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Washington, DC 20460
Attn: TSCA Section 8(e) Coordinator

Dear Section 8(e) Docket Coordinator:

Re: SCA 8(¢) Supplemental Notice on Sulfonate-based Fluorochemicals

‘With this letter, 3M is providing final reports and other supplemental information

related to previous TSCA Section 8(c) notifications. Manyofthe enclosed items are analytical
reports providing blood serum and liver levelsof test materials for which the in-life report
referring to administered doses has already been submitted to the 8(c) docket. In other cases
‘where the 8(e) notification consisted of preliminary data, we are submitting a final study report.

All ofthe enclosed itemsarealready in EPA's possession and available in TSCA

Docket AR-226. We believe, however, that placing these items in the 8(e) docket may allow

for more convenient access to information directly related to previous 8(e) notifications by 3M.

“The table below lists the enclosed itemsand references the study or data which already
has been the subject ofan 8(e) notification by 3M:

TORR
Filed Under 8(e)

1. Amended Analytical Study, 2(N-Ethylperfluorooctane ‘Combined Oral (Gavage) Fertility,
sulfonamido)-ethanolinTwo Generation Rat Reproduction,| Developmental and Perinatal/Postnatal |

Determinationofthe Presence and Concentration of PFOS, | Reproduction Toxicity Study of N-aesCe ES.|ov.EERE CllMet ROSA REOSAMABIOSCO stent |Sle0ieCHCOBR YarisKasEmed 0BEOSE OHM |i Fer 2lee, ar
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TSCA Section 8(¢) Docket Coordinator
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| Attail Suypilsst | Filed Under 8(¢) |

"2. Analytical Laboratory Report, Determinationof the Combined Oral (Gavage) Fertiiy, |
| Presence and Concentration of Potassium Developmental and Perinatal/Postnatal |

Perfluorooctanesulfonate (CAS Number: 2759-39-3) in the | Reproduction Toxicity Study of PFOS |
Serum and Liver of SageDawley® Rats Exposed 0. | in Ras, Argus Research Labortorie, |
PFOS via Gavage. Laboratory Report No. U2006, | nc. Sponsor's Study No. 6295.9, une |
Requestor Project No. 3M TOX 6295.9, October 27, 1999. | 10, 1999, full report submitied| February 15, 2000 supplementing

3. Report Amendment 1, Combined Oral (Gavage) Fertility, | earlier filing
Developmental and Perinatal/Postnatal Reproduction
Toxicity Study of PFOS in Rats, Argus Research
Laboratories, Inc, Protocol 418.008, Sponsor's Study No
6295.9, April 13, 2000.

4. Analytical Report, Determinationofthe Presence and 13-Week Dietary Studyof N-Methyl |
Concentration of Perfluorooctanesulfonate, Perfluorooctanesulfonamido Ethanol
Perfluorooctanesulfonylamide, MSS6, and M570 inthe |(N-MeFOSE) in Rats, 3M Ref. No. T-
Liver and Sera Samples, 3M Environmental Laboratory | 6314.1, Covance Study No. 6329-225,
Ref. No. U2636, TOX-028,February23, 2001 dated June 30, 2000, Section 8(e) filing

July 24,2000

5. Analytical Laboratory Report, Determinationofthe Final Report,Oral (Gavage)
Concentration of PFOS, PFOSA, PFOSAA, and EtFOSE- | Developmental Toxicity Studyof20N-
‘OH in the Sera and Liverof Cri.CDBR VAF/Plus Rats | Ethylperfluorooctanesulfonamido)-
ExposedtoN-E(FOSE, 3M Environmental Laboratory | ethanol in Rats, 3M Reference No. T-

ReportNo. TOX-09, Laboratory Request No. U2402, 3M | 6316.7, December 17, 1998, submitted
Ref. No. T-6316.7, February6,2001. to Section 8(e) docket per letter of

August 21, 2000

6. Analytical Laboratory Report on the Determinationofthe | Final Report, Oral (Stomach Tube)
Presence and ConcentrationofPotassium Developmental Toxicity Studyof N-
Perfluorooctanesulfonate (PFOS) or another metabolite of | EFOSE in Rabbits, 3M Reference No.
2(N-ethylperfluorooctanesulfonamido-etharol (N- T-6316.8, January 11, 1999, submitted
E{FOSE) in Liver and Serum Specimens, 3M to Section 8(e) docket per letter of
Environmental Laboratory Report No. TOX-097, August 21, 2000
Laboratory Request No. U2452, 3M Ref. No. T-63168,
February 8, 2001

7. Final Report, Alexander, B., Mortality StudiesofWorkers | Preliminarydata submitted to Section
Employed at the 3M Decatur Facility, University of 8(¢) docket in letterofDecember 15,
Minnesota, April 26, 2001. 2000
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| opm]Attached Submission Filed Under 8(e)

+ Fist Rep, Acte Ol TovSoren wih T390CoC. | ce Ol Tony Seren wiTaoToitSmwh rd |spentTey Smee. |Eienee een onRES mrs|Bem neRay Sty |
No. T-3290(40 % K'PFOSAA in 3 % EtOH, 17 % IPA Laboratories, Inc., Project No.PHT ol CHA brveri Ere miSO1582 [Bibliography eniry in Docket AR-526, incl report | 3290 (40 5 KPROSAN mo EXOH, |was 10 bemoved 10 TSCA 8(e) docket] 17% [PA and 40% Ho, L-6778, F- || | 6875, Lot S01), November 5, 1952,oot on208

August 21, 2000 self-audit letter |enreneSr |
GyPtTomeFant rtm da aSorPenroseodRemade in| 5)mae To |Fr
a—Senoraperils 0,Too
11. Giesy, J.P., and K. Kannan, Perfluorooctanesulfonateand

Related Fluorochemicals in Oyster, Crassostrea Virginica,
From the GulfofMexico and Chesapeake Bay, Michigan
State University, June 20, 2001.

12. Giesy, J.P. and K. Kannan, Perfluorooctanesulfonate andReFm onEvro
13. Giesy, J.P and K. Kannan, Accumulation ofBmdaiNainemma= |

If you have any questions about this submission, please contact me at (651)737-4795.

Sincerely,

NY Lhe
Adams

Manager, 3M Corporate Product Responsibility

Enclosures
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summary
Jn acute oral toxicity screen vith T-3150CEC ves conducted from

uly 30, 1992 to August 27, 1982 at Riker Laboratories, Inc., St. Faul,
Minnesota using pale and female albino rats ranging in bady weisht from
209-269 grams. The test article vas administered by gastric intubation at
a dose level equivalent to 200 a9/k3 and 1250 33/kg body weight with 0/10
portalities noted at the 200 ng/kg dose level and 9/10 mortalities noted at
the 1250 mg/ks dose level. Te untoward behavioral reactions which
occurred during the 28 day observation period at the 200 g/kg dose level
consisted of hypoactivity fram 60-120 sinutes post dose administration.
Ime 1250 ng/kg dose level exhibited hyposctivity, ataxia, dlarchea and, in
the females, unkempt appearance. Recovery vas generally precluded by
death. body weight gains vere noted in all animals which survived the
study. mecropsies perfomed at termination of the study revealed no
Visible lesions, however, autolysis precluded evaluation of three 1250
29/kg dose level animals which died prior to the end of the study. The
spproxtoate oral L080 of T-3290CC 8 Greater than 200 ng/kg and less than
1250 na/kg in fasted male and female albino rats.

sntroauction
me objective of this study vas to approxinate the acute oral LDSO of

1329000 in fasted albino rate. This study ves conducted for research and
development. purposes and is, therefore, not regulated by the Food and Drug
Jasinistration's Good Laboratory Practice Regulation of 1976, althouh the
standard operating procedures of this laboratory adhere to the general
principles of this regulation. The rav data generated by the Study
Director and the final report are stored in the conducting laboratory's
archives.

<
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Method and results
Young albino rats? vere used in this test. ALL aninals vere held under

quarantine for several days prior to testing with only animals which appeared
£0 be in good health and suitable as test animals at the initiation of the
study used. The rats wre housed in suspended, wire-sesh cages in
temperature and humidity controlled rooms and peritted a standard laboratory
ater? plus water ad libitum except during the 16-20 hour period immediately
prior to gastric intubation hen food vas withheld.

Ihe rats were administered the test materiail at 200 ng/kg ana
1250 ng/kg body weight. ALL doses were adainistered undiluted directly into
the stomachs of the rats using a hypoderaic syringe equipped with a
ball-tipped intubating nesdled.

after gastric administration of the test article, the rate ere returned
to their cages and observed for the following 28 days. Initial, 14 day and final
body weights, mortalities (Table 1) and adverse reactions (Table 1) were
recorded. A necropsy vas conducted on all animals that died during the study
as well as those euthanatized and the end of the 28 day cbssrvation period
(ble 1). The protocol, principal personnel involved in the study,
composition characteristics and Quality Msurance statement are contained in
Aopendices 1 - IV.

2 xing sabi, oregon, wt
Buon Purina Laboratory Chow, Malston purina, St. Louis, Ho
€ The test article is 40% solids and was dosed at 200 mg/kg and 1250 mg/kg Of

solids which is equivalent to an undiluted dose of 500 mg/kg and 3125 mg/kg
Laie epee vey.
2 copper ana Sons, New Hyde Park, NX
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ACUTS ORAL TOXICITY SCRESN - ALBINO RATS
with 1-3290CC

Mortality, Necropsy, Adverse Reactions and Body Weight Data

Trdividuil Body Weights (G1
oose® animal Test Day Number: Nuzber vead seccent
(og/kq) Sex Number ° loos Sumber Tested cead
00 8 2mse7 253 293 3:28 ors °

3588 1 306 351
203569 268 328 369
203590 263 309 46
pe 2 310 36

00 oF 283607 2s 263 269 ors °
283608 ne 260 260
283609 29 236 252
=3610 22 2a 27
260 29 2s 20

sew mse 265 (ay 7) as 0
203593 260 (ay 6)
2m2594 263 (pay 5)
23595 269 303 367
23596 262 (vay 6)

se Fo men 27 ©ay 5) 5/5 100
w3613 222 (vay 4)
2614 216 (day 5)
mers 24 Gay 5)
616 209 ay 3)

J
ZT The test article was administered undiluted. however, the dose represents mgs of

Solids, of uhich the test article consists of 40% solids.
he acute oral L0SO is greater than 200 mg/kg and less than 1250 mg/kg in fasted male
and feaale race.
Note: Figures in parenthesis indicate time of death.
Necropsy
BB+ performed upon termination revealed no visiSlo losions at the 200 g/kg dose
Tee the 1250 mo/kg dose level produced no visible lesions upon necropsy, however,
autolysis precluded evaluation of three animals.
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Riker Experiment No; 032308362

APPEIDIXI 5
PROTOCOL

TEST Acute Oral Toxicity

SPONSOR: oM_ComcreialChemicals Diisin

CONDUCTED BY: Safety Evaluation Laboratory, Riker Laboratories, Inc, St. Paul, Minnesota

resTARTOLE TmRS0CoC

conTROLARTIOWE: Mew:

PROPOSED STARTING/COMPLETIONDATE OF TEST: Ta = le Jou

TESTSYSTEM: Pigino RAT, £0 STRAK
SOURCE: KiNG Logs Crecor, NI

Sox 4,F
Number: £45
Weight Range: 200-700 grass

I——“—-

OBJECTIVE: The oblective of his test wil be to characlerize he acute —a=il__ loxicy o the test
article in albinoTats Lats were selected asa test system for repro-

uciof response, historical se, ease In handing and general availabiiy

METHOD: Th animals wil be housed in stainless steel suspended wire mesh cages in temperature and humidly
controlled rooms during both the quarantine and test periods, with food? and water offered adlibitum®.

Eo  animar wil be tdentied by color coding. according 10 the laboraloy’s standard operaling pro-
Eewhich will correspond 0 (he animal numbers on a card afxedto the outside of the cage. Asingle
Godage of= mojeg wil bo administered each animal, however, f tis dosage level doss not
en ey characterise he toy of the test arc, additonal animals wil be administered the test
etl at supplemental dosage levels. Any additonal dosage levels wil be documented and fled wih
re ratonol Tha test article wil b6 administered to the animals inthe form received from the sponsor,
ff wn a arias ened oor cges 1d shred or ny Lowsah=
‘actions for the following’ 34 days Initial and final body weights wil be recorded. A gross necropsy which

rede. but not be limited to; heart, lungs, iver, kicheys and general gastrointestinal tract wil be
Yonduciod on ail animals which die during the conduct of the test as wel as the animals surviving the
oe meriod. Any gross abnormaliies which are observed during the conduct of the necropsy wil be re
vee with spec. manton to the organ andor sie observed. All raw Gala generated by the study
Getior ans the final -opor wil be stored in the Riker Laboratories Archive, St. Paul, Minnesota.

2 puyina Laboratory Chow, Ralston Purina, St. Lous, Missouri ) ~
Baewormmeal BOL A 1g 2a» vi PESTON bo 5 oi

Ee a Taha mo The 1 900 aafks (se solids) solution fs i sui

“
Tb LL 2.2952 Dt we im > 70k

“Sponsor Gate Swudy Direcior ie



Riker Dxperinent No.:_0802aR0362
5.

APPENDIX I (concluded)
Deviations andor Amendments to Protocol

1. _the sess arsicle was supplied as a solution with 40% solids not SON.
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7.

APPENDIX 11

Principal participating personnel Involved in the Study

Name Function

Ho S. Rhodes Jr. Laboratory Technician
heute Toxicology

b. H. Marke, Jr., BS Toxicologist
Study Director

K. L. Evbens, BS supervisor
Toxicology Testing

X. D. O'Malley, BS senior Toxicologist
Acute Toxicology

G. C. pecore supervisor
animal Laboratory

n



5.

AppENDIX 111

Composition Characteristics

This study is not regulated by the Good Laboratory Practice Act of 1978

and therefore information pertaining to composition characteristics is not

applicable for inclusion in this study.

£2



5.

appENDIXIV
QualityAssuranceStatement

This study is not officially regulated by the Good Laboratory Practice

Regulation of 1978, and therefore a statement signed and prepared by the

Compliance Audit department is not applicable.
The standard operating procedures of this laboratory does adhere to the

general principles of this regulation. The Compliance Aulit dupartment does

inspect different significant phases for studies underway in the Acute

Toxicology Laboratory on a recurring cycle, and the facilities are examined on

a three month schedule. In addition a select number of Research & Development

studies are routinely picked at random from the Archives by the Compliance

Audit department for review.
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