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CORRCESIVITY STUDY ON 4 SFRIFKS
OF NINE MATERIALS

For Fatty Acid Producers' Council
PURPOSE

This study was conducted to evaluate the corrosivity potential of the test
materials in accordance with the procedure deseribed in Section 173.240
under Title L9 of the Code of Federal Regulations, (Federel Perister, Febru~
ery 12, 1973).

TEST MATERIALS

The sepmples were received from Fatty Acid Producers' Ceouncil cn HJovember
30, 1973 for use in this study as follows!:

Sample Descrivtion

Ceprylic Acid 192262 Very pale, clear yellow liquid with
s slight odor

Capric Acid 1922-63 White crystal powder with a slight
odor

Lauric Acid 1922-64 White crystal powder with a slight
oder

Myristic Acid 1922-65 White crystal powder with a slight
odor

Palmitic Acid 1922-66 Vhite powder with a siight odor

Stearic Acid 192267 Vhite waxy powder with a slight
odor

Stearic Acid 1922-68 White waxy povder with a slight

(Eutetic) odor

Oleic Acid 192266 Clear gold light liquid with a
glight odor

Soya Fatty Acids 1922-70 White waxy liquid with a slight

odor
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PROCEDURE

Five-tenths gram or five-tenths milliliter of each undiluted test material was
applied under a 1.5 by 1.5 inch, 12-ply surgical gauze patch, to two intact
skin areas on each of six albino rabbits. The application sites were prepared
by clipping the hair from the saddle area of the rebbits. Fach patch was

held in place with two strips of 1/2 x 4 inch strips of adhesive tape, After
application of the patches, the trunk of each rabbit was wrapped with rubber
dental damming which was secured with staples. The animals were immobilized
in wooden restraining stocks for 4 hours. ‘

At the end of the lL-hour exvosure period, the patches were removed and any
residual sarmple was gently sponged from the skin with a moistened towel.
The reactions were scored immediately after removal of the patches (L-hour
reading), and again at 24 and 48 hours after initial application, according
to the scale reproduced in Tables 1 through 9 accompanying this report.

RESULTE

The results folloving patch application of Caprylic Acid 1922-62, Capric

Acid 1922-63, Lauric Acid 1922-6k4, Myristic Acid 192265, Palmitic Acid
1922-66, Stesric Acid 1922-67, Stearic Acid (Eutetic) 1922-68, Oleic Acid
1922-69, and Soya Fatty Acids 1922-70 to the skin of albinc rebbits are shown
in Tebles 1 through 9, respectively.

No corrosive effects were noted at any site in any enimal tested with Lauric
Acid 1922-€L, Myristic Acid 1922-65, Palmitic Acid 1922-6€, Stearic Bcid
1922-67, Stearic Acid (Futetic) 1922-68, Oleic Acid 1922-€9 and Soya Fatty
Acids 1922-70 at any time during the study.

Caprylic Acid 1922-62 produced entire necrosis or spotted or entire blanching
of each site at the h-hour reading. At the 2L and 48-hour readings, entire or
spotted coriaceousness was noted at each site.

Capric Acid 1922-63 produced entire blanching of one site and entire necrosis
of one site at the L-hour reading., The remaining sites exhibited no corrosive
effects at the L-hour reading. At the 24 and LU8-hour readings six sites ex-
hibited entire coriaceousness while the remaining six sites exhibited no
corrosive effects,

SUMMARY

The corrosive potential of Caprylic Acid 1922-62, Capric Acid 1922-63,

Lauric Acid 1922-6L, Myristic Acid 1922-65, Palmitic Acid 1922-66, Stearic
Acid 1922~67, Stearic Acid (Futetic) 192268, Oleic Acid 1922-69 and Soya
Fatty Acids 1922-70 was evaluated in accordence with the procedure described
in Section 173.240 under Title 49 of the Code of TFederal Regulations (Federal
Register, February 12, 1973).

Caprylic Acid 1922-62 and Capric Acid 1922-63 produced blanching, necrosis
and coriaceousness.
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No corrosive effects were noted in any animal at any time during the study
which were tested with Leuric Acid 1922-6L, Myristic Acid 1922-65, Palmitic
Acid 1922-66, Stearic Acid 1922-67, Stearic Acid (Eutetic) 1922-68, Oleic
Acid 1922-69 and Soya Fatty Acids 1922-T0.

Based on these results Lauric Acid 1922-6L, Myristic Acid 1922-65, Palmitic
Acid 1922-66, Stearic Acid 1922-6T7, Stearic Acid (Eutetic) 1922-68, Oleic
Acid 1922-69 and Soya Fatty Acids 1922-70 are not classified as corrosive
materiels; Caprylic Acid 1922-62 and Capric Acid 1922-63 are classified as
corrosive as these terms are defined in the sbove-cited Regulations.
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TABLE 1. Corrosive scores in rabbits following a W=hour patch application
of Caprylic Acid 1922-62, ’ '

Eschar
Rabbit Observation
Number Skin L hr. 2L hr, L8 nr,
1 ‘Intact LA L¢ ) ke
Intact LB ity Lo
2 Intact LB LD 4D
Intact LB L4p 4D
3 Intact LB ¥o) Lc
Intact 4B Le Le
i " Intact 4B o) Le
Intact B - he Le
5 Intact LB e LC i
Intact 4B he e
6 Intact 4B hc e
Intact LB he Le

Entire site necrotic

Spotted to entire site blanched
Entire site coriaceous

Spotted coriaceousness of site

(ol @ R v ol

noHnonn

SCORING KEY
Fuvaluation of skin reactions Value
Erythema and eschar formation: - .
NO erythemMa memcccccmveecoaccomans [}
Very xlight erythems (barely percep-
UDIE;] ccmecmmccecrrmeranc e 1
Well-defined erythema o cvcvmmncwas 2
Yeocdarate to severe erytheMa ceunaenax 3

Bovere erythema (beet redness) to
slight eschar formation {injuries in

depth) cecmmreecccmsm e ncc e 4
‘Edemn formation:
T ONO 6deMA e mm e o)

- yery slight edema (barely perceptible)- 1
Blight edema (edges of ares well de=

fined by definite ralsing) ccecceoae- 2
Moderate edema (ralsed approximately
1 mimMeter) cocecncccacvcamnnnaa 3

Bevere cdema (ralsed more than 1
millimeter and extending beyond the
&res Of €XPOSUIC) mecmconmcncccnama= <

# § 191.11 of the Regulations
under the Federal Hazardous
Substances Act.
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TABLE 2. Corrosive scores in rabbits following a L-hour patch application
of Capric Acid 1922-63,

’ Eschar
Rabbit Observstion
Number Skin 4 hr. 24 hr., 48 hr.
7 Intact 0 0 0
Intact 0 0 -0
8 Intact 0 0 0
Intact 0 0 0
9 Intact 0 Lo e
Intact 0 Lc Lc
10 Intact 0 e he
Intact 0o Le Lc
11 Intact LB he Iy )
Intact LA Le ¥y
12 Intact 0 0 0
Intact 0 0 0
A = Entire site necrotic
P = Entire site blanched
C = Entire site coriaceousness
SCORING KEY
Evaluation of skin reactions Valuc?"'
Erythema and eschar formation: .
Vo erythemsa coceoccccncoaccrccnn== 0
WVerv slight erythema (borely percepe
$UBIE} mcemcmam—e—smmmmeeo—c—mm——- 1
Well-defined erythema cecccancacens 2
ocarate to severe erythema eeeaac-- 8
Bevere erythema (beet redness) to
slight eschar formation (injuries in
depth) covacccmccvmnmmnans e mm——— 4
¥dema formation:
© NO 6QEMB e ccncm e n e 0

- Yery slight edema (barely perceptible). 1
Blight edema (edges of ores well do-

fined by definite radSing) cec-cmcues 2
Moderate edema (raised approximately
1 TNUMELET) cevmrea e ca e 3

Bevere cdema (ralsed more than 1
miliimeter and extending beyond the
Brea Of EXPOSUIE) ncmocvamammenmonne 4

# § 191.11 of the Regulations
under the Federal Hazardous
Substances Act.

habmasa §
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TABLE 3.

Corrosive scores in rabbits following a
of Lauric Acid 1922-6k,

Rabbit

Number

13
-
15
16
7

18

Skin

‘Intact
Intact

Intact
Intact

Intact
Intact

Intact
Intact

Intact
Intact

Intact
Intact

Eschar
Observation

L nr, 2Lk hr, L8 hr,

0 0
0 0
0 0
0 0
0 0
0 0
0 0
0 0
0 0
0 0
0 0
0 0
SCORING KEY
Evaluation of skin reactions Vaiue ’-'f

Erythema and eschar formation:

HOo erythemAecccercnoromaccanrvane=n
Very zlight erythema (barely percep=
L 3121 1S IR SR ittt
Well-defined erythema.cccccnceccona
3eocarate to severe erythema ceocee--
Bevere erythema (beet redness) 1o
slight eschar formation {injuries in
depth) wvvemcmccrmcemonnmea -

‘Edems formattion:

T

NO ¢d€MA _cuecvcramssncancccnnva—ane
Very slight edema (barely perceptible).
Blight edema (cdges of ares weil dew~
fincd by definite ralsing) cccaceenaa
Moderate edeman (raised approximately
1 mIMeter) cocmecacc e mae e
Bevere cdema (ralsed more than 1
millimeter and extending beyond the
Area Of €XPOSUIe) cucmcvancnnnancann

§ 191.11 of the Regulations
under the Federal Hazardous

Substances Act.

July 5, 197k

lh-hour patch application

i
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TABLE k. Corrosive scores in rabbits xollowing a h—hour patch application
of Myristic Acid 1922-65,

. Eschar
Rabbit Observation
Nurber Skin 4 hr, 2L hr, Ly hr.
19 JIntact 0 0 0
Intact 0 0 0
20 Intact 0 0 0
Intact 0 0 0
21 Intact 0 0 0
Intact 0 0 0
22 : Intact 0 0 .0
Intact 0 0 0
23 Intact 0 ' 0 0 .
Intact 0 0 0 :
2k Intact 0 0 0
Intact 0 0 0
SCORING KEY
Evaluation of skin reactions Value *
Erythems and eschar formation: .
NOo erythema vcemceecccmcecmacoornw [¢)
Ver7 z2light erythema (barely percep-
tiblej] cvmemmcccmmmm— 1
Well-deined erythema 2
¥odarate to severe erythema 3
Bovere erythemsa (beet redness) to
glight eschar formatlion (injuries in
depth) cmmcccccecmcemecccoeee e 4
‘Edema formatlon:
' NO 6deMA e ccnccmscemem oo [+}

% Yerysllght edema (barely perceptible). 1
Blight edema (cdges of area well dow

fincd by defintte ralsing) ccveecenws 3
Moderate edema (ralsed approximately
1 MIMEter) e ccccccncccmranne- 3

Bevere ecdema (raised more than 1
millimeter and extending bcyond the
area of cxposurc) .................. 4

# § 191.11 of the Regulations
under the Federal Hazardous
Substances Act.
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TABLE 5. Corrosive scores in rabbits follovwing a L-hour patch application
of Palmitic Acid 1922-66.

. Eschar
Rabbit Observation
Humber Skin L hr, 24 hr., L8 hr.
25 Intact 0 0 0
Intact 0 0 0
26 Intact 0 0 0
Intact 0 0] 0
27 Intact 0 0 0
Intact 0 0 0
28 Intact 0 0 0
Intact 0 0 0
29 Intact 0 0 0
Intsct 0 0 0
30 Intact 0 0 0
Intact 0 0 0
SCORING KEY
Evaluation of skin reactions Value 7"“
Frythema and eschar formation: .
NO erythemMa.cemecrocucnmeraconsoce (4]
Very zlight erythema (barely percep
1UDIE) —mcemmmecccemmmmmemmammeace 1
Well-defined erythema.ccvcccccacans 2
2odarate to severe erythema weeccens 3
Scvere erythema ({beet redness) to
slight eschar formation (injuries in
[ 15512 < R il 4
‘Edema formation:
' WO 6dCMA e cecccrmemmmm e = 4]

“  Very sllght edema (barely perceptible}. 1
Blight edema (edges Of area well de~-

fincd by definite rafsing) ccccueacas 2
Moderate edema (ralsed approximately
1 MINIMeEter) cecccmcccacccccamme= 3

Bevere edema (raised more than 1
millimeter and extending beyond the
ares Of EXPOSUIe) cucacccmmamrmmenaa 4

# § 191.11 of the Regulations
under the Federal Hazardous
Substances Act.
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TABLE 6, Corrosive scores in rabbits.following & b-hour patch application
: of Stearic Acid 1922-67.

. Eschar
Rabbit Observation
Nurber Skin L hr, 5% hr, 48 hre
31 Intact 0 0 : 0
Intact 0 0 0
32 Intact 0 0 0
Intact 0 0 0
- 33 Intact 0 0 0
Intact 0 0 0
3k Intact 0 0 0
: Intact 0 0 )
35 Intact 0o 0 0
Intact 0 ‘ 0 0
36 Intact 0 0 0
Intact 0 0 0
SCORING KEY
Fvaluation of skin reactions Value *
Erythems and eschar formation: .
No erythemaecocococcmnnacccusmannx ]
WVeryv :light erythema (barely percep-
D1} ccmecsmmme—csemme—e—sae——a—. 1
. Well-defined erythemo o ceoccenmcarcws 2
fadarate to severe erythema e accaaao 8
Bovere erythema (beet redness) to
slight eschar formation (injuries in
AepPth) cmvmcmrccmcsenaneccssnnens 4
‘Fdema formatlon:
NO 60N ccncccemmmmmmecam e 4]

% yery slight edema (barely perceptible) . 1
8lght edema (cdges of area well de-

fined by definite rodsing)eeeaceecos 32
Moderate edema (ralsed spproximately
1 DUMELEr) e vccmc e e wemmname 3

Bevere edema (ralsed more than 1
millimeter and extending beyond the
8rea Of CIPOSUIE) cucacconmommmac—e 4

# § 191.11 of the Regulations
under the Federal Hazardous
Substances Act.
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TABLE 7. Corrosive scores in rabbits following a b-hour patch application
: of Stearic Acid (Eutetic) 1922-68,

Eschar
Rabbit Cbservation
Number Skin L hr, 24 hr, L8 hr.
37 Intact 0 0 ' 0
‘Intact 0 0 0
38 Intact o} 0 0
Intact 0 0 0
39 Intact 0 o 0
Intact 0 0 0
40 Intact 0 0 0
Intact 0 0 0
Ly Intact 0 .0 0
Intact 0 o] 0
L2 Intact 0 0 0
Intact 0 0 0
SCORING KEY
Evaluation of skin reactions Value *.
hema and eschar formation: .
NO erythemMBoccaceecromcecoamenma—n [+]
Very :light erythema (barely percepe
UL} wcmcmemecmrvmm—cs e e 1
Well-defined erythemo coccaecancsesn 2
adarate to severe erythema e mmaacen- 3
Bovere erythems (beet redness) to
slight eschar formation (injuries in
dEPth) o ccamemamcsa e aae 4
‘Edema formation:
: NO 0deMA e ccmsnmcac e emmme—enn—e V]
> Yery slight edema (barely perceptibie)- 1
Slight edema (cdges of orea well de-
fincd by definite raising)ceeeccena-n 3
Moderate edema (ralsed spproximately
3 MIMeEter) cecnecneacccamnaranana 3

Bevers edema (ralsed more than 1
millimeter and extending beyond the
ATCR Of CXPOSUTE) cvcvoccnmmcansanae 4

# § 191.11 of the Regulations
under the Federal Hazardous
Substances Act.
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TABLE 8, Corrosive scores in rabbits following a L-hour patch application
of Oleic Acid 1922-69. :

. Eschar
Rabbit Observation
Number Skin 4 hr, 24 hr. L8 hr,
L3 Intact 0 0 0
Intact 0 0 0
Ll Intact 0 0 0
Intact 0 0 0
ks Intact 0 0 0
Intact 0 0 0
L6 : Intact 0 0 0
Intact 0o 0 0
b7 Intact 0 0 0
Intact 0 0 0
L8 Intact 0 0 0
Intact 0 0 0
SCORING KEY
Fvaluation of skin reactions Value 7""
Erythema and eschar formation: N
NO erythema cvecaccncccscmocecsee= 0
Very :light erythemsa (barely percepe«
UDIE; cceccwmmomecsmememeccmocana 1
Well-defined erythemaac e cmvnuenaa 2z
odtarate to severe erythema eeeeea-- b+
Bevere erythema {(beet redness) to
slight eschar formation (injuries in
depth) cacemcnmcrecmccnececacanaa= 4
‘Edems formation:
’ NO 6deMBcecraccccsmomnmeccannm—nen 0

% wery slight edema (barely perceptible}. 1
Blight edema (edges of area well doe

fined by defintte ralsing) cccwamaaaa 2
Moderate edeman (ratsed approximately
3 MIMELer) cecnrcncanccsmmanae 3

Bevere cdema (raised more than 1
millimeter and extending beyond the
SICA Of EXPOSUIe) cocuccvomemcnar—oe 4

# § 191.11 of the Regulations
under the Federal Hazardous
Substances Act.
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TABLE -9, Corrosive scoares in rabbits following a L-hour patch application
of Soya Fatty Acids 1922-70.

) Eschar
Rabbit Observation
Number Skin L hr, 2L hr. L8 hr,
Lo ‘Intact 0 0 0
Intact 0 0 o
50 Intact 0 0 0
Intact 0 0 0
51 Intact 0 0 0
Intact 0 0 0
52 © Intact 0 0 0
Intact 0 : 0 0
53 Intact 0 0 0
Intact 0 0 0 :
54 Intact 0 0 0
Intact 0 0 0
SCORING KEY
Evaluation of skin reactions Value*‘
Erythema and eschar formation: .
No erythemMBomeococaocacocmamencans [}
Very :light erythemsa (barely percep=-
DI} comemmwmcmmmmmmmmemmm————= 1
Well-defined erythemMaaceccccucccons 2
focarate to severe erythema cacceeex 3

Bovere crythema (beet redness) to
slight eschar formation (injuries in

depth) cmeececcmcanoeomcmremmeaons 4
‘Edema formatlion:
©T NG edeMBnnc s e e memmea e ma———— o

- yery slight edema (barely perceptible)- 1
Blight edema (cdges of area well de-

fined by definite radsing) caceecew-- 2
Moderate edema (ralsed approximately
1 IMELEr) cncacvccncvnemcann== 3

Bevere cdema (raised more than 1
millimeter and extending beyond the
Ares Of CXPOSUIL) mcvcocammascsenmne 4

# § 191.11 of the Regulations
under the Federal Hazardous
Substances Act.

b}
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JIMPORTANT NOTICE

SAMPLE DISPOSAL
PROCEDURE

At the conclusion of a test program, two units

of each sample used will be stored and remaining
samples will be destroyed. No materials will be
maintained longer than six months after the
completion of the study unless the client notifies
Hill Top Research, Inc.

New drugs are exempt from the above procedure.
They will be retained or returned to the client.

]



