company to mrumfli.cture or import the PMN substances according to 

the following conditions: · 

(I) The Contract Mmiufacturer must be linder contract to the Company to manufacture or . 

import the PMN substances solely for the Company. The contract mnst specify the identity of the 

PMN substances, the total quantities to be matiufactured, and the basic technology to be used for 

manufacturing. 

(2) The Company shall obtain from each Contract Manufacturer a signed copy of the 

Consent Order for Contract Manufacturer (to be attached to this Order as Attachment C ) and 
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submit the copy to lil' A along with the na!'!W, address, and tcl.ephone nmnher of" responslh!e 

official of the Contram Manufucturer. The Contract Manufacturer or Company must rweive a 

fully executed copy of the. Consent Ordet for Contract Mi1Jlufactw:er from EPA before the 

Contract Manufucturer may begiii Ill!lllufucture m: iruport. 
. . 

(3) If at any fune, the Company learns that the Contract Manufiictorer has fuiled to comply 

With any of the oonditions specified 1n fue Consent Order fur C0ntract Manufacturer, the 

Cawpany shall :immediately ooa8e to ~auSe the Cont=t Man\Jfactnrer to n:tl!l!U:fucture or intport 

·¢.e PMN substances, unless the Contract~ is in compliance with a SNQR forth~ 

(i) That the Compauy has, withirt 5 woikillg days. notifi\rl the Cantraot Manuracturer in· 

writing that the Contract Mauufa.ctll:re:r has thlli;d tQ ccniply with anypf the conqitfom specified in 

the Conseut Order fur Conti-actmanufact!lrllr. 

noncompliance, the Compnny :receivoo from flie Contract Mmufuctun:r, in writing,. a statement of 

assurance that ~ Contract .Manuiiicturer is a.wan: of the terms of the Consent Order fur Contract 

Mmufuctmer and will comply With those ter.ms. 

(ill) It after ~i11lug .a statement of assurance fuint 1he Con!ract Maxiufilctu.rer under· 

subparagraph ~) ofthiS Smi.cm, the Company has notice or knowledge that the Contract 

Manu.fucturer bas fiilled to .;:omply ~th any of the conditions specified in the Ci>nsent Or4er fur 

Contract Manufuctw:er, the Compl!llY shall immediately cease tO cause the Contract Ma:n:ufactlirer 

to manufucture or import the PMN stibstanoos; shall notify El' A offue fiiiluri;: to comply, and shall 

resmne causing tl!e Contract Manu:factmw to mtmufiicttiri;: or import the PMN sulistan.oes only 
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DISTRIBUTION 

(a) Export Notice Reqpire~ient. No later than the date of distribution, the Company shill 

notify in writing any person to whom it distributes the PMN substances that, due to the issuance 

of this Consent Order under section 5(e) ofTSCA, the PMN substances are subject to the export 

notification requirements ofTSCA section 12(b) and 40 CFR P.art 707 Subpart D. Such notice 

shall contain, in the furm in which it appears in this Consent Order, the following informatipn: (1) 

the PMN number, and (2) either {A) the specific chemical identity of the PMN substance; ot (B) if 

the specific chemical identity is confidential, tlie generic chemical identity. 

TESTING 

(a) Section S(e) Reporting. Reports of information: on the PMN substances ~hichreasonably . . ,. . . 

stipporu the conclu8ion that the PMN substances pre.sent a substantial risk of injury to health or 

the envii-onment, whi.ch is reqtfued to b~ reported under TSCA section 8( e) shall re,ference the 

·approprlate PMN identification number for these substances and contain a statement that the 

substances are subject to this Consent Order .. Additional information 'regarding section 8(e) 

reporting requirements can be found at WWW.tmagov/oppt/tsca8e ... 

(b) Notice of Stndy Scheduling. The Company shall notify, in writing, the EPA Laboratory Data 

Integrity Branch (2225A), Office of Enforcement and Compliance Assurance, U.S. Environmental 

Prote.ction Agency, 1200 Pennsylvania Avenue, N,W., Washington, D .C. 20460, of the following 

information within 10 days of scheduling any study required to be performed pursuant to this 
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Order, or within 15 days after tl1e effective date of this Order, whichever is later: 

(1) The date when ihe study is scheduled to commence; 

(2) The name and address of the laboratozy which will conduct the study; and 

(3) The.name and telephone number of.a person at the Company or the laboratoiywhom 

EPA may contact regarding the study. 

(4) The appropriate PMN identification number for each substance and. a statement that 

the silbstance is subject tO this Consent Order. 

( c) Good taboratorv Practice Standards and Test Protocols. Each study required to be performed 

pursuant to this Order mnst be condµcted according to TSCA Good Laboratozy Practice Standards 

at 40 CFR Part 792 and using methodologies generally accejJted in the relevant scientific 

commm:Uty at the time the study is initiated. Before starting to. ci:Jnduct any stridy, the Company 

must obtain approval of test protocols from EPA by submitting written protocols. El? A will · . ' . . 

respond to the Cmnpany within 4 weeks of receiving the written protocols. Published te~t 

guidelines specified in paragraph (d) provide general guidance for development of test protocols, · 
' . . 

but are not themselves acceptable protocols. Approval of the test protocol does not mean pre-

acceptance of test results. 

(d) Triggered Testing Reg)lirements. (i) The Company is prolubited from manufacturing or 

i:rllporting the PMN substances beyond aggregate manufacture and import volwnes of [ J 

kilograms, [ J kilo grams, [ ] kilograms, [ ] kilograms, and [ ] 

kilograms of the two PMN substances combined ("the proa'uction limitS ") , unless the Company 

conducts the following studies on the subst~ces descnbed in PMN P-09-293 and P~09-294 and 
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submits final reports and underlying chta in accordance with the conditions specified in this 

Testing section. 

Production Limit 

[ ]kgs 

[ ] kgs 

[ ] kgs 

] kgs 

Fish acute toxicity test, 
· :flow-through conditions, wij:h 

analytical measurement oftest 
concentrations 

Repeated dose 28-day oral toxicity · 
study (mice) 

Fish early life stage toxicity te8t, 
flow-through conditions, with 
analyrrcal measurement oftest 
eoncentrations 
(if acute fish testing shows toxicity . 
with an LC50 < 1 mg/L) 

Guideline 

OPPTS 850.1075 

( 

OPPTS 870.3050 

OPPTS 850.1500 

Modif4;d one-generation reproduction OECD 421, modified 
. test (mice) · 

Modified Semi-Continuous OPPTS 835.5045; OECD 302A 
Activated Sludge (SCAS) with 
Analysis for degradation products· . 

UV visible light absorption OPPTS 830. 7050, OECD 101 

Direct Photolysis, if wavelengths OPPTS 835.2210 · 
greater than 290 m:h are absorbed in 
ihe previolill test (OPPTS 830.7050) 

Indirect Photolysis Screening Test· OPPTS 835.5270 

Hydrolysis as a function of pH 
and temperature 

Aerobic Transformation in Soil 

Anaerobic Biodegradability of 
Organic Compounds in Digested 
Sludge 

OPPTS 835.2130, OECD 111 

OECD307 

OECD311 

Phototransformation of Chemicals Draft OECD goideline Jan. 2002 
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On Soil Surface8-2 soils 

Aerobic Sewage Treatment Plant OECD 303A 
(STP) (Activated Sludge Units) 

Aerobic and Anaerobic OECD 308 
Transformation in Aquatic Sediment 
Systems 

[ ]kgs Anaerobic Transformation in Soil OECD 307 

(ii) The test substances shall be the PMN substances descnbed in P-09-293 (fish only) and 

P09-294 (all rests). Chemical composition of the test substance shall be -verified and a certificate 

ofanalysis submitted to EPA. 
. . . 

(iii) Chemicf!l composition of the test substance must be fully characterized. For 

. polymers, characterizatio~ includes all .information reqniri:d on pages 5·an'a 6 of the PMN fonn, 

except that data on residuals ar~ only required for fluorinated substances. Although EPA. · 

understands that complete mass balance may not be achievable for the specified analytes, tb,e 

·Company sha11.ai:tempt mass balance to the greatest extent practicable. EPA prefers that .the 

Company test the commercial substance: 

(iv) The COmpany must test for the following analytes in the Biodegradation Tests (OECD 

307, OECD 308, OECD 311, OPPTS 835.5045 or OECD 302A, and OECO 303A) : [ 

] 

{v) Because the enviromnental fate pathway for photolysis may be different thail for 

biodegradation, the Company must test for the follow',ng analytes in the Abiotic Tests: identify 

the major fluorinated fragments and volatiles iucludiug: [ 
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]. 

(vi) For the fish tests, the Company must consult OPPTS 850.1000: Special considerations for 

conducting aquatic laboratory studies, 

(e) Test RX!JOrts. The Company shall: (1) conduct each study in good faith, with due care, and in 

a scientifically valid manner; (2) promptly furnish to EPA the r.::;sults of ariy interim phaSe of each 

study; imd (3) submit, in triplicate (with an additional sanitized copy; if GOnfidential business 

information is involved), the final report of each study and all underlying data ("the report and 

data") io EPA no later than 14 weeks prior to exceeding the applieable production limit. The final 

report shall contain the contents specified in 40 CFR 792.185. Underlying data shall be suhmitted 

to EPA in accordance with the_applicahle "Reporting," "Data and Reporting," and "Test Report" 

subparagraphs in the applicable tesf guidelineS. However, for purposes of this Consent Order, the 
. . . 

· word "should" in those subparagraphs: shall be interpreted to mean "shall1' to make clear that the 

submission of such information is mandatory. EPA will require the submission of raw data such 

as slides and laboratory notebooks only if EPA finds, on the basis of professional judgment, that 

an adequate evaluation of the study cannot take place in the absence of these items. 

( ±) Testing Waivers. The Company is not reqllired to conduct a study specified ill paragraph ( d) 

of this Testing section if notified in writing by EPA that it is unnecessary to conduct that study. 

(g) Equivocal Data If EPA finds that the data generated by a study are scientifically equivocal, 
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the Company may continue to mamrfacture and import the Pl\1N substances beyond the applicable 
. . . 

production limit. To seek relief from any other restrictions of this Order, the Company may make 
. . 

a second attempt to obtain unequivocal data by reconducting the study under the conditions 

specified in paragraphs (b ), ( c ), and ( e)(l) and (2). The testing requirements may be modified, as 

necessary to pennit a reasoned evaluation of the risks preiented by the PMN substanees, only by 

mutual consent ofEP A and the Company. 

(h} EPA Determination ofJnyalid Data. 

(1) Except as described in subparagraph (h)(2), TI; within 6 weeks ofEP A's receipt of a · 

. test report and data, the Company receives written notice that EPA finds that the datiL generated by 

a study are scientifically W.va!id, the Company is prohibited fr0m further manufactuie and import 

· of the PMN substances beyond the applicable production limiL 

. . 

(2) The Company may continue to manufactute and import"fhe PMN substances beyond 
. . . 

the applicable production limit only if so notified, in Writing; by EPA in response to the 

Company's compliance with either of the following subparagraphS (h)(2)(i) or (h)(2)(ii). 

(i) Tue Company may reconduct the study in compliance with paragraphs (b ), ( c), 

and ( e )(1) and (2). If there is sufficient time to recoD.duct the study and subinit the report and data 

to EPA at least 14 weeks before exceeding the production limit as required by subparagraph 

(e)(3), the Company shall comply with subparagraph (e)(3). If there is insufficient time for the 

Company t-0 comply with subparagraph ( e)(3), the Company may exceed the production limit and 

shall submit the report and data in triplicate to EPA within a reaso!)B.ble period uf time, all as 

specified by EPA in the notice described in subparagraph (h)(! ). EPA will respond to the 

Company, in writing, within 6 weeks of receiving the Company's report and data. 
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(ii) The Company may, vii.thin 4 weeks of receiving from EPA the notice 

described in subparagraph (h)(l ), submit to EPA a written report refuting EP A's finding: EPA 

will respond to the Company, in writing, within 4 weeks of receiving the Company's report. 

{i) Company Detet.ri:rination of Invalid Data. 

(1) Except as described in subparagraph (i)(2), if the Company becomes aware that 

circumstances clearly beyond the control of the Company or laboratory will prevent, or have· 

prevented, d~velopm~t of sl(ienti:ficallyvalid data under th,;: cond,i.tions specified iri paragraphs 

( c) ·and ( e ), the Company remains prohibited froin further manufacture and import of the PMN . . . 

substances beyond the applicable production limit, 

(2) The Company may submit to EPA, within 2 weeks .of first bec01ping aware of such 

cirCw:nstances, a written statement explaining why circumstances clearly beyond the control of the 

Company ot laboratory~ cause ot have caused development of scientifically invalid data. EPA 

will notify the Company of its reSpOnse, in Writing, Within 4 weeks of receiving the Company's · 

r~. EP A's written FeSi:)onse may either: 

(i) allow the Compariy to con.tinue to manufacture and :import the Pl\.fN substances 

. beyond the applicable production limit, or 

(ii) require the Company to continue to conduct, or toreconduct, the stndy in 

compliance with paragraphs {b), {c), and (e)(l) and (2). If there is sufficient time to conduct or 

reconduct the stndy and submit the report and data to EPA at least 14 weeks before exceeding the 

production limit as required by subparagraph ( e )(3), the Company shall comply with subparagraph 

(e)(3). If there is insufficient time for the Company to comply with subparagraph ( e)(3), the 

Company may exceed the produci:ion Iiniit and shall submit the report and data in triplicate to 
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EPA within a :reasonable period of time, all as specified by EPA in the notice descn"bed in 

subparagraph (i)(2). EPA will respond to the Company, in writing, within 6 weeks of receiving 

the Company's report and data, as to whether the Company may continue to manufacture and. 

import beyond the applicable production limit. 

G) 'unreasonable Risk. 

(1) EPA may notify the Company in writing that EPA finds that the data generated by a 

study are scientifically valid and unequivocal and indicate that, despite the terms of this Order, fue 

PMN.substances will o:r may present an unreasonable risk of injury to human health or the 

environment. EP A's notice may specify that the Company undertake certain actions concerning 

. futther testing; maimfacture, import, processing, distribution, use and/or disposal offue PMN 

substances to mitigate exposures to or to better characterize the risks presented by the PMN 

substances. Within 2 weeks from reeeipt of such a notice, the Company must cease all 

manufacture, import, processing, distnbution, use and disposal of the PMN substances, unless 

. either: 

(2) within 2 weeks from reci:ipt of the noti~e described :in subparagraph .G)(l ), the 

Company complies with such requirements a:i EP A's notice specifies; or 

· (3) within 4 weeks from :receipt of the notice described in subparagraph (j)(I ), the 

Company submits to EPA a writt.en report refuting EPA's finding and/or the appropriateness of 

. any additional requirements imposed by EPA. The Company may continue to manufuctu:re, 

import, process, distribute, use and dispose of the PMN substances in accordance with the tetms 

of this Order pending EP A's response to the Company's 'Written report. EPA will :respond to the 

Company, in writing, within 4 weeks of receiving the Company's report. Within 2 weeks of 
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receipt of EP A's vniiten response, the Company shall tomply with any requirements imposed by 

EP A's response or cease all manufacture, import, processing, distribution, use and disposal o:f the . 

PMN substances. 

(k) Other Requirements. Regardless of the satisfaction of any other conditions in this Testing 

section, the Company must continue to obey all the terms of this Consent Order until otherwise 
. - ' . 

notified in writing by EPA. The Company may, based upon submitted test data or other relevant 

information, petition EPA to p.i.odify or revoke provisions of this Consent Order pursuant to Part 

V1 of this Co!i.Sent Oider. 

RisK NOTIFICATION 

. (a) If as a result of the test data reqcired under the terms of this Order, the Company becomes 

aware that any of the PMN substances may present ~risk of injury to hu:oian health or the 
. . 

environment ( oi is so notified by EPA), the Company must inoorporate this new information, and 

any infoTI:nation on methods for protecting against such risk, into a Material Safety Data Sheet 

(''MSDS")for those PMN substances, as descn"bed in 40 CFR secti~n 721.72(c), within 90 days 

from the time the Company becomes awai:e.ofthe new information. Jfthe PMN Substances are 

not being manufactured, imported, processed, or used in the Company's workplace, the Company 

must add the new information to an MSDS before the PMN substances are reintroduced into the 

workplace. 

(b) The Company must ensure that persons who wm receive the PMN substances from the 

Company, or who have received the PMN substances from the Company within 5 years from the 
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date the Company becomes aware of the new information described in paragraph (a) of this 

section, are provided an MSDS containing the inforn:iation required under paragraph (a) within 90 

days from the time the Company be6omes aware of the new information. 

III. RECORD.KEEPING 

(a) Reeords. The Company shall maintain the following records untJ.15 years after the date they 

are created and shall make them available for inspection and copying by EPA in accordance with 

. section 11 ofTSCA: 

(1) Exemptions. Records doeumenting tna:t the PMN substances did in fact qualify for any 

one or more of the exemptions described in Section], Paragraph (b) of t!ris Order. Snch records 

· must satisfy all the statutory and regnlatciry record.keeping requirements applicable to the 

· exemption being clainied by the C~inpany: ·Any amounts or batches of the PMN substru.ices 

eligible fot the Export exemption in St;ciion I, Paragraph (b )(1) of tlris Order, are exempt from all . 

the requirements in this Record.keeping section, if the Company maintains, for 5 years from the 

date of their creation, copies of the export label and export notice to EPA, required by TSCA 

sections 12( a)(l )(B) and 12(b ),. respectively. Any amounts or batches of the PMN substances 

eligible for th~Research and Develo~entexemption in Section I, Paragraph (b){2) of this Order, 

are exempt from an the reqtlirements in tlris Recordkeeping. section, if the Company maintains, for 

.· 5 years from the date of their creation, the records required by 40 CFR 720. 78(b ). For any 

amounts or batches ofthe PMN substance.s claimed to be eligible for any other exemption 

described in Section I, Paragiaph (b) of this Order, the Company shall keep records demonstrating 

· qualification for that exemption as well as t.\e records specified :in paragraphs (2) and (3) below, 

but is exempt :from the other record keeping requirements in this Reeord keeping section; 
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(2) Reeords documenting compliance with the Chemical Synthesis and Composition 

~ection of this Order, including the results from routine analysis of representative samples of the 

starting material, [ ], and at start-up and annuilly thereafter of the Initially Isolated . . 

Formulations of the PMN substances: 

(3) Records documenting compliance witb. the DiStribution section of tbis Order. 

(4) Records documenting the manufucture and importation volUIJle of the PMN 

substances and the corresponding dates of ma:imfuctitre• and import 

( 5) Records documenting the names and addresses (including shipment destination 

address, if different) of all persons outside the site of manufhcture or import to whoin the 

Company directly sells or transfers the PMN substances, the date.of each sale or transfer, and the 

quantity of the substance sold or trqnsferred on such date; 

· ( 6) Itecords documenting the address of all sites of Illanufucture, import, processing,· and 

use; 

(7) Copies of material safety data sheets required by the Risk Notification section of tbis 

Order;. 

(8) Copies of any Transfer Docum'.ents and notices required by the Successor Liability 

section of this O:tder, if applicable; and · 

. (9) The Company shall keep a copy of tbis Order at each of its sites where the PMN 

substances are manufactured, imported, processed, or used. 

(b) Applicability. The provisions of this Record keeping Section ai-e applicable only to activities 

of the Company and its Contract Manufacturer, .if applicable, and not to activities of the 

Company's customers. 

. . ' 
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( c) OMB Control Number. Under the Paperwork Reduction Act and its regulations at 5 CFR Part 

1320, particularly 5 CFR 1320.S(b ), the Company is n:ot required to respond to this "coll;ction of 

. ·information" unless this Order displays a currently valid control number from the Office of 

Manageinent and Bu<lget {OMB}, and EPA so infurms the Company. The "collection of 

information" required in this TSCA §5( e) Consent Orders has been approved under currently valid 

OMB Control Number 2070--0012. 

rV. REQlJESTS FOR PRE-INSPECTION INFORMATION 

(a) EP A's Request for Information .. Pursuant to section 11 ofl'SCA and 40 CFR 720.122, EPA. 
. . - - . 

·. niayoccasionally conduct on~site compliance inspections of Company fucilities and conveyances 

associated with the PMN substances. To fucilitate .such inspections, EPA personnelmay contact 

the Company iri advance to request jllfortnation pertinent to the scheduling and conduct. of such 

insp~tions. Such requests may be written or oral, The types of information that EPA +nay 

request may include, but are not limited to, .the folloWing: 

(i) Expected d~tes and times when the PMN slibstances will he in production within the 

subsequent 12 months; 

(ii} Current worlcshift schedules for workers who are involved in activities associated with 

the PMN sub~ces and may reasonably be exposed to the PMN substances; 

(iii) Current job titles or categories for workers who are involved in activities associated 

with the PMN substances and may reasonably be exposed to the PMN substances; 

(iv) Existing exposure moPitoring data for workers who are involved in activities 

associated with the PMN substances and may reasonably be exposed to the PMN substances; . . 
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(v) Reeords required by the Record keeping section of tlris Order; and/or 

(vi) Any othei: information reasonably related to determining compliance with this Order 

or conducting mi inspection for that purpose. 

(b) Company's Re!1,POnse. The Company shall respond to such requests within a reasonable 

period of time, but iii no event later than 30 days after receiving EP A's request. When requested 

in writing by EPA, the Company's response shall be iii writing. To the.extent the infurmation.is 

known to or reasonably ascertainable to. the Company at the time of the request, the Company's . . . 

·response shall demonstrate a good faith effort to provide reasonably accurate .and detailed answers 

to allofEPA's requests. 

(c) Confidential BuSiness Information. Any Confidential Business Information (CBI) that the 

Company submits to EPA pursuant to paragraph (b) shall be protected iii accordance with § 14 of 

TSCA and 40 CFR Part 2. 

V. SUCCESSOR LIABILITY UPON TRANSFER OF CONSENT ORDER 

(a) Scope. This section .sets forth the procedures by which the Company's rights and obligations 

under this Order may be transferred when the Company transfers its interests in the PMN 

substances, including the right to manufacture the PMN substances, to anofuer person outside the 

Company (the "Successor in Interest"). 

{b) Relation ofTriillsfer Date to Notice of Commencement ("NOC"). 

(1) Before NOC. If the transfer :from the Company to the Successor in Interest is effective 
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before EPA receives a notice of commencement of manufactu:re or import ("NOC") fo.r the PMN 

. substances from the Company pursuant to 40 CFR 720. l 02, the Successor in lnterest mrist submit 

new PMNs to EPA and oomply fully with Section 5(a)(l) ofTSCA and 40 CFR part 720 before. 

commencing manu:fucture or import of the PMN substances. 

(2) After NOC. If the transfer from the Company to the Successor in Interest is effective 

after EPA receives a NOC, the Successor in Interest shall comply with the terms of this Order and 

shall not be required to sl:ibmit new PMNs to EPA. 

, 
· (c) Definitions. The following definitions apply to this Successor Liability section of the Order: 

(1) "Successo:r in Interest" means a person outside the Company who has acquired the 

Company's full interest in the rights to manufacture the PMN substances, including 311 ownership . 

. . right$ and legal liabilities, through a transfer document signed by the Company, as tralisferor, and . 

· the Successor in Interest, as transferee; The terni excludes pers()ns who aeqillre less than the full 

interest of the Company in the PMN substances, such as a licensee who has acqUired a limited 

license to the patent or manufacturing rights associated with the PMN substances. A Successor in. 

Inter~ must be incorporated, licensed, or doing business in the United States in accordance with 

40 CFR720.22(3). 

(2) "Transfer Document" means the legal instrument(s) used to convey the interests in the 

PMN substances, including the riii;ht to manufacture the·PMN substances, from the Company to 

the Successor in Interest. 

( d) Notices. 

(1) Notice to Successor in Interest. On or before the effective date of the trarisfer, the 
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Company shall provide to the Successor in Interest, by registered mail, a copy of the Consent 

Order and the "Notice ofTrimsfer" document which is-incorporated by refurence as Attachment B . 

to this Order. 

(2) Notice to EPA. Within 10 business days offhe effective date of the transfer,. the 

Company shall, by registered mail, sul?mit fhe fully executed Notice of Transfer document to: 

U.S. £nvironmental Protection Agency, New Chemicals Branch (7405), 1200 Pennsylvania · 

Avenue, N.W., Washington, D.C. 20460. 

(3) Transfer Docmnent. Copies of fue Transfer Document must be maintained by fue 
. -

Successor in In~;rt: at its principal place ofbusiness, and at all sites where the PMN substances. 
. . 

are manufactured or imported. Copies of the TransforDocument must also be made available for -

inspection pursuant to Section f 1 .. of TSCA, must state the _effective date and time of transfer, and -

must contain provisions which expressly tninsfur liability for fue PMN snbstanceS-under fue terms 

. of this Oider from the Company to the SucceSsor i:\l Interest. 

( e) Liability. -

(1) _The Company shall be liable for compliance with the requirements of this Order until 

- the effective date and time of the transfer descnbed above. 

(2) The Successor in Interest shall be liable for compliance with the requirements of this 

Order effective as of the date and time of transfer. 

(3) Nothlng in this section shall be construed to prohibit 1he Agency from taking 

euforcement action against the Company after the effective date of the transfer for actions taken, 

or mnissions made, du.'"',ng the time in which the Company manufactured, processed, used, 

distnbuted in commerce, or disposed of the PMN substances pursuant to the terms of this Consent 
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Order. 

(i) · Obligations to Submit Test Data under Consent Order. If paragraph ( d) of the Testing section 

of this Consent Order requires the Company to submit test data to EPA at a specified production 

· volume ("test trigger"), the aggregate volume of the PMN substances manufactured and :imported 

by the Company up to the date of transfer shall count towards th~ test trigger applicable to the 

Successor in Interest. 

· VI. MODIFICATION AND REVOCATION OF CONSENT ORDER 

The Company may petition EPA at any time; based ui)on new information on the health 

effects of, or human exposure to, the PMN substances, to modify or revoke substantive provisions 

of this Ortley: The exposures and risks identified by EPA during its review of the PMN 

substances and the informa1fon EPA determined to be necessary to evalm;te those exposures and 

risks are desc,noed in the preamble to this Order. However, in determining Whether to amend or · 

revoke this Order, EPA will consider all relevant jnforrilation available' at the time the Agency' 

makes that determination, including, where appropriate, any reassessment of the test data or other· 

information that supports the findings in this Order, an examination of new test data or other 

· information or analysis, and any other relevant information. 

EPA will issue a modification or revocation ifEP A determines that the activities proposed 

therein will not present an unreason'able risk of injury to health or the environment and will not 

result in significant or substantial human exposure or substantiaf environmental release in the 

absence of data sufficient to permit a reasoned evaluation of the health or environmental effects of. 

the PMN substances. · 
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In addition, the Company may petition EPA at any tiille to make other modifications to the 

language ofthis Order, including modifications to production voluine limits and t:ime,periods for 

subinission of reports and data which are necessary due to no fault of, or circUillstances beyond 

the control of, the Company. EPA in its soie discretion, may issue such a modification ifEP A 

deteimines that the modification is useful, ajiproJ?riate, and consistent with the structure and intent 

of this Order as issued. , 

J 
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VU:. EFFECT OF CONSENT ORDER 

(a) V'vaiver. This Order is effective when signed below by both parties and received by EPA. By 

consentingfo the entry_ of this Order, the Company waives its rights to file objections tO this Order 

pursuant to section 5( e )(1 )(C) of TSCA, t_o receive service of this Order no later than 45 days 

before the end of the review period pursuant to section 5( e)(l )(B) of TSCA, and to challenge the 

validity of this Order in any St!bsequent action. Consenting tO the entry of this Order, and 

agreeing to be bound by its terms, do not constitute an admission by the Company as to, the facts 

or conclusions uu'derlJmg the Agency's determinations in this proceeding. This waiver does not 

affect any other rights that the Company may have under TSCA. 

(b) CBI Brackets. By signing this Order, the Company represents that it has carefully reviewed 

this document and hereby agrees that all information herein claiilled as confidential by the 

Colllpany (per section 14 ofTSCA, 40 CFR Part 720 Subpart E; and 40 CFR Part 2) iS correctly 

identified within brackets and that any information that is not bracketed is not claimed ~ 

confidential. To make this document available for public viewing, EPA will remove only the . 

information contained within the brackets. 

3/fb/ro 
Date 

£7- H .:<.r ~ ~ o 
iJate 

Willi , Director. 
i · Control Division, 
of Pollution Prevention and Toxics 

Name: 

Title: 

Company: [ ] 



ATI'ACRMENT A 

DEFINmONS 

[Note: The attached Order may not contain some of the terms defined below.] 

"Chemical name" means the scientific designation of a chemical substance in accordance 
with the nomenclature system developed by the Chemical Abstracts Service's rules of 
nomenclature, or a name which will clearly identify a chemical substance for the purpose of 
conducting a hazard evaluation. · 

"Company" means the person or persons subject to this Order. 

"Commercial use" means the use of a chemical substance or any mixture containing the 
chemical substance in a commercial enterprise pr:oviding saleable goods or a service to consumers 
{e.g., a commercial dry cleaning establishment or pairiting contractor), . · 

·"Comm.on name". means any designation or identification such as code name, code · 
. number, trade name, brand name, or generic chemj:cal name used to identify a Chemical substance 
other than by its chemical name. . · 

"Consumer" means a private individual who uses a chemical substance or any product 
containing the chemicitl. substance in or· around a permanent or temporary household or residence,· 
d\Iring recreation, qr for anypersonal use or enjoyment. 

•Consumer product" means· a chemical substance that is directly, or as part of a mixture, 
sold or made available to consumers for their use in or around a permanent or temp()rary 
household or.residence, in or around a school, or in recreation. 

"Container" means ~Yb~, barrel, bottle, box, cail., cylinder,.drum; reaction vessel; 
~rage tauk, or the like that contains a hazardous chemical. F oi purposes of this section, pipes or 
piping systems, and engines, fuel timks, or other operating systems in a vehicle, are not .considered 
to be contaiiieis. · 

"Contract Mannfacturet" means a person, outside the Company, who is authorized to 
manufacture and import the PMN substance under the conditions specified in Part II. of this 
Consent Order and in the Consent Ord~ for Contract Manufactur~. 

"Final FormUlation of the PMN substances" means the formulated dispersi~n or solution 
of the PMN substances in the form in which it is sold to cnstomers outside the Company or 
transferred to a different business.unit within the Company. The term does l;l.Ot include 
intermediate dilutions of the PMN substances that are intended only for use within the (;ompany 
for :further dilution prior to sale. . 

"Identity" means any chemical or common name used to identify a chemical substance or a 
mixture containing that substance. 
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"Immediate use." A chemical substance is for fue "immediate use" of a person if it is under 
the control ~f, and used only by, the person who transferred it from a labeled container and will 
only be used by fuat person witlrin the work shift in which it is transferred from the labelled 
container. -

''Initially Isolated Formulations of the PMN substances" means a common intermediate 
PMN forniulation, as it exists when first produced and isolated after the polyrnermanv:fucturing. 
process, that can be further processed or repiickaged at the direction of the Cm;npany to result 

· ulti:inately in one or more final formulations of the PMN substances. 

"Manufacturing stream" means all reasonably anticipated transfer, flow; or disposal of a . 
chemical substance, regardles8 of physical state or concentration, through all intended operations 
of manufacture, including the cleaning of equipment. 

"MSDS" m-eans material safety data sheet, the written listing of data for the chemical 
substa:iice. . 

"NIOSH" means the National Jnstifute for Occupational Safety and Health of fue U.S. 
Department of Health and Humau Services. 

"Non~enclo~ed process" means any eqi!ipment systemo(such as an open-top reactor, storage 
tiink, or miXing vessel) in which a chemical substance is manufactured; processed, or otherwise 
µsed where significant direct contact of the bulk chemical substance and the workplace air may 
occur. 

''Non-industrial use" means use other thau at a facility where chemical substances or 
mixtures are manufactured, imported, or processed. -

"PMN substances" means the chemical substance (seeTSCA s. 3(2)) described in the 
Premanufacture notices submitted by the Company relevant to this Order. 

"Process stream" means all reasonably anticipated transfer, flow; or disposal of a chemical 
substance, regardless ·of phySica:I state or concentration, through all intended operations of 
processing, including the cleaning of equipment 

"Scientifically invalid" means any significant departure from the EPA-approved protoeol 
or the Good Laboratory Practice Standards at 40 CFR Part 792 without prior or subsequent 
Agency approval that prevents a reason!Xl evaluation of the health or environmental effects of the 
PMN substances. 

"Scientifically equivocal data" means data which, although developed in apparent 
conformity with the Good Laboratory Practice Standards and EPA-approved protocols,. are 
inconclusive, internally inconsistent, or otherwise insufficient to permit a reasoned evaluation of 
the potential risk of injury to human health or the environment of the PMN substances. 
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"Sealed container" means a closed oontainer that is physically and chemically suitable for 
long-term containment of the PMN substances, and from which there will be no human exposure 
to, nor environmental release of; the PMN substances during trarisport and storage. 

''Use stream" means all reasonably anticipated transfer, flow, or disposal of a chemical 
substance, regardless of physical state or concentration, ·through all intended operations of 
industrial, commercial, or consumer use. 

"Workplace". means an establishment at one geographic location containing one or more 
work areas. 



Company (Transferor) 

ATTACHMENT B 

NOTICE OJ!i''fRANSFER 
OF 

TOXIC SUBSTANCES CONTROL ACT . 
SECTION 5(e) CONSENT ORDER 

PMNNumber. 

l- Transfer of Manufacture RightS. Effective on the Company did sell or 
otherwise transfer to , {"Successor in Interest") the rights 
arid liabilities associated wifu manufucture of the above-referenced chemical substance, which 
was the subject of a premil:riufacture notice (PMN) and is governed by a Consent Order issued by 
the U.S. Environmental Protection Agency (EPA) undet. the authority of §5(e) of the Toxic · 
Substllllces Control Act (TSCA, 15 U.S.C. §2604(e)). 

2. Assumption of Liability. The Successor in Interest hereby certifies that, as of the effective date 
of transfer, all actions or omissions governed by fue apPliCable Consent Order limiting 
manufucture, processing, use, distribution in commerce and disposal of the PMN substance, shall .. 
be the responsibility of the Successor in Interest. Successor in IntereSt also certifies that it is 
incorporated, licensed, or doing business in fue United States in accordance with 40 CFR 
720.22(3). 

3. Confidential Business Information. The Successor in Interest hereby: 

_reasserts, 

_ relin,quishes, or 

modifies 

all Con:fidentia1 Bllsiness Information (CBl) claims made·bythe Company, pursuant to Section 14 
·ofTSCA and 40. CFR part 2, for fue PMN snbstance(s). Where "reasserts" or"relinquishes" is 
indicated, that designation shall be deemed to apply to all s,uch <;:laims. Where ''modifies" is 
indicated, such modification shall be explained in detail in an attachment to this Notice of 
Transfer. Information which has been previously disclosed to the public (e.g., a chemical identity 
that was not claimed as CBI by the original submitter) would not subsequently be eligible for 
confidential trea1ment under this Notice of Transfer. 
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TOXIC §Ull\STANCES CONTROL ACT 
SECTION 5(e) CONSENT ORDER . 

Company (fransferor) 

Signature of Authorized Official 

NOTICE OF TRANSFER 
(continued) 

PMNNumbei;. 

Date 

Printed Name of Authorized Official 

Title. of Authorized Official 

Successor in Interest 

Signature of Authorized Official Date 

Printed Name of Authorized .Official 

Title of Aµthorized Official 

Address 

City, State, Zip Code 
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TOXIC SUBSTANCES CONTROL ACT 
SECTION 5(e) CONSENT ORDER 

NOTICE OF TRANSFER . 
(continued) 

Successor's Technical Contact 

Address 

City, State, Zip Code 

Phone. 


