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FACT Tox.012
Report AmendmentNo. 1

This amendment modifies the following portion(s) of the final report:

1. FiNAL REPORT:
Make the following addition to the final report text
App:
After the final report was issued (signed and archived), it was discovered that the purity valuestated for the analytical reference substance was inaccurate. This value was based only onNMR analyses. Subsequent chemical characterization is oceurring to determine the actualpurity of theses substances (PFOS Lot 193). If necessary, the final report will be amended todetail the analytical results using the purity value from the certificateofanalysis when it isissued for PFOS Lot 193.
REASON:
To describe the changes that wil be made to the final report when the certificateofanalysisis issued for PFOS Lot 193.

2. FINAL REPORT:
Make the following addition to the exceptions list in the Statement of Compliance section.Apo:

The purity and stability of the analytical reference substance is unknown and was notdetermined prior to the initiation of this study.
REASON:
The Statement of Compliance section was incomplete.

3. FiNaL REPORT:
The purityofthe analytical reference substance is 99.28% (Lot 193), as listed in Table 2.AMEND TO READ:
The purity of the analytical reference substance (PFOS Lot 193) listed in Table 2 is unknown.Reason:
The purity value stated for the analytical reference substance is incorrect.

4. FINAL REPORT:
Make the following addition to the final report text under circumstances that may affect thequalityofthe data.
Ap:

+ According to the Dilution Summary Sheet the extracs for FOiversamples 82430, 244M, 245M,8250M, and 825M were diluted 0.001mL into 1.0mL (1:1000),butwere calculated as 12000. Onthe same sheet, the extrac for FO ver sample 8181M and F iver sample 8937 Pup were dited0.001mLinto 1.0m. (1:1000),butwerecalculated as 1:500
«The result for 8249M iversamplewasquantiated based on peak response that exceeds thehighestcalibration standard by 20%.

REASON:
To include the circumstances that were found after the final report for this study was issued.
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FACT Toxo12ReportAmendment 4
5. FINAL REPORT:

On page 4 of 16,a print error occurred that replaced several linesofthe Exceptions to GLPcompliance text with an "X character, without any changeinthe spacing between thesubsequent bullets on the restofthe page. The incorrect page will be replaced in the finalreport and it will archived in the study folder.‘AMEND TO READ:
The comect page 4 of 16 is attached to this amendment. The following lst is the completetext lost in the print error:

+ The identity, strength, purity, and composition defining the test or control article was.notdeterminedatin me fhe suc, however hese arosewhperenneeyTodeSubsequent to ne present sy+ Tuo separa td decors were signed 10h n vio an hanapions of is tty,+ From 15 Seplember 1558 uni 1 tober 1986, he protocol wes not sporspre actring tht Sm par ot n compare+ Dovatons wer otcori approved bytes rectoras recured by GLP regussons+ Data conectons were no avays recorded a recs oy GLP ruins,+ Data were not avaysatsbuted henidresponsi for reser pe dota
Reason:
The final printed report with the incorrect page does not reflect the complete report documentas reviewed by the study director and sponsor representative.

Amendment Approval

Po: 7 dy.TG / 1 omy
‘Marvin T. Case, D.V.M, Ph.D., Sponsor Representative ate

A ferfh 04/19/e0
Kristen J. Hansen. Ph.D., Study Director Date

3M Environmental Laboratory cco121



PotassiumPertucroocanesutrate 3MEmironmentalLaboratory(CASNumber2758363 Repertho Tox012Lateratory Request Numer (LRNHU2008

STATEMENT OF COMPLIANCE

Study Title: Analytical Laboratory Report on Presence and Concentration of Potassium Perfluoro-octanesuifoniate in Serum andLiverof Sprague-Dawley? Rats Exposed to PFOS viaGavage
Study Identification Number: FACT Tox-012

This study was conducted in compliance with Food and Drug Administration Good Laboratory Practice(GLP) Regulations for Nonlinical Laboratory Studies [Data Requirements): 21 CFR ( Part 58), withthe exceptions in the bulleted list below. In adciion, the present study has been audied retrospectivelyby an independent quality assurance unit. Audit procedures and findings for audits performed at the 30Environmental Laboratory and at participating contract laboratories are housed with documentationpertinent othis studyinarchivesatthe 3Mlaboratoryandwilberetainedforatleast 10years,Theanalyticalportioncompletedatthe 3MEnvironmental Labwasperformedinaccordancewith3MEnvironmental Technology and Safety Services Standard Operating Procedures.
‘Exceptions to GLP compliance:
© Storage containers for the reference substance, PFOS, were notlabeledwith name, CAS number,batch number, expiration date, or storage conditions.
* Detais of the preparation, maximum storage time, and stabilty properties of the reference‘substance, PFOS, are unknown.
* The dently, strength, purity, and composition defining the test or control article was not determinedat the timeofthe study; however, these analyses were performed on the lot of PFOS usedsubsequent to the present study.
* Two separate study directors were assigned to thei vivo and the analytical potionsofthis study.
+ From 15 September 1998 unti 1 October 1998, the protocol was not sponsor approved and was.during that me period not in compliance.
© Deviations were not cansistenty approved by the studydirectoras required by GLP regulations.
* Data comections were not always recorded as required by GLP regulations.
+ Data were not aways attributed to the individual responsible for recording the data.
+ Records in electronic form do not meet the criteria set forth under 21 CFR(11).
+ Afinaized sample log-in racking system was not in piace at the time of the study; however, draftdocuments did exist and were used to log in and track samples.
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