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CORRCSÏWTY STIJDT O}T A SFAT}TS

.0r@
For Fatty Acid Froducersr Council.

PT'R?OSE

Tlris studv vas cond,ucted. tc evaluate the corrosívit¡' potential of the test
naterials in accorCance with the procedure d,egeribed in Êection 1?3.2110

under Title l+9 of the Code of Federal Regulations, (f'ederal PegÍLter. Febru-
a;ry L2, 19T3).

TES'I }IÂTTRTAT"S

!3re secp3-es ?,'er'e receil'eil front
30, 19T3 for use in thÍs stud3'

Sa¡n¡le

Fatt¡r Acid" ProC.ûcersr Cc¿r:cil" cn Ì'love:nber
e.s follovs:

Descrictioq

Very pale, clee.r yellot¡ liquicl -';ith
a. sJ-ight odor

'*Ihite crystal polrder with a slight
odor

Uhíte crystal povder çith a. s1iSht
odor

I'lhite crystaL povd.er with a slight
odor

ll¡j-te povder vith a sií6ht od.or

l,rhite ça4r povder vitir a sliglrt
odo¡

l.ft¡ite vãxy pol¡der with a sLiglit
odor

Clear go1rl lÍght liquid víth a
s1Íght oclor

l.Iirite vax;¡ liquid. with a sJ-ight
oCor

Capri'r1ic Acid

Capric Acid.

Lauric AciC

Ì,fyrietic Acid

Pal-rnitic "A,ciC

Stearic Äcid.

Stearic Acid
( nutetic )

01eie /rcid

Soya Fatty Acicis

rg22-62

1.922-63

r9?-2-6!t

tg22-65

L922-66

L922-67

rr22-68

r92?-69

t922-7A
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PRCCEDUNE

Flve-tenths gram or five-tenths nilliLiter of each undlLuted. test m.aterial r¡as
applied. under a 1.5 by 1.5 inch,12-ply surgical gauze patchr to two intaet
skin areas on each of six albino rabbits. The application sites r^rere prepa.red.
by clípping the hair from the sadC.le area of the rabbits. Each patch was
heLd. in place vith tvo strips ot I/2 x l+ ineh strips of e.d,hesive tape. After
appl-ication of the patches, the trunk of each rabbit was vrapped vith ¡ubber
d.ental darming vhich !¡es secured with staples. fhe aninals were ir¡nobilÍzed.
in vooden restraining stocks for \ hours.

At the end of the l+-hour exposure períod., the pa.tches çere rernoved and any
resÍdua1 sanple was gentl¡r sponged. from the skín víth a noistened tor,¡eI.
Tire reaetions r"'ere scoreC. ir'.ned.iate1y after removal of the pat.ches (l+-trour
read"ing), and again at 2l+ and. bB hours efter initial applica.tion, aecord.ing
to the scale reproêuceC, in Tab1es 1 through 9 acconpe¡ying this report.

RESULTS

Tt¡e results folloving patch application of Caprylic AcÍ'd 1922-62, Capríe
AcÍd, 1922-63, Lauric Acid 1922-61+, lsristic Acid, L922-65, Palnitic Aci.d
1922-66, stearic Acid 1922-67, stearic Acid (gt¡tetic) tgzz-6A1 01eic Acid
1922-69, and Soya Fatty Acids 1922-iO to the skin of albino rabbÍts are shor¡rn
in Tab1es 1 through 9¡ respectively.

lio corrosive effeets were noted at any site in anl' aninal" tested çith Lauric
Acid 1922-61+, tlrristic Âcid. 1922-65, Fa}nitic .Acid. ::922-66, Stearic Acid-
1922-67, stearic Acid (nutetic) ::9zz-68, oleic Aeid.1922-69 ana soya Fatt¡r
.A,cids ]-:922-7A at any tine during the stu{v.

Caprylic Acid. L922-62 produceC entire necrosis or spotted or entire bl-anching
of each site at the l+-hour reading. At the 2l+ and. h8-hour reedings, entíre or
spotted coriaceousness vas noted. at each site.

Capric Acid 1922-61 prod.uced entire blanching of one site and entire necrosis
of one site at the l+-hour readin6l. TLre remaining sites exhibited. no corrosive
effects at the l+-hour rea.d.ing. At the 2h and li8-hour readings sÍx sítes ex-
hibited. entire coriaceousness l¡hi1e the remaÍning six sites exhibitecl no
corrosive effects.

sr$'fÌ,{,\nv

The corosive potential of Caprylic .A,cÍd 1922-62, Capric ¡ci¿ \922-63 t
Lauric Acið. 1922-61+, l'yristic Acicl 1922-6r, Parlnític Acid, 1922-66, Stearic
Acid 1922-67, stearie Acid (rutetic) tgzz-68, oJ-eic Acid. 1922-69 and soya
Fatty Acid.s L922-70 was evaluated. in accord.ence with the procedure d.escribed
ín Section 173.21+0 under Title l+9 of the Code of Fed,eral Fegulations (Ie-{eqql-

3gg3$SI, Feb::uary 12 | 1973) ,

Caprylic Acid 1922-62 ana Capric llcÍd 1922-63 produced bl-anching, necrosis
and coriac€ousrìoss r
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No corrosive effects vere noted. in any anina]. at any tine during the study
which were tested. víth Lauric Aeid, 1922-6\, myristie Acid 1922-6r, Palnitic
Acid.1g22-66, Stearic Acid, 1922-67, Stearic Acid (EutetÍc) tgzz-68, 01elc
Acið, 1922-69 an¿ Soya Fatty Acid.s 1922-70.

Based on these results Lauric Acíd. L922-6L, t'$ri-stic Acid. 1922-65, Palmitic
Acid tg22-66, stearic Acid ]922-67, stearie Acid (Eutetic) t922-68, Oleic
Aeid 1922-69 ana Soya Fatty Acids 1)22-70 a¡e not cLassified as corrosÍve
materiels ¡ Caprylic AcitL 1922-62 and Capric Acid. f922-63 are clesgified. as

eorrosive as these terrls are defined ín the above-cited' Regulations.

|IBF-U. S.
Internati onal 3io-Research

Submitted, by

Approved by

Director, ToxÍcolory

th A. You¡g
ect Lead.er, Toxicolory

Itlenager, ToxicoLogy

ruce Sriggs {)Ú,Y,16,
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TABLE 1.

July 5, L97\

Corrosive scores in rabblts foLloving a l+-hour patch applícation
of Caprylic Acid 1922-62.

Eschar
0bservationRabbit

Nunber

1

2

3

Ir

,

6

SkÍn

'Intact
Tntact

Tntact
Intact

ïntact
Intact

Intact
Intact

Intact
Intact

Intact
Intact

l+ br.

l+A

!s

24 hr.

l+C

hc

\o
!¡

lr8 hr.

l+c

!e

hn
hp

\e
l+e

l+B

he

\e
be

g 191.11 of the Reg,ulations
under the Federal Hazardous
Substa¡¡ces Act.

lle
!c

l+C

llc

l+C

l+c

he
l+c

l+C

Le

l+e

bc

bc
l+e

lle
lle

l+n

lie

l+e

\e

A = Entire site necrotic
B = Spotted to entire site blanched.
C = Ilitire site coriacëous
D = Spotted coriaceousness of site

SEORING I(EY

Evalsatlon ol s.rjlrl ree¡;tlaís Íolg,|-*
Erytbem* èr¡d cÁchar forEr'stlon:

i{o crYttrema------------ 0
Vcry :itgtrt €rtthema (þa¡cly pertep'

tiote¡ ------ I
wiit-aóa""c ÊrÍthcma----- 2
!-:3Ct:sta to Bevere erylhcma--------- 8

Borc¡c crYt¡ÊmB (bee i redncs) to
¡tf8ht cichar lormstton (¡DJu¡lcr ls

. aeitu¡ -------------- 'Edtms forrnallon:
' --ñoàoo-n -------------- o
' äþ irrgut e dcnrÀ (bsrely p€¡ceptlbte.) - 1

Sugnt la"-. (cdges of a¡e' ¡reil do'
--õtcd by ocrràtø !Âlslng)---------- 2

lfoderate-edems (rÅlsed ôpprox¡mat€¡y
I lûtlllmeter) 8

Ecvcro cdc¡n¡ (ra¡scd motô tbÂD I
Þll¡tmeter stld GrtcDdlDB bcyond tbo

. f¡c¡ o! c:Posurc¡ t
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TASLE 2.

July 5, 19?\

Corrosive scores Ín rabbits foll-or,¡ing a l+-hour patch applicatlon
of Capric Aci.d 1922-63,

Rabbit
Nrrrrber

7

I

9

10

l-L

T2

Skin

Intact
Intact

Intact
Intact

Intact
Intact

Intact
Tntact

Intact
fntact

Intact
Intact

Eschar' Observation
'-

0
0

0
0

0
0

0
n

0
0

0
0

l+e

l+l

0
0

0
0

0
0

¡+C

hc

tie
Le

hc
hc

}+c

l¡e

bc
l+C

0
0

l+C

l+C

0
0

A = frrtíre site necrotic
B = EntÍre sife blar¡ched
C = Entire site coriaceousness

gCoRrNG t(EY

:r

Eualr¡affon ol slþ¡r¿rcr¡ctlc¡ßs 7clÛ¿*
Erttberng a¡d, eschar forrnÂttoÁ:

foo crYÙhema------------ O

Vc4r :itgnu erylhema (bsrcly pe¡cep'
tiule¡ 

- 
----.- t

wiil-¿éo""¿ crythems----- ?
XaC¡:at¿ to sevc¡G crythemå--------- I
8o""to "tY¿¡emB 

(beet redness) to- ¡lt8h¡ eichsr formotton (tDjurlca ur
'. aeñt¡) -------------- {

Edeme forEstlon:
''-ïo ãao-u ------------.- 9. i"ry lff8Ut edcnrô (bsrely pc¡cepttble.) - 1

S¡¡;¡g ã¿e.¡¡s (edßes o( a¡e¡ rcell do'
-1""4 by ocrrntt-c rtlstnß)
t{odctate edemo (rstsed ôpProxhst'ly

I mllllmctcr) '
Scvc¡o cAcma (ralsed D1o¡ô thaD I

ElUtmet€r aDd cxtcDdtDg beyoÃd ¡bô

. r"c. of t¡Posurê) {

I I91.1L of the Regulations
u¡rder the Federal Hazardous
Substa¡¡ces Act.
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T.A3LE 3, Corrosive scores Ín rabbits
of Lauric Acid 1922-61+,

July 5, 197\

folJ-ouing a l+-hour patch applicatlon

Rabbit
liu¡nbeI

13

1l+

t,

16

L7

tB

Skin

.Intact
Intact

Into.ct
ïntact

Tntaet
Intact

Intact
ïntact

fntact
fntact

lntact
Intact

Eschar
0bservatíon

4 hr. 24 ]nr. 4U hr.

0
0

0
0

0
0

5 191.11 of the Regulations
under the Federal Hazardous
Substances Act.

0
0

0
0

0
0

0
0

0
0

0
0

0
0

0
0

0.

0
0
0

0
0

0
0

0
0

0
0

0
0

SEORI¡IG KEY

'i

Eaaluatlon ol slclr. reoctío¡s Yalrç*
Drytherra end eschar formstloD:- ifo .tythu-À------------ O

Yery :itgtrt erythema (bÙÊly Percep'
tiote¡ 

- 
------ 1

!ìPcll-dåûoe¿ erYtbcma---- z
XcC¿¡at¿ to Bever" crythems--------- 8
8avïô arYthems (beet rednes) to

¡lt8hÈ cschsr formBtlon (tnjuticr l¡
aeltrr¡ -------------- {

.Ed¿ma forrtûtlon:
' No ôderoû -------------- O
t Tcry s¡ttbt edcnrÀ (b8refy percePtlble)- I

SUgh! c.tcore (cdñc6 ol ore. çell do'- õnc¿ bY deftDtt¿ relstnß) 2
tdoderate cd¿ma (r0'13€d appror1m4t4ly

I ¡ûtlllmeter) t
Scvc¡c ctlune (r&¡sed moro tlrstx I

rûlUtmctcr aDd crtcDdtng bcyoDd lbô
¡rcr of crPosuÌe) ------------------ {
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TJ\3LE l+. Corrosive scores in rabbits
of lffristic Acid 1922-65,

July 5, 19?!

follovlng a l+-hour pateh application

Rabbit
liunber Skin

Eschar
0bs e::vati on

tr hr. -zli ltr. LU hr.

tg ,Intact
Intact

fntact
fntact

Intact
Intact

Intact
Intact

Intact
Intact

lntact
Intact

0
0

0
CI

0
0

0
0

0
0

0
0

0
0

0

0
0

0
0

0
0

0
0

0
0

0
0

20

n"

22

23

Z,+

0
0

.0
0

0
0

0
0

SEORTNC I(EY

lualu¿flo¿ ol slcl¡ rc¿ctlo¡s Vafutä..
DrYtbeme Àrld eJchar formÂtloÂ:

ilo crYtnema------------ O

Vc4a ritgnc ertthems (bû'rcly percep'
tiotc¡ -------------- I

lpitt-¿óane¿ crYttlem!---- 2
IcC¡:at¡ to severe cryÈhems--------- 8

8lvalo crfthema (be€t lednes) tô
rltgbt ejchar lormÂttorr (tujultc! l¡
aeltu¡ -------------- {

Edemg forDôatlon:
' - ñlà4""o" -------------- o
t iaay 6llEht edcnlô (bsrety p€¡ceptlb¡c.)- 1

Strilt ãaøre (cdge5 of ûre¡ lrell do'
-ã".¿ by dcfinttc rûlslng)---------- 2

tloderotc-edema (rûlsed aPprorlmÀÙ€ly
I Bllllmcter) '

83vclô ède¡lÂ (rôlscd Þlora tban ¡
t¡llutneter and extcodiDg be yoDd tlro

. rtc. of ctposurc) -----:------------ '

r 5 191.11 of the RegulatÍons
under the FederaL Hazardous
Substar¡ces Act.
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TABLE 5. Corrosive seores Ín rabbÍts
of Pal"mitic Aeid. 1922-66,

July 5, 19?l+

folloving a h-hou¡ patch applicatíon

Eschar
0bservationRabbit

I'Iumber

25

26

27

28

29

30

SkÍn 48 br,

0
0

0
0

0
o

0
'0

0
0

0
o

4 hr. 2l+ hr.

f.ntact
fntact

Intact
Intact

Intact
ïntact

Intact
Intact

Intact
fntact

fntact
fntact

0
0

0
0

0
0

0
0

0
0

0
0

0
0

0
0

0
0

0
0

0
0

0
0

SCORINC KEY

Et)altt4tloìt ol s.þlrl rcrrllior¡t Vølwjc
trYtbeua a'nd eÁchar formatlon:

No €rythema
VctiT 3¡lgtrt erythems (bsrely percep'

tlble ¡
lPell-dedned erYthemâ-----
ldcCalato tÐ EeYere erythema------ ---
gêverô crYthemû (beet redness) to

rlt8trt cschar formatlolr (fnju.rlcr lu
' dcpttt)
Edetôs formßtlon:' No ôdcmß-

"' Vcry rltgbt eden¡a (barely p'e¡ceptlblc-)-
nrrÈut odens (cdgc6 of ares se¡¡ de'

nDed by denDtt€ rnislng) ----------
t[oderate-edemû (rslsed apProxlmÂt4ly

I mlllheter) -
8Gvê¡ô c<less (r8lsed mo!6 then I

rtlul.metêr aDd extcDdiag b€yoÃd ùbo

. l¡cô of crPosu.r€) --

o

I
8

a

o
1

,
I

* 5 191.11 of the Regulations
under the Federal Hazardous
Substa¡¡ces Act.
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TABLE 6. Corrosive scores
.. of Stearic Acid

Ín rabbits.folloving
]'922-67,

.July 5, I97\

a b-hour patch applicatlon

Esehar
ObservatíonFabbit

Nunber

31

32

33

3l+

3'

36

Skin

fntact
,ïntact

Intact
Intact

ïntact
Intact

Intact
Intact

fntact
Intact

Intact
Intact

24 h::, \B hr.

0

0
0

0
0

0
'0

0
0

0
0

5 ¡,".

0
0

0
0

5 191.11- of the Regulations
under the Federal Hazardous
Substar¡ces Act.

0
0

0
0

0
0

0
0

0
0

0
0

0
0

0
0

.0

0

0
0

SCORT$G KgY

.&t)clúr¡tlo¡ ol s:rj¡rL r.a¡:tìoîs t¡øtg¿ *
Er¡rtbem* and e6char formstlon:

No crv¿tremÊ O

Ycry :il3h! erythems (bÂrely percep'
tiute¡- ------ I

. Viir-aóo""¿ €rYthcrna---- t
L3c'¡:at4 tô reYerc ?rythems--------- 8
-Eovcrc cryt¡ems ( bee! rednesa) to- ¡trgUt cichsr formotton (l¡xjurl'r LB

' aeõtu) -------------- {
Edcma tordatlon:''-io io"-" ------------.- 9. i".y -ltgbt 

"d.n.to 
(bsrcly pc¡ceptlb¡e.) - I

Àui¡t ¿o"-. (cd86 of srea eÍell d'€'
--ñ¡"4 by aenltæ ¡Àislnß)---------- 2

tltode¡ete-edemt (rûl8ed åpprorlmBt'ly
1lollllmetcr) '

Slvcrc caema (rslsed D:oro tbÂÃ I
Dûllllmeter snd cxtcDdtDg ÞcyoDd tbö
l¡c¡ ot c¡posuJc) -----------------' '
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TAsLE ?. Corrosive scores
of Stearic AcÍd.

in rabblts folloving
(nutettc) 1922-68,

JulY ,r ]:97\

a l+-hour patch appLlcatÍon

Rabbit
Number

Eschar
0bservation

¡* hr. 2h hr. 4U hr.

0
0

0
0

g 191.1L of the Regulations
under the Federal Hazardous
Substances Act.

37

38

0
0

0
0

0
0

0
0

0
0

0
0

0
0

39

0
0

0
0

0
0

0
0

0
0

0
0

Skin

Intact
'Intact

Intact
Intact

Intact
ïntact

Intaot
Intact

Intact
Intact

Intact
fntact

llo

0
0

0
0

0
0

l+1

l+2

SEORITIG I( T

.j

Evalvatlo¡ ol slcln tcactlo'¡ts Íafuc*
EJrtbcrr¡a aDd eschflr f orrn'ÊtloB :
-iilo crYthemB------------ o

Very ritgr¡t ertthemB (barcly Percep'
tlble¡ ------ 1

wcir¿ón""¿ trytlrcma----- ?
t{3C¡lat¡ tþ EeYere ?rythema--------- I
-Bovcro erYthems (beeÈ rednes) to- rttgUt csihar formotton (¡Àjr¡lte! tD

ãuñtul -------------- {
Ddem¡ 1016atlon:

' -ïã oac-u -------------- o
. iãryitr*Ut€dcnìa (bgretypêrccpttbte.)- 1

Au{lr la"ot. (cdts o( ùre' well do'
--öCa by dcfrntæ tùislng)---------- t
lloderat¿-cdemr (rûlscd aPprortmÊt€ly

I rôllllmetcr) '
Scvc¡o cde¡r¡¡ (rûtsed uoro tbaa l'

tûlutñcter aDd Grtcnd¡Dg bcyoDd lbo

, r¡ir ot crPosurc) --------------'--- {
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TABIE.B. Corrosive scores in rabbits
of 0l-eic Acia 1922-69,

July 5, 19?h

foJ-lovlng a l+-hour patch applieatÍon

Rabbit
Itrunber

h3

l+ l+

I+,

l+6

\r

l+B

-\H1n

,Intact
Intaet

Intact
Intact

Intact
Intact

Intact
Intact

Intact
Intact

Intact
Intact

Esehar
Observation

h hr. 2l+ hr. l+8 hr.

5 191.11 of the Regulations
under the Federal Hazardous
Substerces Act.

0
o

0
0

0
0

0
0

0
0

0
0

0
0

0
0

o
0

0
0

0
0

q
0'

0
0

0
0

0
0

0
0

0
0

0
0

SCORII{G IGY

Erralrr¿tlon ol slcln ¡cdctíotts ÍafucÍ..
Erythema srid eschar forEÉtloE:

foo crYthema------------ O

Ycrir :ttgtrÙ .ryth€ma (bs¡ely Percep'
ti¡te¡- ------ I

Viu-aéone¿ crYt¡¡cma----- 2
tI¡C;::at¿ !o Eevere Grythema--------- 8
Barar6 crYtbemô (bee! redness) to- atlEht cichar lormotlon (lDJurlc! lj¡

'. aeitt¡ -------------- t
Edem¿ lormBtlon:

' -ïoãoo-" -------------- o

' Vcry altgut edcnìô (bÀrely psceptlblê.) - 1

S$nt locrtr (edgcs ol û¡e¡ sell do'- d¡c¿ by dcrl;rtc ¡ßlslnB)---------- 2

lfoderate-edemo (rûtsed sPproxlmat'ly
t mllllmetcr) c

Ecvcrô cde-mt (rals€d trorô ùlleÁ I
rnlutmeter aDd crtcndtrrg bcyoDd tho
¡¡crof GxPosurc)------------------ {
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ÎABLE 9. Corrosive scoares in rabbits following
of Soya Fatty Acid,s I922-7O,

July 5 r 19?\

a l+-hour patch appllcation

Rabbit
Itrumber

\9

50

,T

,2

,3

5\

Skin

'Intact
Intact

fntact
Intact

Intact
Jntact

Intact
Intact

Intact
Intaet

Intact
Tntact

Escha¡
0bservation

fni.- 2\ hr.

00
00

5 191.11 of the Regulations
under the Federal Hazardous
Substa¡rces Act.

0
0

0
0

0
0

0
0

0
0

0
0

0
0

0
0

o
0

0
0

0
0

0
0

0
0

0
0

0
0

o
0

.SCORING T(EY

.8ualt¡otfon ol sútt ¡cc¡¡:tloltr Yctr¿*
lrÍthcmê ar¡d elchÍtr forrnatloÂ:

No erYlbcme O

Vcrir :itgnr crythems (bôrely Percep'
tiore¡- ------ I

Ìciil-dóo""d crythems----- ?
t{cC¡:ato t¿ sever? erythems--------- S
-Sotaao 

"a¡uem8 
(beet lednes) to

-hiàut cíchar formotton (tn¡u¡lcr lÃ
'. å"itn¡ -------------- {

Edeme forEnetlon:''-Ñã à¿o-" ---------'--.- 9
' i'"Çirçniã¿cnra (baretv p€rcept¡blc.)- 1

Àit¡t ã¿"l¡t" (cdËes of a¡er sell do'
-ã""4-¡ia"rittù ¡listng)---:---.-:- 2

!¡o¿crate-eOema ( rolsed approrlmÀt¿¡y
I mllltmetcr) ð

Scvcii cos¡¡ (la¡sed Bro¡ô gbßu I
- iolUf-"t.t BD(l crtcndiDg bcyond tbo

. lrcr of Grposurc) t

48 hr.



HILL TOP RESEARCH, INC.

MiEmiville, Ohio 15147

IMPORTANT NOTTCE

SÀMPLE DISPOSAT
PROCEDTJRE

At the coRelus{on of a tèst program, túto units
of each sample ueed .wiLL be stored and remaíniag
saoples ¡¡í11 be destroyed, No uraterÍals will be
maintained longer than sLx nonths after the ;

eoropletion of Èhe study unLess the cl-ient notlfies
tlll Top Research, I'nc..

lilew drugs are exegtpt froru the above procedure.
they wtL1 be retained or retur¡red to the client.


