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INCORPORATED  301921-0188 Fax: 301.977.0433

Client: 3M MEDICAL DEPARTMENT Date Collected: 02/20/1999-02/26/2003M CENTER Date Received: 04/18/2000BUILDING 220-2E-02ST. PAUL, MN 85133-3220 Date Reported: 05/02/2000(81) 375-3161tention: ANDREW SEACAT
Client No. 1492 Study: 6 MONTH PFOS STUDY Species: CYNOMOLGUS

Accession Spec. GpSexAge TSH, SI CHOLEST HDL-DIR LDL-DIR VEDLNo. 3 UIU/ML MG/DL MG/DL MG/DL MG/DL
A 0098152 T05510M 3 0.53 115 a8 56 1A 0098133 I05318M 3 0.83 58 a si 0A 0098153 T05524M 3 052 110 37 72 1A 0098135 I0ss28M 3 060 ie 31 76 5A 0098136 I08332F 3 0.76 51 23 68 0A 0098137 I0s536F 3 0l48 28 32 53 3A 0098138 T085asF 3 0l34 74 24 50 °A 0098155 Tossssr 3 0.32 74 51 a2 i

Mean ses 95.8 33.8 60.1 1.9$0 207 17 8% 12 3
Group 3

A 0098160 T05506M 4 0.73 ss 1 42 0A 0098161 I0ss07M 4 0l72 23 5 18 1A 0098162 I08312M 4 1118 27 1 18 °A 0098163 I08534F 4 12 55 1s io 3A 0098163 T0ss36F 4 1173 53 1s 31 3A 0098165 T0S540F 4 olas 57 16 a 0A 0033166 103351F 4 086 81 22 35 4
Mean 105 48.3 1s 3s 1.7so. S368 15.4 4.6 113 ils
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GLYTICS crcsi 0, cams vo ar
INCORPORATED 301-821-0168 Fax: 301-977-0433

Client: 3% MEDICAL DEPARTMENT Date Collacted: 02/20/1999-02/26/200134 CERTER Date Received: 04/18/3000BUILDING 220-2B-02ST, PAUL, “MN 55133-3220 Date Reported: 05/02/2000(631) 575-3061AfEahelon: "Mbrew seacar
Client No. 1492 Study: 6 MONTH PFOS STUDY Species: CYNOMOLGUS

Accession gee op Sex Age TSH, SICHOLES? HDL-DIR LDL-DIR VLDL
No. Il UIU/ML MG/DL MG/DL MG/DL MG/DL

A 0098167 1055337 4% 0.25 117 51 1 5A 0038163 I03343F 4R 0:60 24 Eo] bt 28A 0035165 I03aiiM aR oes 33 38 a 0A 0038170 IoasiM 5:53 108 3% & ?
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Andrew M. Seacat, Ph.D.
3M Medical Dept.
3M Center, Building 220-2E-02
St. Paul, MN 55133-3220
Phone: (612) 575.3161
FAX: (612)733-1773
e-mail: amseacat] @mmm.com

3/6/2000

Peter J. Thomford, Ph.D.
Study Director, Toxicology
Covance Laboratories Inc
3301 Kinsman Blvd.
Madison WI 53704
Phone: 608-241-7202
Fax: 608-242-2736

Re: 26-week capsule toxicity study with perfluorooctane sulfonic acid potassium salt
(PFOS; T-6295) in Cynomolgus Monkeys. Covance Study Number: 6329-223,

Peter,

3M requests information from the study records of 6329-223 for the methods used and
the dates of specific hormone determinations conducted by Ani Lytics Incorporated,
Gaithersburg, MD. Specifically, we need more information on the methods of
determination for T3, T4, free T3, free T4 and TSH. An explanation of the zero values for
TSH is requested. What is the limit of detection (LOD) and limit of quantitation (LOQ)for TSH in the method used, and should the zero values be replaced with <LOD or <
LOQ. Furthermore, we need to understand the high T3 values reported for the day 37
samples (reference, appendix 6 of Draft interim Report from Covance), for which the T3values were high in all dose groups. The date that the tests were performed on each
sample is also requested. Ani Lytics is being copied on this request in order to expedite
the transfer of information.

Sincerely.

Andrew M. Seacat Ph.D.
Study Monitor

cc: Dr. Saroj Das
Ani Lyties
200Girard Street, Suite 200
Gaithersburg, Maryland 20877
Telephone No.: 301-921-0168
Facsimile No. 301-977-0433
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LYTICS conc csv stercums woes
INCORPORATED 301-921-0168 800-237-2815

05 Apes 2000
[o———Beeaamanee EN 0.20.0oo its
Deas px. sence,

REF: Fax dated 3/20/00es
want to bring to your attention that primate TSN analysis at AniEEE, orn TO ee” pa,ZIAD TSH analvatewe Antonal Sine dboty paling ou Sifamed Sein anti-human, TonBe Ee oe toneing h ae LodYoSoncctonal antinedy: heretore those vast Lenence 2 Hon, einTe rioarer For The vaso ve tastes ar gente, cannot bevendorobiane“vial thing pelyeiomnl Sat Tosty na” ronnont® 58 2ezeyEen tnformation on eat of the seen) mio To oourge andRr aa roc

As indicated to you, primates in general have quite low ToHLea rerore Lv he hase LE, Ee Jo TOETime ia he Ton cha syaten. Ne Te oat Trpa DTSATR
sincerely.

2 2,

“Saro) R. Das, M.S., Ph.D.Sa

cer peter 3. Thomtord, m5.srg RiEEAEAfameala
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GIYTICS sums sas gapeson ose
INCORPORATED 301-921-0168 800-237-2815

RESULT REPORTING POLICY

Linear regression curve correlation coefficient of 0.99 or greater
accepted.

Results observed over the highest calibrator concentration repeated
on appropriate dilution.

Lowest limit of quantitation is the lowest calibrator
concentration. Values below this concentration are computer
generated based on the standard curve. These values are reported.
In some assays the exact calibration range is kit lot number
specific.

A zero value indicates that the counts bound for the sample/s were
same as or close to or > zero standard counts.
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CAYTICS cociussio sez curs wos
INCORPORATED 301-921-0168 800-237-2815

ANALYTE: Noniiuman Primate
Thyroid Stimulating Hormone (TSH)

PROCEDURE: Double Antibody RIATonouse Procedure

——
Human TSH standard (Ref WHO standard 68/38)Sima Aldrich Tac. cat. wrodest
Rabbit-anti human TSH (polyclonal)Slomaalorich Tac. cat. #T4eci
Radiolabsied HsAee, me. Views, ma

CALIBRATION RANGE: 0.4 to 50 mIw/al. (Low end sensitivity isGebendent upon the integeity of the iodinated hormone.)

ResuLTs: mzu/alComputer Generated values reported below low end sensitivity of theprecy

COMMENT: Overall TSE levels in NEP are extremely low so it isffiouie ro now if this ‘test. offers sigmiticsmt ‘Clinicsfeito
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INCORPORATED 301-921-0168 800-237-2815

ANALYTE: Free T4

PROCEDURE: Coat-A-Count RIA

REAGENT SOURCE: Diagnostic Products Corporation, CA.

CALIBRATION RANGE: 0.1 to 10 ng/dl (kit lot # specific)

RESULTS: ng/dl
Computer generated values reported below the standard.
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GLYTICS svonsssomocmon worn
INCORPORATED 301-921-0168 800-237-2815

ANALYTE: Total Ta

PROCEDURE: RIA Coated Tube Assay

REAGENT SOURCE: DEC, CA.

CALIBRATION RANGE: 1 to 24 ug/dl

RESULTS: ug/dl
Computer generated values reported below 1 ug/dl.
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INCORPORATED 301-921-0168 800-237-2815

ANALYTE: Free T3

PROCEDURE: Coat-A-Count RIA

REAGENT SOURCE: DEC, CA.

CALIBRATION RANGE: 0.5 - 42 pg/ml (kit lot # specific)

RESULTS: pg/ml
computer generated values reported below the lowest
standard curve calibrator concentration.
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INCORPORATED 301-921-0168 800-237-2815

ANALYTE: Total T3

PROCEDURE: Radioimmunoassay (RIA)
Coated Tube Assay

REAGENT SOURCE: Diagnostic Products Corporation (DEC), CA.

CALIBRATION RANGE: 20 to 600 ng/dl

RESULTS: ng/dl
Computer generated values reported below 20 ng/dl
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