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Document Processing Center (7407) BEHO-20-37 2
Office of Toxic Substances »
USS. Environmental Protection Agency 600 Bl
401 M Street, SW. Dl hd 2
Washington, DC 20460
Attn: TSCA Section 8(e) Coordinator
Dear Section 8(¢) Docket Coordinator:

Re: TSCA (6) Supplemental Notice on Sulfonate-based Fluorochemicals
‘With this letter, 3M is providing final reports and other supplemental information

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

All of the enclosed items are already in EPA’s possession and available in TSCA
Docket AR-226. We believe, however, ha placing these tems in the 8(¢) docket may allow
for more convenient access to information directly related to previous 8(e) notifications by 3M.

The table below ists the enclosed items and references the study or data which already
has been the subjectofan 8(e) notification by 3M:

Related Study/Data Already
Attacted Sibalvica Filed Under 8(c)

1. Amended Analytical Study, 204Ethlperluoroocune | Combined Oral (Gavage) Feri,
lfonamidoy<thano in Two Generation Rat Reproduction,| Developmental and Perinatal Posinatl
Determination ofthe Presence and Contention of PFOS. | Reproduction Toxicity Sudy of N-
MSS6, PFOSAA, and PFOSA i th Liver and PFOS, | EIFOSE in Rats, 3M Reference No. T-
M36, PEOSAA, PFOSA and EXFOSE.OH in the Serof | 6316.5, June 30, 1999, ul report.
Ci. CDBRVARPlus Rats Exposed 0 EGFOSE-OH, 3M | submited February 15,2000
Reference No. T-6316.3, Analytical Report TOX013. | supplement aris fling

| CRNU2095, June 11,2001. |
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September 5, 2001 

Document Processing Center (7407) 
Office of Toxic Substances 
U.S. Environmental Protection Agency 
401 M Street, SW 
Washington, DC 20460 
Attn: TSCA Section 8(e) Coordinator 

Dear Section 8(e) Docket Coordinator: 

Re: TSCA 8(e) Supplemental Notice on Sulfonate-based Fluorochemicals 

With this letter, 3M is providing final reports and other supplemental information 
related to previous TSCA Section 8(e)notifications. Many of the enclosed items are analytical 
reports providing blood serum and liver levels of test materials for which the in-life report 
referring to administered doses has already been submitted to the 8(e) docket. In other cases 
where the 8(e) notification consisted of preliminary data, we are submitting a final study report. 

All of the enclosed items are already 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 items and references the study or data which already 
has been the subject of an 8(e) notification by 3M: 

Attached Submission 

1. Amended Analytical Study, 2(N-Ethylperfluorooctane 
suifonamido)-ethanol in Two Generation Rat Reproduction, 
Determination of the Presence and Concentration of PFOS, 
M556, PFOSAA, and PFOSA in the Liver and PFOS, 
M556, PFOSAA, PFOSA and EtFOSE-OH in the Sera of 
CrI:CDBR VAF/Plus Rats Exposed to EtFOSE-OH, 3M 
Reference No. "1"-6316.5, Analytical Report TOX-013, 
LRN-U2095, June 11, 2001. 

Related Study/Data Already 
Filed Under 8(e) 

Combined Oral (Garage) Fertility, 

Developmental and Perinatal/Postnatal 

Reproduction Toxicity Study of N- 

EtFOSE in Rats, 3M Reference No. T- 

6316.5, June 30, 1999, full report 

submitted February 15, 2000 to 

supplement earlier filing 
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oo | Related tutyDaa AtrestyAtashel Semis | Filed Under 30 |
12. Analytical Laboratory Report, Determination ofthe Combined Oral (Gavage) Fertility, |1 Deveiopmenaand erpaabPospa |

Perfluorooctanesaulfonate (CAS Number: 2759-39-3) in the | Reproduction Toxicity StudyofPFOS. |
Serum and Liver of Sprague-Dawley® Rats Exposed to | in Rats, Argus Research Laboratories, |

| PROS viaGavage, Laboratory Report No. U2006, | nc. Sponsor's Study No. 6295.9 fune |Reesor res No. STON 63959, eter 21,19. | 1: 159. ulrepo suomi| Finan 15: 3000 pene
3. Report Amendment |, Combined Oral (Gavage) Fertility, | earlier filingfons oAao thiTexiy SyofPROS Rats, Ars ReachLaborer Ie Fron 1508, Sponsor's Sy No.3555. Ap 15, 3000
4 AvailRepor,DeterminationofthProse nd |13-WeekDietary Study of Motil

Concentration of Perfluorooctanesulfonate, Perfluorooctanesulfonamido Ethanol
Perfluorooctanesulfonylamide, M556,and M570 in the (N-MeFOSE) in Rats, 3M Ref. No. T-Ever ndSer Samples Environmental Labosoy |63141, Cores Std No. 6329-335,Ret No. 3536, TORO, Fea 35,3001 Gated une 50, 3000, Senton 3 lingTy 4.3000

5 Amaya Laboratory Report, Determinationof he |Final Repar Onl Govege)
CoconinoFOS FROSA,PROSAAandEFOSE: | DevelopmenTox,Sudyof05Oe teSor and Liver ofCRCDBR VATPls Ras | BiwlpaaroscaneuforamidonBrposcio NEFOSE, M Enirenmenal Lavoro | hon m Ra Melee No. T-Raper, TORO, Laborer Rosen No. L403 3. | 6316.7, December 17, 159, submited
NaF No T4316 Feary 6.3001 to Seon Sap docket or rer ofpi |

& Avatvical LabororyReporon heDrennan ofthe _| Fira Repr, Oral Somach Tae)En Deveopmeal Tous Say ors
Feoomsancautomme (PROSor sheemetbol of |EFOSE in Rabbis Reference No.
Soappeuoroaesiomioydhol (| T6316, Tamary 11 1999, brid
EIFOSE) m Liver andSerum Sprimens to Section 50) docket ur ie ofEnwionmenaLabomoryRepos io TOX.91. periie
Eaborsory Renio 2655 3M RefNo. T4316,
Fobra 8,201

7 Final Repo, Alsandr, B. Moraly rues of Workers| Freliminay aasabi to Scion
Emalovesathe of Deas Fact, Universof | 56) docks in er of Dacor 15.
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Attached Submission 

Analytical Laboratory Report, Determination of the 
Presence and Concentration of Potassium 
Perfluorooctanesulfo_nate (CAS Number: 2759-39-3) in the 
Serum and Liver of Sprague-Dawley® Rats Exposed to 
PFOS via Gavage, Laboratory Report No. U2006, 
Requestor Project No. 3M TOX 629~.9, October 27, 1999. 

Report Amendment 1, Combined Oral {Gavage) Fertility, 
Developmental and PerinataUPostnatal Reproduction 
Toxicity Study of PFOS in Rats, Argus Research 
Laboratories, Inc., Protocol 418-008, Sponsor’s Study No. 
6295.9, April 13, 2000. 

Analytical Report, Determination of the Presence and 
Concentration of Perfluorooctanesulfonate, 
Perfluorooctanesulfonylamide, M556, and M570 in the 
Liver and Sera Samples, 3M Environmental Laboratory 
Ref. No. U2636, TOX-028, February 23,2001 

Analytical Laboratory Report, Determination of the 
Concentration of PFOS, PFOSA, PFOSAA, and EtFOSE- 
OH in the Sere and Liver of CrI:CDBR VAF/Plus Rats 
Exposed to N-EtFOSE, 3M Environmental Laboratory 
Report No. TOX-098, Laboratory Request No. U2402, 3M 
Ref. No. T-6316.7, February 6, 2001. 

Analytical Laboratory Report on the Determination of the 
Presence and Concentration of Potassium 
Perfluorooctanesulfonate (PFOS) or another metabolite of 
2(N-ethylperfluorooctanesulfonamido)-ethanol (N- 
EtFOSE) in Liver and Serum Specimens, 3M 
Environmental Laboratory Report No. TOX-097, 
Laboratory Request No. U2452, 3M Ref. No. T-6316.8, 
February 8, 2001 

Final Report, Alexander, B., Mortality Studies of Workers 
Employed at the 3M Decatur Facility, University of 
Minnesota, April 26, 2001. 

Related Study/Data Already 
Filed Under 8(e) 

Combined Oral (Gavage) Fertility, 
Developmental and Perinatal/Postnatal 
Reproduction Toxicity Study of PFOS 
in Rats, Argus Research Laboratories, 
Inc., Sponsor’s Study No. 6295.9, June 
10, 1999, full report submitted 
February 15, 2000 supplementing 
earlier filing 

13-Week Dietary Study of N-Methyl 
Perfluorooctanesulfonamido Ethanol 
(N-MeFOSE) in Rats, 3M Ref. No. T- 
6314.1, Covance Study No. 6329-225, 
dated June 30, 2000, Section 8(e) filing 
July 24, 2000 

Final Report, Oral (Gavage) 
Developmental Toxicity Study of 2(N- 
Ethylperfluorooctanesulfonamido)- 
ethanol in Rats, 3M Reference No. T- 
6316.7, December 17, 1998, submitted 
to Section 8(e) docket per letter of 
August 21, 2000 

Final Report, Oral (Stomach Tube) 
Developmental Toxicity Study of N- 
EtFOSE in Rabbits, 3M Reference No. 
T-6316.8, January 11, 1999, submitted 
to Section 8(e) docket per letter of 
August 21, 2000 

Preliminary data submitted to Section 
8(e) docket in letter of December 15, 
2000 
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No. T-3290 (40 % K'PFOSAA in 3 % EtOH, 17% IPA Laboratories, Inc., Project No.RAS L418 FOV Lot nemo | henSSTRNTov logo ery DoctRekort |000KBE SeaDee wes so ra6075 Lo Sonne ois| Sine ion stock| Iocrnlo savisrim |
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Mink and River Otter, Michigan State University, June 20,oo
11. ley, 12, and K Kaan, PetursctncifnsndReFite yaoerme.FmheCoffs apes poyMnSe Uaveny 30. 30
12. Giesy, J.P. andK. Kannan, Perfluorooctanesulfonateand

Related Fluorochemicals in Fish-Eating Water Birds,

Pr —
Perhuoraoeincsifonae nd Reled rarochemicas in|VinemsiSeCane acs |Yar |

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

Sincerely,

J Lone
Geol adams
Manager, 3M Corporate Product Responsibility

Enclosures
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10. 

II. 

12. 

13. 

Attached Submission 

Final Report, Acute Oral Toxicity Screen with T-3290COC 
in Albino Rats, Safety Evaluation Laboratory, Riker 
Laboratories, Inc., Project No. 0882AR0362, 3M Reference 
No. T-3290 (40 % I~+PFOSAA in 3 % EtOH, 17 % IPA 
and 40 % H20, L-6778, F-6873, Lot 501), November 5, 
1982 [Bibliography entry in Docket AR-226, final report 
was to be moved to TSCA 8(e) docket] 

Giesy, J.P., and K. Kannan, Accumulation of 
Perfluorooctanesulfonate and Related Fluorochemicals in 
Fish Tissue, Michigan State University, June 20, 2001. 

Giesy, J.P., and K. Kannan, Accumulation of 
Perfluorooctanesulfonate and Related Fluorochemicals in 
Mink and River Otters, Michigan State University, June 20, 
2001. 

Giesy, J.P., and K. Kannan, Perfluorooctanesulfonate and 
Related Fluorochemicals in Oyster, Crassostrea Virginica, 
From the Gulf of Mexico and Chesapeake Bay, Michigan 
State University, June 20, 2001. 

Giesy, J.P. and K. Kannan, Perfluorooctanesulfonate and 
Related Fluorochemicals in Fish-Eating Water Birds, 
Michigan State University, June 20, 2001. 

Giesy, J.P. and K. Kannan, Accumulation of 
Perfluorooctanesulfonate and Related Fluorochemicals in 
Marine Mammals, Michigan State University, June 20, 
2001. 

Related Study/Data Already 
Filed Under 8(e) 

Acute Oral Toxicity Screen with T- 
3290COC in Albino Rats, Safety 
Evaluation Laboratory, Riker 
Laboratories, Inc., Project No. 
0882AR0362, 3M Reference No. T- 
3290 (40 % K~PFOSAA in 3 % EtOH, 
17 % IPA and 40 % H20, L-6778, F- 
6873, Lot 501), November 5, 1982, 
submitted to Section 8(e) docket in 
August 21,2000 self-audit letter 
(which erroneously refers to rabbits 
rather than rats) 

Preliminary data submitted to Section 
8(e) docket May 26, 1999 

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

Sincerely,        .m 

anager, 3M Corporate Pro uct esponsibility 

Enclosures 
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Acute Oral Toxicity Screen { wilivith m-3290000 HE
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Experipent No.: ossanoss2

Conducted at: satety Pvaluation LaboratoryFiker Laboratories, Tne.Se. Rau, minnesota

Dates Conducted: July 30, 1982 to August 27, 1982

Conductea By H. 5. Ruooes fons icf75 Todas Hes51. Laboratory mennicianfithaiciiaditia

4ed@-Fo-373 De Cnandeon3 siftoT Tarior, or weMordsotogietSeay Director
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Acute Oral Toxicity Screen 

with T-3290COC 

in ~tlbino Rats 

~pe riment No.: 0882AR036 2 

Conducted At: Safety Evaluation Laboratory 
Riker Laboratories, Inc. 
St. Paul, Minnesota 

Dates Conducted: July 30, 1982 to August 27, 1982 

Conducted By: 
H. S. Rhodes 
Jr. Laboratory T~chnician 
Acute Toxicology 

D. M. Markoe, Jr., BS I Dat~ 
Toxicologist 
Study Director 

Reviewed By: 
K. D. O’Malley, BS ~ 
Senior Toxicologist 
Acute Toxicology 

Date 

M. T. C~se 
K. L. Ebbens 
F. D. Griffith 
W. C. McCormick 

0008118321~ 
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Summary
An acute oral toxicity screen with -3290C5C wes conducted from

uly 30, 1962 to August 27, 1962 at Riker Laboratories, Inc., St. Paul,

Minnesota using pale and female albino rats ranging in body weight from

209-269 grams. The test article was administered by gastric intubation at

a dose level equivalent to 200 mg/kg and 1250 ng/kg body weight with 0/10

mortalities noted at the 200 mg/kg dose level and 5/10 mortalities noted at

the 1250 mg/kg dose level. The untoward behavioral reactions which

occurred during the 26 day observation period at the 200 mg/kg dose level

consisted of hypoactivity fram 60-120 minutes post dose adninistration.

he 1250 mg/kg dose level exhibited hypoactivity, ataxia, diarrhea and, in

the feaales, unkempt appearance. Recovery was generally precluded by

Geath. Body weight gains were noted in all animals which survived the

study. decropsies perfomed at termination of the study revealed no

Visible lesions, however, autolysis precluded evaluation of three 1250

ag/ks dose level animals which died prior to the end of the study. The

approximate oral LDSO of 1-3290CSC is greater than 200 mg/kg and less than

1250 ng/kg in fasted pale and female albino rats.

Introduction
he objective of this study was to approximate the acute oral LDSO of

7-329000¢ in fasted albino rats. This study was conducted for research and

development purposes and is, therefore, not regulated by the Food and Drug

aninistration’s Good laboratory Practice Regulation of 1978, although the

standard operating procedures of this laboratory adhere to the general

principles of this regulation. The raw data generated by the Study

Director and the final report are stored in the conducting laboratory's

archives.

<

NET osa8s42
2789.0005

Summary 

An acute oral toxicity screen with T-3290COC was conducted from 

July 30, 1982 to August 27, 1982 at Riker Laboratories, Inc., St. Paul, 

Mi.nnesota using male and female albino rats ranging in body w~ight from 

209-269 grams. The test article was administered by gastric intubation at 

a dose level equivalent to 200 mg/kg and 1 250 mg/kg body weight with 0/10 

mortalities noted at the 200 mg/kg dose level and 9/I 0 mortalities noted at 

the 1250 mg/kg dose level. T~e untoward behavioral reactions which 

occurred during the 28 day observation period at the 200 mg/kg dose level 

consisted of hypoactivity from 60-120 minutes post dose administration. 

The 1250 mg/kg dose level exhibited hypoactivity, ataxia, diarrhea and, in 

the females, unkempt appearance. Recovery was generally precluded by 

death. Body w~ight gains w~re noted in all animals which survived the 

study. Necropsies performed at termination of the study revealed no 

visible lesions, however, autolysis precluded evaluation of three 1250 

mg/kg dose level animals which died prior to the end of the study. The 

approximate oral LD50 of T-3290COC is greater than 200 mg/kg and less than 

1250 mg/kg in fasted male and female albino rats. 

Int roduc ti on 

The objective of this study was to approximate the acute oral LD50 of 

T-3290COC in fasted albino rats. This study was conducted for research and 

development purposes and is, therefore, not regulated by the Food and Drug 

Administration’s Good Laboratory Practice Regulation of 1978, although the 

standard operating procedures of this laboratory adhere to the general 

principles of this regulation. The raw data generated by the Study 

Director and the final report are stored in the conducting laboratory’s 

archives. 

2789.0005 
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veshon ana mesuits
Young a1bino xats® vere used in this test. AL animals vere held under

quarantine for several daye prior to testing vith only animals whch appeased
to be in good heslth and suitable as test anisals at the initiation of the
study used. The rats were housed in suspended, wire-sesh cages in
camperature and humidity controlled rooms and permitted a standard laboratory
aiet® plus vater ad libitus except during the 16-20 hour period immediately

prior to gastric intubation when food vasvitHheld.
he rats wre administered the test material at 200 83/kg and

1250 ng/kg body eight. ALL doses vere administered wndiloted dizectly into
the stomchs of the rats using a hypodermic syringe cquipped With a
bati-tipped intubating needled,

Acer gustric sdsinistration of the est article, the rats were 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) vers
recorded. A necropsy vas conducted on all animals that died during the study
a6 wll as those euthanatized and the end of the 26 day cbaervation period
(mble 1). Te protocol, principal personnel involved in the study,
composition characteristics and guality Mesurance statement are contained in
sepenices © - Tv.

2 king zave, oregon,
© Taliton Purina Laboratory crow, Ralston purine, St. louis, Ho
£ he ‘test arvicic i 40% s0Lids and was dosed at 200 mo/ks ana 1250 ma/kg of

solids which is equivalent to an undiluted dose of 500 mg/kg and 3125 mg/kg

4 oper ndSomes ew ide asi, WY

6
_— TT eronee

2789.0006
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Method and Results 

Young albino rats~ were used in this test. All animals were held under 

quarantine for several days prior to testing with only animals which appeared 

to be in good health and suitable as test animals at the initiation of the 

study used. The rats w~re housed in suspended, wire-mesh cages in 

temperature and humidity controlled rocks and permitted a standard laboratory 

dietb plus water ad libitum except during the 16-20 hour period immediately 

prior to gastric intubation when food was withheld. 

The rats were administered the test materialc-- at 200 mg/kg and 

I 250 mg/kg body weight. All doses were administered undiluted directly into 

the stomachs of the rats using a hypodermic syringe equipped with a 

ball-tipped intubating needle~d. 

After gastric administration of t~e test article, the rats w~re returned 

to their cages and observed for the following 28 days. Initial, 14 day and final 

body weights, mortalities (Table I) and adverse reactions (Table I) were 

recorded. A necropsy was conducted on all animals that died during the study 

as well as those euthanatized and the end of the 28 day observation period 

(Table I ). The protocol, principal personnel involved in the study, 

composition characteristics and Quality Assurance statement are contained in 

Appendices I - IV. 

a 
~ King Labs, Oregon, WI 
--Ralston Purina Laboratory Chow, Ralston Purina, St. Louis, MO 
~ 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 
"as is", respectively. 

~ popper and Sons, New Hyde Park, NY 

6 
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TABLE 1

ACUTE ORAL TOXICITY SCREEN = ALBINO RATS

with T-3290C0C

Mortality, Necropsy, Adverse Reactions and Body Weight Data

Tndividual Sedy Weights (3)
Dose Animal Test Day Number: Nusber Dead percent
(sa/kg) Sex Number o 14 28 Sumber Tested Dead

200 uw 2m3ser 253 293 3:8 ors °
283588 51 306 351

2R3589 268 328 369
2R3590 263 309 346
283591 62 30 39

200 F 2R3607 225 263 269 o/s °
283608 216 263 260
283609 219 236 252
283810 22 241 257
283611 218 235 249

1250 om ams 265 (vay 7) ass 80
283593 260 (ay ©)
23594 263 (cay 5)
283595 269 303 367
283596 262 (vay 6)

12s0 Fo mez 217 ay 5) 5/5 100
23613 222 ay 4
283614 216 ay 5)
2R3615 214 Gay 5)
283616 209 (ay 3)

Zhe test article was administered undiluted. however, the dose represents mgs of
solids, Of which the test article consists of 40% solids.

Te acute oral LDSO is greater than 200 ng/kg and less than 1250 sg/ky in fasted sale
and fesale rats.
Note: Figures in parenthesis indicate time of death.
Necropsy
NocEepeies performed upon termination rovealed no visible losions at the 200 m/ks dose
evel. The 1250 mg/kg dose level produced no visible lesions upon necropsy, however,
autolysis precluded evaluation of three animals.

TT MET 0438644.
2789.0007

TABLE 1 

ACUTE ORAL TOXICITY SCREEN - ALBINO RATS 

with T-3290COC 

Mortality, Necropsy, Adverse Reactions and Body Weight Data 

a 
Dose -- Animal 
(mg/k9) Sex Number 
200 M 2R3587 

2R3588 
2R3589 
2R3590 
2R3591 

Individual Body We£gh~s (g) 
Test Day Number: 
0         14        28 

253 293 328 
251 306 351 
268 328 369 
263 309 346 
262 310 369 

N,,-Tbe r De ad 
Number Tested 

0/5 

200 2R3607 225 263 269 
2R3608 216 263 260 
2R3609 219 236 252 
2R3610 222 241 257 
2R3611 219 235 249 

o/5 

1250    M 2R3592 265 (Day 7) 
2R3593 260 (Day 6) 
2R3594 263 (Day 5) 
2R3595 269 303 
2R3596 262 (Day 6) 

367 

4/5 

1250 F 2R3612 217 (Day 5) 5/5 
2R3613 222 (Day 4) 
2R3614 216 (Day 5) 
2R3615 214 (Day 5) 
2R3616 209 (Day 3) 

Percent 
Dead 

0 

8O 

IO0 

~ The test article was administered undiluted~ however, the dose represents mgs of 

solids, of which the test article consists of 40% solids. 
T~e acute oral LD50 is greater than 200 mg/kg and less than 1250 mg/kg in fasted male 
and female rats. 
Note: Figures in parenthesis indicate time of death. 

Necropsy 
Necropsies performed upon tcrmination rcvcal~d no visibl~ l~sions at th~ 200 =g/kg dose 
level. The 1250 mg/kg dose level produced no visible lesions upon necropsy, however, 
autolysis precluded evaluation of three animals. 

7 
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Riker Experiment No.i__ 02333208362
aepErDIX 1 5.
PROTOCOL

rest Aeeoratestetey
SPONSOR: 3M_ CommercialChemicals Division

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

TESTARTICLE:  I-3200CC

conTROLARTIOLE: Mew:

PROPOSEDSTARTINGICOMPLETIONDATE OF Tes: fe =fefie

TesTSYSTEM: Pig RAT, £5 SRA
SOURCE: Kin Legs Clrecon, IN|

Sex: 1, F
Number: £45
Weight Range: 200-709 srs

I—————

OBJECTIVE: The objective of hs est willbe to characterize the acuta a= toxily of to test
article in albino Tats. _Fats ___ were selected as a lest system for repro-

uct of response, historical use, ease in handing and genera avalabiiy.

METHOD: The animals will be housed in stainless steel suspended wire mesh cages in temperalure and humidity
omrelad rooms during both the quarantine and test periods, with 0068 and waterofferedad itu.
Ci aria, wi bo sented by color coding, according 16 the laboratory's standard operating pro-
odie ich il cortaspond the animal numberson acard afxedtothe utsie of thcage.Asingle
Socage of “Igo wil be adminsersd each animal, however, if this Gosage level dogs nol
Saaquately characterize the loxcty of th test arc, additonal animals wil be administered the fest
re a Supplemental dosage levels. Any adiional dosage levels wil bo documented and fied wih
rs rcioear Th test ace wil bs administered to the animals inthe fon received from the sponsor,
Sah mtsured lt cges 200 cared i ry ions beaver
‘actions for the folowing34 day Iniialandfinalbody weights wil be recorded. Agross necropsy which
omeisde. ut not be mite 10; hear, lungs, ier, kidneys and general gastrointestinal tract wil be
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APPEhDIX I 
PROTOCOL 

Riker Experiment No.: 0;?S £A~OI~- 3~ 2 

TEST: Act,re 0ra! Toxicit)’ 

SPONSOR: 3M Co~rcial Chen~ic;=Is 

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

TEST ARTICLE: ¯ T-3290CoC 

CONTROL ARTICLE: Lk ~< 

PROPOSED STARTING/COMPLETION DATE OF TEST: 

Sex: :4, F 
Number: ;~5 
Weight Range: 200-’-,00 gr~s 

Division 

OBJECTIVE: 

METHOD: 

The objective of this test will be to characterize the acute     o--,.-:i             toxicity of the test 
article in albino     z-ats              ~ats        were selected as a test system for repro- 

ducibility of response, historical use, ease in handling and general availability. 

The animals will be housed in stainless steel suspended wire mesh cages in temperature and humidi_ty 
controlled rooms during both the quarantine and test periods, with fooda- and water offered ad libitumb-. 
Each animal will be identified by color coding, according to the laboratory’s standard operating pro- 
cedure, which will correspond to the animal numbers on a card affixed to the outside of the cage. A single 
dosage of      * moJkg will be administered each animal, however, if this dosage level does not 
adequately characterize the toxicity of the test article, additional animals will be administered the test 
article at supplemental dosage levels. Any additional dosage levels will be documented and filed with 
this protocol. The test article will be administered to the animals in the form received from the sponsor, 

after which the animals~ill .b~e,returned to their cages and observed for any untoward behavioral re- 
actions for the following’~:~ a~y~ Initial and final body weights will be recorded. A gross necropsy which 
will include, but not be limited to; heart, lungs, liver, kidneys and general gastrointestinal tract will be 
conducted on all animals which die during the conduct of the test as well as the animals surviving the 
test period. Any gross abnormalities which are observed during the conduct of the necropsy will be re- 
corded with specific mention to the organ and/or site observed. All raw data generated by the study 
director and the final report will be stored in the Riker Laboratories’ Archive, St. Paul, Minnesota. 

a_ Purina Laboratory Chow, Ralston Purina, St. Louis, Missouri 

*dose at %wc:, le~-e!-~: 1230 r::9!]{~ ~ 200 
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Date- Study Director Date 
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: Riker Experiment No.: 0882080362
6.

APPENDIX I (concluded)
Deviations and/or Asendsents to Protocol

1. s sed solution with 40% solids not 508.
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Riker Experiment No.: 0882AR0362 

APPENDIX I (concluded) 
Deviations and/or Amendments to Protocol 

I. ~he test article was suDDlied as a solution with 40% solids not 50%. 

Study Director Dat~ 

Study Director Date 

Study Director Date 

Study Director Date 

Study Director Dat= 

2e 

3m 

2789.0010 
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7.

APPENDIX IT

principal participating personnel Involved in the Study

Name Function

H. 5. Rhodes Jr. Laboratory Technician
Acute Toxicology

D. H. Markoe, Jr. BS Toxicologist
study Director

XK. L. Eobens, BS supervisor
Toxicology Testing

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

G. c. pecore supervisor
Animal Laboratory

n

- - ET 0438648
2789.0011

APPENDIX II 

Principal Participating Personnel Involved in the Study 

Name 

H. S..Rhodes 

Function 

Jr. Laboratory Technician 
Acute Toxicology 

D. M. Markoe, Jr., BS Toxicologist 
Study Director 

K- L. Ebbens, BS 
Supervisor 
Toxicology Testing 

K. D. O’Malley, BS Senior Toxicologis t 
Acute Toxicology 

G. C. Pecore 
Supervisor 
Animal Laboratory 

2789.0011 
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8.

APPENDIX IT

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.

1
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APPENDIX 

Composition Characteristics 

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

and therefore information pertaining to composition characteristics is not 

applicable for inclusion in this study. 

2789.0012 
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AppENDIX TV

Quality Assurance Statement

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

genezal principles of this regulation. The Compliance Audit dnpartment does

inspect different significant phases for studies undervay 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 departrent for review.

13
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APPENDIX IV 

Quality Assurance Statement 

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 Audit department 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. 

2789.0013 
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