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Abstract

Sodium laureth sulfate is a member of a group of salts of sulfated ethoxylated alcohols, the safety of which was evaluated by the
Cosmetic Ingredient Review (CIR) Expert Panel for use in cosmetics. Sodium and ammonium laureth sulfate have not evoked
adverse responses in any toxicological testing. Sodium laureth sulfate was demonstrated to be a dermal and ocular irritant but
not a sensitizer. The Expert Panel recognized that there are data gaps regarding use and concentration of these ingredients.
However, the overall information available on the types of products in which these ingredients are used and at what
concentrations indicates a pattern of use. The potential to produce irritation exists with these salts of sulfated ethoxylated
alcohols, but in practice they are not regularly seen to be irritating because of the formulations in which they are used. These
ingredients should be used only when they can be formulated to be nonirritating.
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The Cosmetic Ingredient Review (CIR) Expert Panel previ- acknowledged that although these ingredients can be eye and
ously evaluated the safety of sodium myreth sulfate, with the skin irritants, they can be used safely in the practices of use and
conclusion, based on data for sodium myreth sulfate and concentration reported.””!

sodium laureth sulfate, that sodium myreth sulfate is safe as

a cosmetic ingredient in the present practices of use and Sodium laureth sulfate and ammonium laureth sulfate are used
concentration. " P>’ in cosmetic products as cleansing agents, emulsifiers, stabili-
zers, and solubilizers. The ingredients have been shown to pro-

Sodium myreth sulfate is the sodium salt of sulfated, ethoxylated
myristyl alcohol which is used as a surfactant and cleansing
agent in cosmetics at concentrations ranging from >1.0%-5.0%
to >50.0%. A formulation containing 7.0% sodium myreth sul-
fate was shown to be an ocular irritant in experimental animals
and in some human test subjects. These irritant effects were sim-
ilar to those previously reported for the chemically similar com-
pound sodium laureth sulfate, which was shown to be safe for use

duce eye and/or skin irritation in experimental animals and in
some human test subjects; irritation may occur in some users
of cosmetic formulations containing the ingredients under con-
sideration. The irritant effects are similar to those produced by
other detergents, and the severity of the irritation appears to
increase directly with concentration. However, sodium and
ammonium laureth sulfate have not evoked adverse responses
in any other toxicological testing. On the basis of available

in cosmetics. The report summarizes the safety test data on
sodium laureth sulfate. Based upon the combined data cited in
the report on both cosmetic ingredients, it is concluded that
sodium myreth sulfate is safe as a cosmetic ingredient in the pres-
ent practices of use and concentration.
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information, the panel concludes that sodium laureth sulfate
and ammonium laureth sulfate are safe as presently used in
cosmetic products.

In 2002, the CIR Expert Panel considered all available new
data on ammonium laureth sulfate and sodium laureth sulfate
and reaffirmed that these ingredients are safe in the practices
of use and concentration given.’

The CIR Expert Panel has further considered these related
ingredients and determined that the data available for sodium
myreth sulfate and for both ammonium laureth sulfate and
sodium laureth sulfate support the safety of a larger group of
chemically similar salts of sulfated ethoxylated alcohols.

Accordingly, the CIR Expert Panel is amending both origi-
nal safety assessments to include other ingredients.'* This
report addresses the safety of the following ingredients:

Sodium myreth sulfate
Ammonium capryleth sulfate
Ammonium C12-15 pareth sulfate
Ammonium laureth sulfate
Ammonium myreth sulfate
Magnesium coceth sulfate
Magnesium laureth sulfate
Magnesium myreth sulfate
Magnesium oleth sulfate
Sodium C10-15 pareth sulfate
Sodium C12-13 pareth sulfate
Sodium C12-15 pareth sulfate
Sodium coceth sulfate
Sodium deceth sulfate
Sodium laneth sulfate
Sodium laureth sulfate
Sodium oleth sulfate

Sodium trideceth sulfate

Zinc coceth sulfate

Chemistry
Definition and Structure

Table 1 presents synonyms, technical names, and trade names;
chemical classes; definitions; and structures for each of the
ingredients in this report as given in the International Cosmetic
Ingredient Dictionary and Handbook.*

Use
Cosmetic

Table 2 presents the available product use information pro-
vided by manufacturers to the US Food and Drug Administra-
tion (FDA) under the Voluntary Cosmetic Reporting Program
(VCRP) for sodium myreth sulfate, ammonium laureth sulfate,
magnesium laureth sulfate, magnesium oleth sulfate, sodium
coceth sulfate, sodium C12-15 pareth sulfate, sodium laureth
sulfate, sodium oleth sulfate, and sodium trideceth sulfate.’

No uses were reported under the VCRP for ammonium capry-
leth sulfate, ammonium myreth sulfate, ammonium C12-15
pareth sulfate, magnesium coceth sulfate, magnesium myreth
sulfate, sodium C10-15 pareth sulfate, sodium C12-13 pareth
sulfate, sodium laneth sulfate, sodium deceth sulfate, or zinc
coceth sulfate.

The reported use concentrations from a survey conducted by
the Personal Care Products Council are shown in Table 2.° No
use concentrations were reported for ammonium myreth sulfate
and magnesium myreth sulfate.

In some cases, ingredient uses were not reported to FDA in
the VCRP; however, concentrations were provided to the Per-
sonal Care Products Council. It should be presumed that there
is at least 1 use in a product category if a use concentration is
reported in the industry survey. In other cases, the uses were
reported but no concentration was provided. In that case, it may
be presumed that the use concentrations are similar to other use
concentrations of related ingredients in that product category.

As reported in the safety assessment of ammonium and
sodium laureth sulfate, the laureth sulfate salts are used as
shampoo, bath, and skin-cleansing ingredients, primarily
because of both their high degree of foaming and detergency
and their “softness” to the skin.” They also function as emul-
sifiers, stabilizers, and perfume solubilizers and are compatible
with nonionics, amides, amphoterics, and other anionic sys-
tems. Their surface-active characteristics allow the laureth sul-
fates to be especially useful ingredients in products that require
hard water tolerance and lime soap dispersing power. These
last characteristics increase with the degree of ethoxylation.

Noncosmetic

The anionic surfactants included in this report are generally
recognized for their thickening effect and ability to create
lather; therefore, they have applications in industrial products
including engine degreasers, floor cleaners, and car wash
soaps.

New Safety Data
Ocular Irritation

Tests were performed on ammonium alcohol ethoxy sulfate
(the length of alkyl chain and degree of ethoxylation was not
specified) in 10% and 20% concentrations of a liquid formula-
tion containing 9% active material. This substance was found
to be nonirritating when instilled into the eyes of 20 human
volunteers.’

Mucosal Irritation

When applied once daily for 2 weeks to male and female geni-
talia, a 25% solution of a product containing 9% ammonium
alcohol ethoxy sulfate was found to be nonirritating.’



(panunuod)

2-8W L E0SO“(*HD*HDO)]

YHNEOSO"((HD*HDO)*HD (FHD)EHD

YHNEOSO"((HD*HDO)*HDO! (FHD)EHD

YHNEOSO"(CHD*HDO)Y

YHNEOSO'(CHO*HDO)*HD?(CHD)EHD

'€ JO an[eA a3eJaAE UE SBY U

PUE |10 3nU020D wWouJy paAldp sdnoud e aya
sjuasaudau Y aJaym (24n3dNa3s 99S) BINWLIOS
31 01 A||eJouss sW.IojuOd 3| |OYOI[E INUOIOD
pa1ejAX0Oy1® ‘paIRy|NS JO IJBs wnisaudel

"y PUE | U99MI3q dN[eA & Sey U
9J9YM B|NWIO} BY3 03 A|[edausad Swioyuod Jeyl
91e)|ns [A1s11AW pae|AXoy3a JO Ijes WniuoWWy

‘v pue |

UD9M19q dN[BA B SBY U 949yMm (24n1dNJ3S 995)
B|NW.I0} Y3 03 A||eJ2ua3 SW.Iojuod eyl 33g)Nns
|Aine| pa1ejAXOY3a JO J[es Wwnluowwy

"y PUE | U99MISQ SN[BA B SBY U puB S|oyod|e
S1-T1D 2y3 sjuasaudau Y 2J9YyMm BnwIoy

ay1 01 A||eJauag swojuod 3| ‘sjoyodje A11e}
G1-T1D 2139Y3uAs JO SumXiw B JO U331 [024|3
ausjAyza/|od paiejins & Jo Ijes wniuowwy

‘p PUEB | US9M13Q dN|eA d5eJSAE UB SBY U
9J9YM BNW.IO} 33 01 A|[eJauds SW.ojuod eyl
21ej|ns |A|A1ded paiejAxoyls Jo 3fes wnjuowwy

D/DW [059319Z

0¥-v3 lodiun

09-WV waya0o4ng

0¥-Vv3 |odepueig

€09-SaWYV JnseQ

Jes wnjuowwe ‘a1ey|ns (jAIpsueyls

-T' | -Ax0)Ajod-(Axo|Adapeu1a1) wniuowwe
3[es WnjUOWWE 938y|Ns

Jayas |Aospeaiarouow apixo ausjAyrak|od
aeyIns Jay3a |AIslAW wnjuowwy

3fes wnjuowwre

aey|ns Jay3a |Aung| (4-|) ausjAyrakxohjod
3es wnjuowwe ‘-(AxojAd>apop)-m-oy|ns-o
‘(IKipauey3s-7*|-Ax0)4|0d

Jfes wnjuowwre

‘@1ey|ns Ja1e |Aine| (p-]) [024]3 susjdyrah|od
J/BS WnjuoOWWe ‘9)ey|ns Jay3d [Aune| (y-]) D34
uonn|os a1ejns

Jayzs JAune| aus|AyzahxoLjod wniuowwy
uonnjos (‘0°3¢) aeyns

Jayre L. ausjAyradxoLjod wniuowwy
91BJ|NS U333 |AUNE| WNUOWIWY

2g)|ns Gz-yraded wnjuowwy

Jfes wnjuowwre

‘91j|ns Jayas JAasiAW (p-|) susjAyreAxoAjod
3fes wnjuowwre

‘aayae |AAuded (- ) |024|8 susjAyrakjod
2gy|ns oy

JAasiadw (4-1) susjAyrsAxoAjod wnjuowwy
2g)|ns Jaya

[Ajaded (H-1) 102413 auajAyrakjod wnuowwy

(‘oN SO ou) a1ens Y3920d winisaudel,]

(6-19-1€LLT
'ON SVD) 93gj|ns Y1sJAw wnjuowwy

(o149ua8

‘061-79££9 ©MaUAZ ‘6-8p-T19TE
'SON| SYD) 238}Ns Y3a4Nne| Wnjuowwy

(oN svD
ou) agj|ns yaJed G|-g|D wnjuowwy

(oN
SyD ou) aagjns yasjhides wnuowwy

94M12N.AS/BINW.IO4

uopiuyeq

SOWEN] Spe.] /SOWEN] [B21UYd3 | /SWAUOUAS

("oN SvD) 3uaipaudu|

,S24MdNIIS puE ‘sUoIUYR ‘SASSE|D [BIIWBYD) ‘SOWEN PRI PUE ‘SSWEN [BIIUYID | ‘SWAUOUAS *| 3|qe L

153



(panunuod)

eNEOSO"(*HD'HOONN

eNEOSO " (*HO'HOONN

eNEOSO"(*HO*HOONN

2:8W LEOSO (*HD*HDO)E! (*HD)tHD]

21 8W L FOSO"(*HD*HDO)' ' (*HD)EHD]

‘p PUB | U99MID] NjeA S3eJSAE UE SBY U puE
dnoug |Afe §|-7|D oY sauasaudad Y adaym
B[NWLIOJ 9Y2 03 A||eJousS SW.Iojuod 3| ‘s|oyod|e
A11®) G|-7|D 21BYIUAS JO BIMIXIW B JO JBYID
|024[3 susjAyrad|od pareyns & jo Ijes WnIpos

‘p PUB | U92MI19Q NjeA d3BJ9AE UE SBY U pUE
dnous |Ae £1-71D ays saussaudad Y suaym
B|NW.IO} 33 03 A|[edauad Sw.iojuod 3| ‘sjoyode
A3} €1-71D d12Y3IULS JO BUNIXIW B JO JDYID
10248 auajAyzakjod padejns e jo JJes wnipog
‘p PUB | U92MI1DQ aNjeA d3eJ9AE UE SBY U pUE
dnou8 |Xye G1-01D 2Y3 siuasaudau Y aJaym
B|NWL.IOJ Y2 01 A||eJduad SW.Iojuod 3| ‘s|oyodje
G1-01D 2133YIUAS JO DUMIXIW B JO JBYID

10248 auajAyzakjod pajeyns e jo JJes wnipog

‘p PUE | U99MI1DQ SN[BA S3BJISAE UE SBY U SI9YM
B[NW.I0§ 93 03 A|[eJ2Us3 SW.I0JUOD 1BY) |OYOD[e
|A3]0 parejAXoy3a ‘pareyns Jo Jfes wnisaudel

‘j O3 | JO SN[eA 93LUSAE UB SBY U DIBYM B|NWLIOS
a3 01 A|[eJauad sw.ojuod JeY) [oYod|e [AIslIAW
pa1ejAxoyle paiej|ns oy Jo Ijes wnisausdel|

"y PUB | U99M19q 3NJeA B Sy U
3J3YM EB|NW.IO) 3Y) 01 A|[e4audd suLIojuod Jeyy
a1y|ns |Aune| paje|Axoy3a Jo JJes wnisaudel

00/ V13 ‘€09 V13 ‘0£T V13 uodseyoz
8CE QV [0s919Z

SIS ] JNSEpoyY ‘06/-1 HNSepoyy
LT-€0T-SAN 9PN

T/0LNSH utwidwg

X/0£953 ‘X/€ 953 [021dw3

sj[es wnipos ‘s1a1sd [|Ayrs[Axoyra[Axoyra(A
-xojle §|-71D)-tl-t]-¢]ouow ‘poe sunyng
(03¢) areyns

Jay3d (51-71) X8 ausjAyraAxokjod wnipog
a1ey|ns gz-yraJed wnipog

ST-£T |odeuan

V1/0£NSH utwiduwy

VLTINS utwidwg

89 1S ulwidwz

04 HSIY ulwidwy

S0£€-vQ deodsy

Se-vQ deodsy

(O3¢) =wyns

Jayae (£1-71) X8 ausjAyraixokjod wnipog
a1gy|ns g-yraded wnipog

SuoN

agyns

Jay3a [A9]0 (4-|) auajAyzadxohjod wnisaudel
2gy|ns oy

14310 (-1) [024|8 susjdyzaAjod wnissudel
2gy|ns oy

[AastiAw (- 1) susjAyssAxoAjod wnissudel
2g)|ns oy

[AstaAw (4-1) |09418 ausjAypakjod wnisausel,|
$3DW uod.eyoz

0£ D93 |021dw3

297 |ooiduig

g93 |oo1dw3
a1eyd|ns yaune| wnisaudew DIy

ae)|ns Jay3a |Aune| wnisaude}y

(5-95-8¥916
"ON SVD) 23gyns yaa.red G-z | D winipog

(oN
SVD ou) a3gyns yiaed g]-g|D wnipos

(oN
SV ou) axgyns yrated §|-0|D wnIpog

(6726769518
‘ON SVD) 91'ns Yy1s|o wnisaudel

(oN

SyD ou) 31gjns yaaJAw wnisausel]

(6-17-55£19
‘ON SVD) 91ejns yiaune| wnisaudel

94N32N.435/eINW.I04

uoniuyag

SSWEN] 9Pk /SOWeEN [edIUYdd | /SWAUOUAS

(‘oN SvD) 2ua1pa.du

(panunuod) | s|qeL

154



(panunuod)

ENEOSO " (*HD*HDO)E! (CHD)EHD

eNEOSO ' (*HD*HDO)' (CHD)EHD

eNEOSO"(*HO'HOONN

ENEOSO ' ((HD*HD0)é(*HD)EHD

eNEOSO " (*HD'HOONN

" PUB | USSMI9Q SN[BA B SBY U 3J3UyM
B|NWLIOJ Y3 O3 A|[eJ2uad SW.JIojuod Jey3 [oyod[e
JAasiuAw paejAxoy3a paieyns Jo Ijes wnipos

' PUE | U99MIDQ SOSEUAE U dJaUYM (24mIdNIs
995) B|nW.I0} Y1 03 A||eJausd sw.aojuod
1Y) [0yOd[e |Aune| parejAXoyls paley|ns

JO 3[BS WNIPOS dY3 I 938)|NS Y39.Ne| WNnIpog
"y PUE | U99M3I3q dN[eA & SBY U pue

[edIpe. [oyOd[. uljoue| 9y3 s3udsaddal Y adaym

B|NWLIO} Y3 03 A|[eJauad SW.Iojuod Jeyy [oyodje

uljoue| pae|AXoy1d pajeyns JO Ijes WnIpos

'p PUE | U99M1DQ BN[BA SSBJIDAE UE SBY U DI9YM

B|NWLIOJ 33 03 A|[eJauad SW.Iojuod Jey3 [oyod[e

|[A>9p paiejAXOoI® paiey|ns JO Ijes Wnipos

¥ 03|40

an[eA 93eJ9AER UB SEBY U PUE |IO 3JNUOD0D WO}
paAlIdp sdnoud |Ajje aya sauasaudad Y auaym
B|NWLIOJ 3Y) 03 A[[eJauad SW.Iojuod Jeyl
[OYOdJE INUOD0D JO JaY3d |024|3 aus|Ayak|od
3Y3 JO J91S3 JBYINS B3 JO IBS WNIPOS

0Ly |0s2197

0b-s3 lodiun

%0/ 22dS S 4] 3 uodexa] ‘S §| H uodexa|
09-3IW WaY204Ing

0b-53 |odepuerg

€09-SaWS Jnsea

uonnjos

91g)|ns Jayae |AIsliAw sus|AyaakxoAjod wnipos
(o13¢)

a1ey|ns Jaysa [A1siiAw ausjdyrakxoAjod wnipog
jeyns 4ay3a |AIslAw winipog

3Jes WNIpos

‘91ey|ns Jad [AasiaAw (- ) [024]8 auajAyrakjod
3Jes wnipos ‘agy|ns Jaae |AstAwW (4-1)-93d
*saunIxiw

SWeU SpeJl | | | Ul pPapNn[dul S| pUe SaWeu Spe.l
0T | J9PUN paJayo S| 91BJ|NS Y3aJ4ne| WnIpog
a1eyns |Aune| auajAyzalxoLjod wnipog

a1eyns Jay3a |Aine| ausjAyradxoLjod wnipog
91By|Ns JaY3d |Aune| HI4 Wnipos

Jes wnIpos

‘21gy|ns Jay3a [Kune| (4-|) ausjAyraAxoL|od
3jes wnipos ‘-(Axo|

-Aoapop)-m-ons-n ‘(JAIpaueyas-g* | -Axo)Ajod
Jes WNIpos

‘@1ey|ns Ja1d |Aing| (p-]) [024]3 susjAyrah|od
Jes wnipos ‘@gjns Jay3d |Aine| (p-1)-93d
918)|ns wnipos |A2spoq

9e)|ns JaY3a uljoue| ausjAyrakxoAjod wnipog

918)|ns JaY31d |Ad29p wnIpog

D/T S37 °D/0LT |050319Z

agyns

4932 INU020 (-|) ausjhyrakxoAjod wnipog
agyns Jay31a

3INU0d0D (4-|) 10248 auajAyzakjod wnipog

(-08-9¥¥ST
'ON SVD) 218)ns ya4Aw wnipog

(S-95-8¥916 ©11ou3 ‘€-8€-| 6889
9119ud8 ‘7T-H£-G8589 DlIauUa3

‘¥-T8-006 *1-1€-880€ *¥-TL-SEE|
'SON| SYD) 21}ns Y3a4ne| wnipos

(d12ua3 ‘g-£7-61689
"ON SYD) 21gj|ns Yiaue| wnipos

(‘ON SVD ou) 21gy|ns y1929p wnIpog

("oN SYD ou) a1gjns y1920> WnIpos

24mpdN.Iag/RINWL.IOH

uoniuyeq

SSWEN] 9pe.| /SSWEpN [edIUuydd | /SWAUOUAS

('oN SvD) 3uaipa.8uj

(penunuod) | s|qe

155



2:YZ A0SO (*HO*HDOO)N]

eNEOSO ' (*HD*HD ) (CHD)EHD

'€ JO anfeA

93eJaAE U SBY U PUE |OYOD|E INUODOD WOl
paAlIap sdnoug |Ajje a3 syuasaudad Y a4aym
B|NW.I0} 33 03 A|[eauag SWw.Iojuod eyl |[oyode
INUOD0> Pale|AXOY3ID ‘PIIRYINS JO I[BS dUIZ

‘p PUB | US9MISQ SN|BA € SEY U SU3UM B|NWLIO}
ay1 01 A||esauad swaojuod 1eys (Ab) joyoole
|A59p113 pajejAxoyls paiey|ns Jo Ijes wnipog

' PUB | U99MI3Q aN|eA S8B.IDAE UE

SBY U 9J9UM B|NWLIO) 93 03 A[[eJauad sw.iojuod

Jey3 Joyodje [£3]0 jo Jay3a |024|3 ausjAyakjod

3Y3 JO J21S3 2IBYNS Y3 JO IS WINIPOS

NZ [0s2387

€-aL waydoyng

0€-153 xadepoyy

OYX |odeuds

0€-S3dAlS 3Insea

€0v-AL ¥8y-AL ‘L0b-AL IedopaD
9J'y|ns J43Y3a [A>9p1J3 wnIpos

a1eyns |Adap1y ausjAyrakxoAjod wnipog
aeyns

Jay3a JA9]o (H-|) ausjAyraixoLjod wnipog
agyns

Ja319 |A9]0 (4-) 10248 ausjAyzakjod wnipog

("ON SVD ©u) a1gyjns Y3220 duIZ

(0-8£-9¥¥SC
"ON SVD) IBJ|NS Y3929pL13 WNIpos

(£-v¢
-€€7/T "ON SVD) 3-JINs Y33|0 wnIpos

24M2N.IG/BINW.IO4

uoniuysq

SOWEN] SpeJ /SSWEN] [B21UYd3 | /SWAUOUAS

(‘ON SvD) 3usipa.du

(penunuod) | s|qeL

156



Robinson et al

1575

Table 2. Reported Uses and Use Concentrations as a Function of Product Category in Cosmetics

Product Category

2007 Uses®

2008 Use Concentrations®

Sodium myreth sulfate

Makeup

Eye shadow (1061)

Noncoloring hair preparations
Shampoos (1022)

Hair tonics, dressings, etc (623)

Hair coloring products

Hair dyes and colors (1600)

Shaving preparations

Shaving cream (135)

Bath preparations

Bath soaps and detergents (594)

Bath oils, tablets, and salts (207)

Bubble baths (256)

Other bath preparations (276)
Personal hygiene products

Douches (8)

Skin care preparations

Cleansers (1009)

Total uses/ranges for sodium myreth sulfate
Ammonium laureth sulfate

Baby products

Shampoos (38)

Other baby products (64)

Bath preparations

Qils, tablets, and salts (207)

Bubble baths (256)

Other bath preparations (276)
Fragrance preparations

Other fragrance preparations (187)
Noncoloring hair preparations
Conditioners (715)

Permanent waves (169)

Rinses (46)

Shampoos (1022)

Hair tonics, dressings, etc (623)

Other noncoloring hair preparations (464)
Hair coloring products

Hair dyes and colors (1600)

Makeup

Makeup bases (273)

Personal hygiene products

Bath soaps and detergents (594)

Other personal hygiene products (390)
Skin care preparations

Cleansers (1009)

Face and neck creams, lotions, etc (546)
Body and hand creams, lotions, etc (992)
Paste masks (312)

Total uses/ranges for ammonium laureth sulfate
Magnesium laureth sulfate

Baby products

Shampoos (38)

Baby lotions, oils, powders, and creams (67)
Other baby products (64)

Eye makeup products

Eye makeup remover (114)

0.008%

0.6%-20.0%
0.01%

7%

10%

20%
0.008%-20%

7%-36%

5%

19-20%

19%-30%
8%

19%-36%

0.4%
0.2%
0.4%°

0.02%-0.04%

(continued)
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Table 2 (continued)

Product Category

2007 Uses® 2008 Use Concentrations®

Noncoloring hair preparations
Shampoos (1022)

Bath preparations

Bath soaps and detergents (594)

Personal cleanliness products

Other personal cleanliness products (390)
Skin care preparations

Cleansers (1009)

Paste masks (mud packs) (312)

Other skin care preparations (915)

Total uses/ranges for magnesium laureth sulfate
Magnesium oleth sulfate

Baby products

Shampoos (38)

Baby lotions, oils, powders, and creams (67)
Other baby products (64)

Eye makeup products

Eye makeup remover (114)

Noncoloring hair preparations
Shampoos (1022)

Other noncoloring hair preparations (464)
Personal cleanliness products

Bath soaps and detergents (594)

Other personal cleanliness products (390)
Skin care preparations

Cleansers (1009)

Paste masks (mud packs) (312)

Other skin care preparations (915)

Total uses/ranges for magnesium oleth sulfate
Sodium coceth sulfate

Bath preparations

Bubble baths (256)

Other bath preparations (276)

Eye makeup preparations

Eye makeup remover (114)

Fragrance preparations

Other fragrance preparations (187)
Noncoloring hair preparations
Shampoos (noncoloring) (1022)

Body and hand creams, lotions, and powders (992)
Personal cleanliness products

Bath soaps and detergents (594)

Other personal cleanliness products (390)
Sodium coceth sulfate

Skin care preparations

Cleansers (1009)

Total uses/ranges for sodium coceth sulfate
Sodium CI2-15 pareth sulfate

Personal hygiene products

Douches (8)

Skin care preparations

Cleansing (1009)

Total uses/ranges for sodium C12-15 pareth sulfate
Sodium laureth sulfate

Baby products

Shampoos (38)

Other baby products (64)

23 0.05%-4%
3 0.05%-3%
— 7%

I 0.7%

— 2%

52 0.02%-7%

2 0.1%

— 0.04%

| 0.1%

12 0.01%-0.02%

20 0.2%

3 0.2%
I 0.1%¢

8 0.2%

| —
49 0.01%-0.2%

— 0.8%
— 0.2%

5 —

13 0.2%-0.8%
— 0.2%

| —

| 0.2%

15 10%
22 5%-25%

(continued)
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Table 2 (continued)

Product Category

2007 Uses®

2008 Use Concentrations®

Bath products

Bath oils, tablets, salts (207)

Bubble baths (256)

Bath capsules (5)

Other bath products (276)

Eye makeup products

Eyeliner (639)

Lotion (32)

Eye makeup remover (I 14)

Mascara (308)

Fragrance preparations

Other fragrance preparations (187)
Noncoloring hair preparations
Conditioners (715)

Permanent waves (169)

Rinses (46)

Shampoos (1022)

Tonics, dressings, etc (623)

Other noncoloring hair preparations (464)
Hair coloring products

Hair dyes and colors (1600)

Coloring shampoos (27)

Bleaches (103)

Other hair coloring products (73)
Makeup

Foundations (530)

Bases (273)

Other makeup (304)

Oral hygiene products

Dentifrices (8)

Personal hygiene products

Bath soaps and detergents (594)
Douches (8)

Feminine deodorants (7)

Other personal hygiene products (390)
Shaving preparations

Aftershaves (260)

Shaving cream (135)

Shaving soap (2)

Other shaving preparations (64)

Skin care products

Cleansers (1009)

Face and neck creams, lotions, etc (546)
Body and hand creams, lotions, etc (992)
Foot powders and sprays (43)
Moisturizers (1200)

Paste masks (312)

Other skin care products (915)
Suntan products

Suntan gels, creams, lotions (138)
Other suntan products (41)

Total uses/ranges for sodium laureth sulfate
Sodium oleth sulfate

Baby products

Shampoos (38)

Baby lotions, oils, powders, and creams (67)
Other baby products (64)

117

114

16
18

N

745

13

134

14%
6%-24%

6%-19%

0.1%
0.1%-0.3%

18%

0.7%
0.6%
11%-50%

3%-10%

14%

15%

2%-47%
7%
13%-16%

19%-5%

0.6%-25%
11%-17%
1%

0.5%

0.1%-50%

0.4%
0.1%
0.4%|

(continued)
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Table 2 (continued)

Product Category 2007 Uses® 2008 Use Concentrations®
Eye makeup preparations

Eye makeup remover (114) I 0.01%-0.02%
Noncoloring hair preparations

Shampoos (1022) 19 0.5%
Other noncoloring hair preparations (464) |

Personal cleanliness products

Bath soaps and detergents (594) 3 0.4%-2%
Other personal cleanliness products (390) | 0.4%°
Skin care preparations

Cleansing (1009) 8 0.2%
Other skin care preparations (915) | —

Total uses/ranges for sodium oleth sulfate 47 0.01%-2%
Sodium trideceth sulfate

Baby products

Shampoos (38) 25 3%

Baby lotions, oils, powders, and creams 67) — 3%
Other baby products (64) 20 2%-3%
Bath preparations

Other bath preparations (276) | —

Eye makeup

Eye makeup removers (I 14) 7 —
Noncoloring hair preparations

Shampoos (1022) 13 2%-17%
Hair coloring products

Coloring shampoos (27) | —
Personal hygiene products

Bath soaps and detergents (594) 29 2%-10%
Other personal cleanliness products (390) | 3%-19%
Feminine hygiene deodorants (7) — 3%

Skin care preparations

Cleansing (1009) 35 0.6%-18%
Total uses/ranges for sodium trideceth sulfate 132 0.6%-19%

? Dash indicates not reported. In some cases, ingredient uses were not reported to FDA in the voluntary industry product survey program; however, concentra-
tions were provided. In other cases, the uses were reported but no concentration was provided.

®0.4% in a baby wash.
€7% in a shower gel.

40.1% in a shower gel.
€ 0.4% in a shower gel.

Summary

An earlier safety assessment by the Cosmetic Ingredient Review
Expert Panel considered sodium laureth sulfate and ammonium
laureth sulfate and another had considered sodium myreth sul-
fate. This amended safety assessment combined and extended
the previous assessments to include all salts of sulfated ethoxy-
lated alcohols. Sodium laureth sulfate was the most studied of
this group of cosmetic ingredients, all of which are salts of sul-
fated, ethoxylated alcohols, used primarily as surfactant emulsi-
fiers and cleansing agents in soaps and shampoos, over a wide
range of concentrations from 0.008% to 50.0%.

Data on additional ingredients were limited and did not raise
any safety concerns.

Discussion

The CIR Expert Panel recognized that most of the acute oral
toxicity, dermal irritation and sensitization, subchronic and
chronic oral toxicity, reproductive and developmental toxicity,
carcinogenicity, and photosensitization studies have been con-
ducted on ammonium laureth sulfate and sodium laureth sul-
fate. There are limited safety test data on most of the other
ingredients included in this safety assessment. Sodium and
ammonium laureth sulfate have not evoked adverse responses
in any toxicological testing, including acute oral toxicity, sub-
chronic and chronic oral toxicity, reproductive and develop-
mental toxicity, carcinogenicity, and photosensitization
studies. These data, however, are considered a sufficient basis
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for concluding that the other ingredients are safe in the prac-
tices of use and concentration described in the safety assess-
ment because of the fundamental chemical similarities
between them and because they all are chemically similar salts
(salts are expected to be dissociated in any product formulation
independent of whether the salt is sodium, ammonium, magne-
sium, or zinc) of sulfated ethoxylated alcohols, and they all
function as surfactants in cosmetic formulations. Based on
these considerations, safety test data on 1 ingredient may be
extrapolated to all of them.

The CIR Expert Panel also recognized that there are data
gaps regarding use and concentration of these ingredients.
However, the overall information available on the types of
products in which these ingredients are used and at what con-
centrations indicates a pattern of use that was considered by the
Expert Panel in assessing safety. (Were ingredients in this
group not in current use to be used in the future, the expectation
is that they would be used in product categories and at concen-
trations comparable with others in the group.)

The panel noted that sodium laureth sulfate and ammonium
laureth sulfate can produce eye and/or skin irritation in experi-
mental animals and in some human test subjects; irritation may
occur in some users of cosmetic formulations containing these
ingredients. The irritant effects, however, are similar to those
produced by other detergents, and the severity of the irritation
appears to increase directly with concentration.

Conclusion

The CIR Expert Panel concludes that sodium myreth sulfate,
ammonium capryleth sulfate, ammonium myreth sulfate, ammo-
nium laureth sulfate, ammonium C12-15 pareth sulfate, magne-
sium coceth sulfate, magnesium laureth sulfate, magnesium
myreth sulfate, magnesium oleth sulfate, sodium coceth sulfate,
sodium C10-15 pareth sulfate, sodium C12-13 pareth sulfate,
sodium C12-15 pareth sulfate, sodium laneth sulfate, sodium
laureth sulfate, sodium oleth sulfate, sodium deceth sulfate,

sodium trideceth sulfate, and zinc coceth sulfate are safe as cos-
metic ingredients in the present practices of use and concentra-
tion when formulated to be nonirritating.'

Authors’ Note

Unpublished sources cited in this report are available from the Direc-
tor, Cosmetic Ingredient Review, 1101 17th Street, Suite 412,
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