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1) Acute Oral Toxicity Screen with T-3421 in Albino Rats, Safety Evaluation

Laboratory, Riker laboratories, Inc., Project No. 0883AR0287, 3M Reference No. T-

3421 (KTZ-15), January 17, 1984

2) Acute Ocular Irritation Test with T-3421 in Albino Rabbits, Safety Evaluation

Laboratory, Riker laboratories, Inc., Project No. 0883EB286, 3M Reference No. T- 1

3421 (KTZ-15), August 24, 1983

3) Primary Skin Irritation Test with T-3421 in Albino Rabbits, Safety Evaluation

Laboratory, Riker laboratories, Inc., Project No. 0883AR0288, 3M Reference No. T-

3421 (KTZ-15), August 9, 1983

Studies in Progress

1) Protocol, Feces Method Development Metabolism Study for Perfluorooctanesulfonate:

Derivatives [N-EtFOSE, PFOS, and FOSA], 3M Strategic Toxicology Laboratory,

Study Nos., T-636.17; T-6295.21; T-7132.3; ST-41, In-Life Start Date November 22,

1999, In-Life End Date November 24, 1999

2) Protocol, Pharmacokinetic Studyof Perfluorooctane ‘Sulfonamide [FOSA] in Rats,

3M Strategic Toxicology Laboratory, Study Nos., T1322; ST-39, In-Life Start Date

October 4, 1999, In-Life End Date November 2,199

3) Protocol, Cell Proliferation Study with N-Ethyl PerfluorooctanesulfonamidoEthanol

(N-EtFOSE; 3M T-6316.11), ‘Perfluorooctane Sulfonic Acid Potassium Salt (PFOS;

3M T-6295.16), and N-Ethyl ‘Perfluorooctanesulfonamide (PFOSA 3M T-7091.1) in

Rats, Pathology Associates Intemational, Study No. 1132-100
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Experisent Nou: o883AR0287

Conducted At: Safety Pvaluation Laboratory
Riker Laboratories, Inc.
Se. Paul, Minnesota

Dates Conducted: August 2, 1983 to Septenber 7, 1983
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Study pirector
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Supervisor, Toxicology Testing

ac: Ww. 7. case
wimprieeLt®
“. C. MeCormick

000110



1

Summary

The acute oral toxicity screen vith T-3421 vas conducted from

August 2, 1983 to September 7, 1983 at Riker Laboratories, Inc., St. Paul,

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

191-258 grams. The test article vas administered by gastric intubation at

dosage levels of 5,000, 2,000, 500 and 200 mg/kg body weight with mortalities

of 10/10, 10/10, 10/10 and 2/10 noted respectively from one hour to six days

post dose administration. The untoward behavioral reactions which occurred

uring the 14 day observation period generally consisted of hypoactivity,

Lethargy, prostration, diarrhea and unkempt appearance with the onset

occurring from 1-30 minutes to day four post dose administration. Clonic

convulsions were noted in two animals prior to death, trancient alopecia vas

hoted in two aninals hile dyspnea and salivation were noted in one animal

uring the stady. ALL reactions subsided by day eleven or death precluded

recovery. Body weight gains vere noted in animals which survived the study

period. Necropsies performed at temination of the study revealed no visible

Lesions while hyperemic or hemorrhagic lungs and/or hemorrhagic intestinal

race generally vere noted in the aninals which died during the conduct of the

study. The acute oral LDSO of T-3421 is greater than 200 mg/kg and less than

500 mg/kg in male and female albino rats.

Introduction

the objective of this study vas to determine the acute oral LDSO of

13421 in albino rats. This study vas conducted in accordance with the Food

and Drug Adninistration's Good Laboratory Practice Regulation of 1976. The

Law data generated by the Study Director and the final report are stored in

the conducting laboratory's archives. 000111
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hethos and Resuits
young atbine rate vere used in this test. ALL animals vere held under

quarantine for several days prior to testing vith only animals Which appeared

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

study uses. The rate vere housed in stock cages in temperature and humidity

controlled rooms and permitted a standard laboratory diet? plus water 88

Libitun except during the 16 hour period immediately prior to gastric

intubation when food vas withheld.
Five male and five female rats were adsinistered the test material at

preselected dosage levels. The doses were adsinistered at a constant vole

of 10 m1/ks directly into the stomachs of the zats using a hypodersic syringe

equipped with an intubation needle.

After gastric adainistration of the test material, the rats vere

Leturned to their cages and observed for the following 14 days. Initial,

seven day and final body weights, mortalities (Table 1) and adverse reactions

(rable 2) vere recorded. A necropsy vas conducted on all anipals that died

suring the study as well as those euthanatized at the end of the 14 day

abservation period (Table 1). The protocol, principal personnel involved in

the study, composition characteristics and Quality Assurance statement are

contained in Appendices I - IV.

2xing tabs, oregon, WE
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ACUTE ORAL TOXICITY STUDY - ALBINO RAIS ,

wath T-3421 7)

Mortality, Necropsy and Body Weight Data %,
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EST COPY AVAILABLE Riker Experiment No:

APPENDIXI 2
PROTOCOL

JesT.__ceuwe Dmed lowtclwr fea

SPONSOR: aM___lewoweisl Chodend
Division

GONDUCTED BY: Safety Evaluation Laboratory, Riker Laboratories, Inc. St. Paul, Minnesota
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TestsvsTem: fizino SAT LD

source: K 136 ies, ORT con, (4
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Weight Range: 2°" = 39
Ceeen

OBJECTIVE: The objective of hs test wil be to characterize the acule oral toxicity of the lost
in along tise. Bil were selected as a test system for reproductbilty of

Tesponse, historical use, 6ase in handing and general availabilty.

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

amtiat wil be dentiied by color coding, according to the laboratory's standard operating pro
when will correspond 0 he animal numbers on a card afxed othe outside ofthe cago. A single

oe ot51 mk wil be administered each animal, howover, ff his dosage level doos not
ael characterize the 1oxicty of the test arice, additonal animals will be adminisored he test

2 plomental dosage levels. Any additonal dosage levels wil be documented and fled with
re raioeo, The 10! article wil be administered 1 the animals in the fo received from the sponsor

etwaton of th test arice, the animals wil be retunad to their cages and observed for any
Iware onaviora reactions fo the following 14 days. Initial and final body weights will be recorded. A
Gross necropsy which will nude, but not be limited to hear, lungs, ver, Kidneys and genara) gasec
ears wil bs conducted on all animals which die during the conduct of the test as well as tr
ie suming he fost porod. Any gross abnormaliies which are observed during the conduc ofthe
rane wil ba recorded with speciic mention 10 the organ andlor sie observed. The acuts med
ease. (LDs) of the test atic will be calculated, i possible, using a probit analysis method al th
os absenation period. All raw data generated by the study director and the final report wil
Stored in the Riker Laboratories® Archive, St. Paul, Minnesota.
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APPENDIX TV

QUALITY ASSURANCE STATEMENT

Acute Toxicology Laboratory Studies

study No: [7I3JLER22

nis shore term study vas audited by Compliance Audit, and

the final report examined against the Tau date on Deng 25 18

ihe results of the audit were reported to the study director nd

to management on esses, DE 180

Ln atdision to the data audit, different significant phases fof

Studies underay ia the Acute Toxicology Laboratory aie inspected weekly

un a recurring cycle, snd che facilities are examined BYcompliance

Audit on a three month schedule.
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