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Blaine C. McKusick, Ph.D.
Haskell Laboratory
Elkeon Road
Nevark, Delavare 19711
Dear Blaine:
A copy of the TSCA Section 8(e) notification regarding perfluoroslkanecarboxylic acids and corresponding ammonium careexylases 1s ncroses.Please contact us if you have further questions.
Sincerely,

rank
FD. Griffich, Ph.D.
Manager, Toxicology Services
£06: KR
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FrankA.bel, 4.0.
fritid

sarch 20, 1981 SW

Actiag Director, NIOSE
Park Lawn Building
5600 Fishers anc
Rockville, MD 20855
beac sir:
Subject: Notice to.EPA Regarding Section 8(e)of the Toxic Substances Control Act
Please find enclosed for your information a copy of
the subject notice submitted to EPA on this date.
You will note from our letter to EPA that we regardcertain parts of thix notice ax trade secret orconfidential business information. Therefore, this ’inforsation should be handled according to Section
15 of the Occupational Safety and Health Act (29 USC564). Tn the cvone you detoraine tha 4¢ may heuccessary to disclose certain of this informacionto the general public, we request that you contact. 3 prior to such disclosure.
Very truly yours,
Ser,
Che

Fraok A. bel, M.D.

Enclosure :
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Hacel 20, 1561 SRE

Docusent Concrol OfficerCheaical Taformation bivieion °
Office of Toxid Substances (WH-557)Environmontal Protection Aksncy40 Scecuts fotMashingzon, B.C. 30460

i Gentlemen:

1 Subject: Section B(c) Toxic Substances Control Act (TSCA)Yertluoroalkane Carbosylic Acids snd CovespomminsAanonum Catboylaces
Please find attached 3M Report entitled “Oral Rangefinder StudyOF T-299HGC in gant Kato, dated March 12, 101 pressInformation fron this study hat ndicaved that ores dostry ofthe subject ammoniua carboxylate mixeure Producer he ton roiecteratogenic effects. This Report and the Findings nesemiors ooi RES Ti Tons To tao84She Shading descr| Msi deol, nl relGrenced 8 aed oF SEG LoI us to subuit this information pursuant to Section (e) of TSch| and EPA's statement of interpretation published in the TI3ZRali | REGISTER, Macch LG, 1978.

i Pertiunrestane smoniun carbonates 1s + gna snsiees eneHh for a mixture of homolows Which can be emresser ny aei snort Turmati ; ¥ CO or ee pa] $5I! Fupocicd on che 18KEvento)
i As previously stated in our November 19 submission, our smpioresi Fer a Litotony ta indice. tee i Seth lisabth peoblews have bosn obsecved nor disease patterns dececcudi uhich are atcributable or related to Fluorochemiest sapomesei This mixtuce of homologous aumontuacarhorylaces and: mh eneroi Spondon, LmLuss cacborylic acids ard curbently commercirrsyii available and used us follows:

of 3 rand Pluocuchonical Acid FC-26 Emulsifier addicive fn chests- cal speciatey products.
(internacional marke: oniy)
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¢ Document Control OFFicer -2- Hugeh db, iva.

: “LUORA® rind Fluocochemical Additive used fa chemical specials
i Surfactant FC-126 products
i (ammonium cacboxylates)

i FLUORAD® Brand Fluorocheatcal Emulsifier used in cheateal
: Suefactant FC-143 Processing and as an adetive 4a
; (ammonium carboxylates) chemical specialty products

i At vue Chimolite peoduction facility, located at Highway 61 und Hushizos
: County Road 19, St. Paul, HN 55133, the subject chemicals are manufac:irec
: trom of locally-peoduced perluocoalkane carboxylic acids anc
J oF th sume acid imported from our Luropean plant in Ancverp, Belgica.

3 Chemical reaction occurs in a closed system. Approximately 36 employees ate
1 interniteently exposed to the subject chemicals during production a: fae
i Cesolice facility. Approximately of perfluoroalkane carboryistes| ue exporeed annually.
| We plan to inform, by April 1, those customers and 3M employees who have,
1 theoush uses and/or processing, potential significant exposure fo che sub-i Joe cheaicalu. At hat tine, we will susaarize these findings ant Gusiine: our recommendations for handling and using these products. Ve sre by cans
i of this letter advising NIOSH of these new preliminary teratogenic findings.: Rit Addition informa fon hrcoacs available. ta an. we an to avis Co. Cot mrs al gents acd on
i| Iu view of the accuchcd preliniauey Findings and in line wich our onseics; Gesting and monicoriug program on Fluorocheaicals, the folloving progres
1 is planned for the ammonium carboxylate mixture:

ii (1) A cocatopenicity seudy in cats.
| (2) & subsequent teratogenicity study in rabbits.i :
1 (3) Continual industrial hygiene program to improve and refine! maar; and aking Processes which have beeni developed to furcher reduce the exposure £9 plant sapioyees.
| Site cectuta of the information provided hereln is considered confidencicl! business information, we re providing a sanitised version of Chis Teorsi For the public file. In addition, we have deleced from the contidencial{ subsission inconsequential inforaation such as the names of Ji espioyeesi for the pucposc of peotceting thelr privacy.

io ~ .

~ . EID079616 =,

- 000102



Document Control Officer =3~ March 20, 1621

Should additional correspondence be necessary on this matter, please contact:
Larry Magill
Manager, Kegulatory Affairs Department
Commercial Chemicals Division
NM
3M Center, 223-65-04
Saint Paul, MN 55144 .Telephone! 612/733-7062

Yours7 truly,
"4,

Afa LGeorge L. Hegg :Group Vice President
Chemicals, Film & Allied Products
GLH:sue
Attachments ’
ce: Acting Director, NIOSHPark Lawn Building

5600 Fishers Lane
Rockville, MD 20855

be: R. J. Davis/T. J. Schouerman = 220-126GL Ewart ~ 220-120£. D. GrAffieh/V. C. McCormick — 220-2ECLV. Hanson = 223-6Gl L. Hegg - 220-13LLG Krogh - 223-6
J.D. Lazerce/k. A. Prokop = 236-1L. PL Ludford - 225-58WII. Pearlson - 223-6 .DR Kickee = 53-4
ELE. Kiehle - ChemoliteWo Fl Scown - 223-65.0. Sorenson - 220-2FL AL Ubel/D. E. Roach
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Report Number: sol
Date: March 12, 19¢

.

Oral Rangefinder Study of T-2998CoC in Pregnant Rats

\ [I J .
i conducted Ac! se. Fast, Himmesote

sostng rerio: samsacy 20, 1580 co Sanass 25, 198
Study Director:

.
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. 1
Introduction
This oral cungetinger stuar® vas conducted to decarmine the uopes dose: level of T-2998CoC? for a subsequent oral teratology study in fats. The- study vas sponsored by 3M Commercial Chemical Division, St. Paul,Minanesota and vas conducted by the Safety Evaluation Laboratory.St. Paul, Minnesota. The study was conducted in
accordance with the Safety Evaluation Laboratory's Standard Operating
Procedures for such studies. The storage location for the raw data ande a copy of the tinal report is maintained in the Safety Bvaluation
Laboratory's record archives.
Hothosn
Thirey-six tize-mated Sprague-Dawley derived female rats from Charles. River Breeding Laboratory vere used in the study. The animals versindiscrininataly removed from the shipping boxes by Aniaal Carepersonnel and placed in the rack of cages froa the left to right. starting at the top and working dovn. Later the Study Director assigneddose groups by vertical ros. The rats vere housed individually inhanging stainless steel cages with wire mesh floors and fronts in aA temperature and humidity controlled room. Purina Laboratory Chou ndwater were available ad Libitum. The lights vere on a 12 hour| Tione/esen cycle:

| he aniasia vere observed daily from day 3 through day 20 of sestacion| for Shnoraas chinioat signe: Bots veisnts vere recommen on dove 3s 01he 9.12, 15 and 20 of gestation and the rats dosed accordingly weing a; conutant done voluw: of 5 ml/kg of body veldnt. T-299UCec vas Suspundedi in Gorn oil and adainistered daily by oral intubation at doses of 150,i 100, 75, 50 or 25 ng/ke/day to groups of 6 rats on days 6 though 15 of; gestation. A control group of 6 rats received only corn oil by oralI. intubation on the same days. On day 20 of gestation the rats wereL. killed by cervical dislocation and each uterus, including its contents,i vas exaained imedlately to determine if the animal was pregnant.Because two previous teratology studies ( Experiment Nos:| 0660TRO008 and 06BOTRO010) with chemically related compounds resulted ini fetuses with teratogenic changes in the lens of the eye a fev fetusesi were also taken at day 20 of gestation and examined for svete abnormalities.
! Blood samples from three rats in each dose group werd taken before thefics dose and at day 20 of gestation. Liver specimens vers als taken£rom the sama rats on cay 20 of gestation. The plasms samples and Liverspecinens were frozen and submitted to the sponser:
t Results and Discussion

The oral adainistration of T-2998CoC at 150, 100, 75, 50 or 25 mg/kg/day© rats during the period of organogenesis (days'6 through 15 ofgestation) did not omult in any deaths. A toxic effect of reduced body: eightgainoccurredbetweendays 6and 9 of gestation inthe 150| S3/Rs/aly dome sree Cresta 1
Te two nonpregnant 150 ma/ka/day rats had a mere severe effec on body 3

A §  Expericent No. cssomools  - 22 rc-1a3 in EIDOT9619
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eight on day 9 of the study than the pregnant high dose dams (Appencix
on fare a considerable amount of velght and one vas Gbierved to

Five Siifary incontinence on days 1, 12 and 13. The pregnant dams of
. He 100.75, 50 and 25 ma/ko/day dose groups did not have abnormal

20] Tiina and sained weight at comparable levels to the 0 mg/xs/dar
Group.
Four fatuses vere examined fron each of four dams in the 150 and 25
Ioiarasy dese groups for eye changes. ALL of the readable fetuses

. iinet had sya changes consisting of one or more of the folloving:
orei leas clofis, dark streak running one-half to thrse=marters of the
eT aeash tne lens of disorganized lens fides (Table 2). The lens
Ierities occurrea in the same location as those cbssrved in the tuo
Sveioes. tecatolosy studies ( Experiment Nos: 0680TROG08 and
DEaoTam010) on cheaieally related compounds. The sbrorsalities in this

. Ciuy appeared more pronvunced than in the previous studies. In the
{ Eravioss studies, the teratogenic effect vaso developmental eye
| FEmvioality vhich appeared to be an arrest in development of the primary
| Jone Fibers forming the sabryonal lens nucleus, followed by secondary

aications of the secondary lens fiver of the fetal micleus. The sine
mera} carphological changes sceurred in this rangefinder study vita

I 2ssacec
conclusion
he objective of determining an upper dose level for an oral rat
Teratology study was met in this atudy. The above results suggest chat

. ree mh/xarday dese level vould be an appropriate high dose in 4 Fat
Cetatology study bucause of tha toxic effect of reduced bods weignt
eine oo addition to the toxic effect of reduced body weight gain, the

- fatogenis etfect of lens abnormality was cbserved and is likely fo be
Cebroduced in a ceratology study. -

.
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Oral Rangefinder Stuy of 129980 in Premant fats
Nan Sosy Neigh Gains of Frednant Rats

With Stanaara oeviations (3)
.. :

_
—

e+ ax av 20

] Control ze 1g 21 28 7
| az 74 75 ase

150 mg/kg/day “1 EE
Liane einen

100 mg/kg/day EAL 17 1m 88
SETS

75 mg/kg/day Ze al 21 1F va :
Whats Fanta

40 ma/rasday wae a a a
EE EN

25 naka/ay wae za. ose
EP

2 Significantly higher than the control (Bumett's ¢ test p <0.05)
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. Table 2
Oral Rangefinder Study of T-2998CoC in Precmant Rats

| Ratios of Fetuses with Eye Changes to Fetuses Examined—

\

High Dose Grow Low pose Group
(150 mg/kg/day) (25 mg/kg/day)

. 16/16 1/152

«

2Four fotuses examined from each of four dams
2 One fetus not examined because eye architecture destroyed in sectioning

«

A .
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Appendix I s-
Oral Fangefinder Study of T-2998C5C in Pregnanc Rats

Individual Body Weishts () and Mean Body Weighcs
v with Standard Deviation for Pregnant Rats
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Appendix I (Continued) :

oral Rangefinder Study of T-2998CGC in Pragnane Rats
Individual Body Weights (g) and Mean Body Weights

iin Standard Deviation fof Pregnant Rats
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Appendix I (Concluded)

Oral Rangefinder Study of T-2998CoC in Pregnant Rats
\ Individual Body Weichts (5) and aan Body Weights

with Standard Deviation for Pregnant Rats

—eyL S65 12 1 ww
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SIR 341 137 203 215 220 228 238
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‘pistRIBUTION LIST .
E. G. Gorter (original + 1)
E. G. Lamprecht
R.A. Nelson + M. T. Case

W. C. McCormick + F. D. Griffith = P. A. Ubel (5)
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