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Memorandum 
 
To:  CIR Expert Panel Members and Liaisons 
From:  Monice M. Fiume   MMF 
    Senior Director, CIR 
Date:  September 6, 2019 
Subject:  Wave 2 - Draft Tentative Safety Assessment of Alkyl Amide MIPA Ingredients 
 
Updated use information was received (aaMIPA092019w2_data).  Previously, the highest leave-on dermal use 
concentration was reported to be 1% Cocamide MIPA, with use reported in body and hand products.  The recent 
submission states that the body and hand formulation, originally thought to be a leave-on product,  is a rinse-off 
product.  Consequently, the highest reported leave-on dermal use concentration is now 0.4% Oleamide MIPA in 
a face and neck formulation. 
 
Additionally, a clarification of some of the ECHA data is being provided.  As stated in the transmittal memo 
with the original mailing of this report, there was much confusion over what was actually being tested in the 
ECHA submissions.  After further detailed review of the dossiers, I believe I have determined what was actually 
tested.  Rather than send you a new report document, please refer to the tables in the attached document for 
clarification (aaMIPA092019wave 2_ECHA clarification).  Please note, for some of the studies, it was originally 
thought that the test material was an alkyl amide MIPA ingredient (e.g., Cocamide MIPA); but, it is now 
believed that a different test substance was used, and the information was provided as read-across for certain 
MIPA ingredients.  In many cases, the read-across source is an alkyl amide MIPA mixture (e.g., C8-18 alkyl 
amide MIPA).  However, in one particular case, the test substance appears to be an alkyl amide DEA, instead of 
an alkyl amide MIPA (i.e., a diethanolamide instead of a mono-isopropanolamide, respectively).  Page 2 of the 
clarification document includes a summary of the read-across substances.  
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Clarification of ECHA Dossier Test Substances 
 
Study Type Previously Identified Test Substance Actual Test Substance Read-Across, per ECHA Results Reference 
acute dermal toxicity (rats) Cocamide MIPA  amides, C8-18 and C18-unsatd., N-(hydroxyethyl) Cocamide MIPA LD50 > 2000 mg/kg 1 
acute dermal toxicity (rats) Isostearamide MIPA correct as provided  LD50 > 2000 mg/kg 2 
acute oral toxicity (rats) Isostearamide MIPA correct as provided  LD50 > 2000 mg/kg 2 
short-term oral toxicity (28-day, 
in rats) 

Cocamide MIPA amides, C12-18 and C18-unsatd. N-(hydroxyethyl) Cocamide MIPA NOAEL > 750 mg/kg bw 1 

short-term oral toxicity (28-day, 
in rats) 

Isostearamide MIPA correct as provided  NOAEL = 200 mg/kg bw/day 2 

subchronic dermal toxicity (14-
wk, in mice) 

Isostearamide MIPA amides, C8-18 and C18-unsatd., N,N-bis(hydroxyethyl) Cocamide MIPA 
Isostearamide MIPA 

NOAEL = 200 mg/kg bw/day for systemic 
effects and 100 mg/kg bw/day for local 
effects 

1,2 

subchronic dermal toxicity (14-
wk, in rats) 

Isostearamide MIPA amides, C8-18 and C18-unsatd., N,N-bis(hydroxyethyl) Cocamide MIPA 
Isostearamide MIPA 

NOAELs  = 50 mg/kg bw/day for both 
systemic and local effects  

1,2 

DART (dermal, 14-wk, mice) Isostearamide MIPA amides, C8-18 and C18-unsatd., N,N-bis(hydroxyethyl Cocamide MIPA 
Isostearamide MIPA 

Epididymal spermatozoal concentration was 
significantly increased in 800 mg/kg males 

1,2 

DART (dermal, 14-wk, rats) Isostearamide MIPA amides, C8-18 and C18-unsatd., N,N-bis(hydroxyethyl Cocamide MIPA 
Isostearamide MIPA 

similar to controls 1,2 

DART (oral, OECD TG 414, 
rats) 

Isostearamide MIPA amides, C12-18 (even-numbered) and C18-unsatd., N,N-
bis(hydroxyethyl) 

Cocamide MIPA 
Isostearamide MIPA 

NOAELs = 1000 mg/kg bw/day for parental 
toxicity and developmental toxicity 

1,2 

Genotox – in vitro (Ames test) Cocamide MIPA correct as provided  negative 1 
Genotox – in vitro (mutation 
assay, L5178Y cells) 

Cocamide MIPA correct as provided  negative 1 

Genotox – in vitro 
(chromosome aberration test, 
human lymphocytes) 

Cocamide MIPA correct as provided  negative 1 

Genotox – in vitro (Ames test) Isostearamide MIPA correct as provided  negative 2 
Genotox – in vitro 
(chromosomal aberration assay, 
V79 cells) 

Isostearamide MIPA correct as provided  clastogenic 2 

Genotox – in vitro (gene 
mutation assay, L5178Y cells) 

Isostearamide MIPA amides, C8-18 and C18-unsatd., N,N-bis(hydroxyethyl) Isostearamide MIPA negative 2 

Genotox – in vivo (UDS, rats) Isostearamide MIPA correct as provided  negative 2 
Genotox – in vivo 
(micronucleus test, mouse) 

Isostearamide MIPA correct as provided  negative 2 

Carcinogenicity (dermal, 
mouse) 

Cocamide MIPA amides, C8-18 (even-numbered) and C18-unsatd., N-(2-
hydroxypropyl 

Cocamide MIPA LOAEL = 100 mg/mg/day for systemic and 
local effects; clear evidence of carcinogenic 
activity in males based on increased 
incidences of hepatic and renal tubule 
neoplasms and in females based on 
increased incidences of hepatic neoplasms 

1 

Carcinogenicity (dermal, 
mouse; same protocol as above) 

 amides, C8-18 and C18-unsatd., N, N-bis(hydroxyethyl) Isostearamide MIPA same as above 2 

Carcinogenicity (dermal, rats) Cocamide MIPA amides, C8-18 and C18-unsatd., N, N-bis(hydroxyethyl) Cocamide MIPA 
Isostearamide MIPA 

NOAEL = 50 mg/kg/day; no evidence of 
carcinogenic activity in males at any dose; 
equivocal evidence of carcinogenic activity 
in females based on a marginal increase in 
the incidences of renal tubule neoplasms 

1,2 

Dermal Irritation – Animal 
(4-h, semi-occlusive, rabbits) 

Cocamide MIPA Isostearamide MIPA  not irritating 2 

Dermal Irritation – Animal 
(4-h, occlusive, rabbits) 

Cocamide MIPA amides, C8-18 and C18-unsatd., N-(hydroxyethyl) Cocamide MIPA moderately irritating 1 

Sensitization – Animal (GPMT) Cocamide MIPA correct as provided  non-sensitizing 1 
Sensitization – Animal (GPMT) Isostearamide MIPA correct as provided  non-sensitizing 2 
Ocular Irritation - Animal Cocamide MIPA amides, C8-18 and C18-unsatd., N-(hydroxyethyl) Cocamide MIPA moderately irritating 1 
Ocular Irritation - Animal Isostearamide MIPA correct as provided  non-irritating 2 
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1.    European Chemical Agency (ECHA).  REACH dossier:  Amides, C8-18 (even-numbered) and C18 (unsatd.), N-(2-
hydroxypropyl) (CAS No. 1335203-30-9).   https://echa.europa.eu/registration-dossier/-/registered-dossier/13560.  Last 
Updated: 08/17/2019.  Accessed: 08/21/2019.   

 
2.    European Chemical Agency (ECHA).  REACH dossier:  isostearic acid monoisopropanolamide (Isostearamide MIPA).   

https://echa.europa.eu/en/registration-dossier/-/registered-dossier/2879.  Last Updated: 10/10/2017.  Accessed: 8/21/2019.  
Note:  The test material was not always clearly defined in the dossier; however, personal communication with the C. 
Eisenmann (May 6, 2019) provided confirmation that the test article identified as “constituent” with lot number E16734, 
purity 94.1%, is Isostearamide MIPA. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
Summary - List of Read-Across Substances 
 

Read-Across Substance Corresponding Ingredient(s) Study Types 
amides, C8-18 and C18-unsatd., N-(hydroxyethyl) Cocamide MIPA acute - dermal; dermal irritation – animal;  

ocular irritation - animal 
amides, C8-18 (even-numbered) and C18-unsatd., N-(2-
hydroxypropyl 

Cocamide MIPA carcinogenicity – dermal (mouse) 

amides, C8-18 and C18-unsatd., N,N-bis(hydroxyethyl) 
[“N,N-bis(hydroxyethyl)” is equivalent to DEA, not 
MIPA] 

Cocamide MIPA; Isostearamide MIPA subchronic - dermal; DART – dermal; 
carcinogenicity – dermal (rat) 

 Isostearamide MIPA genotox – in vitro; carcinogenicity – dermal 
(mouse) 

amides, C12-18 and C18-unsatd. N-(hydroxyethyl) Cocamide MIPA short-term oral 
amides, C12-18 (even-numbered) and C18-unsatd., N,N-
bis(hydroxyethyl) 

Cocamide MIPA; Isostearamide MIPA DART - oral 
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Concentration of Use by FDA Product Category – Alkyl Amide MIPA Ingredients* 

Lauramide MIPA 
Cocamide MIPA 
Coconut Oil MIPA Amides 
Hydroxyethyl Stearamide-
MIPA 

Isostearamide MIPA 
Linoleamide MIPA 
Myristamide MIPA 
Oleamide MIPA 
Palmamide MIPA 

Palm Kernelamide MIPA 
Ricinoleamide MIPA 
Stearamide MIPA 
MIPA-Myristate 

 
Ingredient Product Category Maximum 

Concentration of Use 
Lauramide MIPA Shampoos (noncoloring) 2% 
Lauramide MIPA Bath soaps and detergents 4.8% 
Lauramide MIPA Skin cleansing (cold creams, cleansing 

lotions, liquids and pads) 
3% 

Cocamide MIPA Bubble baths 2% 
Cocamide MIPA Other bath preparations 1.5% 
Cocamide MIPA Shampoos (noncoloring) 1.3-3.7% 
Cocamide MIPA Tonics, dressings and other hair 

grooming aids 
0.12% 

Cocamide MIPA Hair bleaches 12% 
Cocamide MIPA Bath soaps and detergents 1.1-4% 
Cocamide MIPA Other personal cleanliness products 3% 
Cocamide MIPA Skin cleansing (cold creams, cleansing 

lotions liquids and pads) 
0.1-3.5% 

Cocamide MIPA Body and hand products 
     Not spray, rinse-off 

 
1% 

Cocamide MIPA Other skin care preparations 
     Rinse-off 

 
1.5% 

Oleamide MIPA Face and neck products 
    Not spray 

 
0.4% 

*Ingredients included in the title of the table but not found in the table were included in the 
concentration of use survey, but no uses were reported. 

Information collected in 2017 
Table prepared: September 27, 2017 

Updated August 29, 2019: Cocamide MIPA body and hand product is a rinse-off product 
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Memorandum 

 

To:  CIR Expert Panel Members and Liaisons 
From:  Priya Cherian 
  Scientific Writer/Analyst       
Date:  September 6, 2019 
Subject: Wave 2 Data on Brown Algae 

Since the draft final report was issued at mail date, the Council has provided additional information regarding ingredients in 
the Brown Algae report (broalg092019wave2_pcpc).  This information includes the manufacturing process, an Ames test, 
and a cutaneous sensitization test on a trade name mixture containing 1-3% Cystoseira Compressa Extract and 97-99% 
amilopectine glycerine water.  Details regarding this information are presented below.  In addition, a study was provided 
noting that the species Cystoseria tamariscifolia, Cystoseira compressa, and Cystoseira baccata are used as foods in 
Portugal.1 

In order to manufacture a trade name mixture consisting of 1-3% Cystoseira Compressa Extract, the algae (Cystoseira 
compressa) is placed in a solvent (water and glycerin), macerated, extracted, and concentrated.2  The mixture is then 
combined with preservatives and filtrated.  The resulting extract is then injected with a pregel consisting of amilopectine 
glycerine water. 

An Ames test was performed on a trade name mixture consisting of 1-3% Cystoseira Compressa Extract and 97-99% 
amilopectine glycerine water at doses of 3.25 to 51.95 mg/plate.3  Five strains of Salmonella typhimurium (TA-1535, TA-
1537, TA-98, TA-100, and TA-102) were exposed to the test substance with and without metabolic activation.  The test 
substance was considered to be non-mutagenic. 

A human repeat insult patch test (HRIPT) was performed on 54 volunteers using a test substance consisting of 1-3% 
Cystoseira Compressa Extract and 97-99% amilopectine glycerine water.4  The product, tested at 25%, was applied to the 
skin, under an occlusive patch, for a total 9 times during the induction phase.  After a rest period of 15 days, a challenge 
patch was applied for 48 hours.  No allergic reaction was observed. 

An updated table presenting each ingredient, as well as a notation of the presence or absence of systemic toxicity data 
(repeated dose studies or use in food/as a GRAS substance) and sensitization data, has also been included.  This table can 
be found as broalg092019wave2_data1.  An alphabetized version of this list has also been included 
(broalg092019wave2_data2). 
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 1.  Vizetto-Duarte C, Custódio L, and Barreira L. Proximate biochemical composition and mineral content of edible 
species from the genus Cystoseira in Portugal. Botanica Marina.  2016;59(4) 

 2.  Anonymous. 2019. Manufacturing process: Cystoseira Compressa Extract (trade name mixture containing 1-3% 
Cystoseira Compressa Extract). Unpublished data submitted by Personal Care Products Council on August 
29, 2019.   

 3.  Anonymous. 2011. Genetic mutation bacteria in vitro test (Ames Test) (trade name mixture containing 1-3% 
Cystoseira Compressa Extract). Unpublished data submitted by Personal Care Products Council on August 
29, 2019.   

 4.  Anonymous. 2011. Cutaneous sensitization test (trade name mixture containing 1-3% Cystoseira Compressa 
Extract). Unpublished data submitted by Personal Care Products Council on August 29, 2019.   

 
 

Distributed for Comment Only -- Do Not Cite or Quote

mailto:cirinfo@cir-safety.org
http://www.cir-safety.org/


 
Ingredient GRAS Food Tox Sensitization 

Alaria Esculenta Extract  ✔  ✔ 
Ascophyllum Nodosum    ✔ - 4 week 

oral 
✔ 

Ascophyllum Nodosum Extract  ✔ ✔ - 4 week 
oral 

✔ 

Ascophyllum Nodosum Powder  ✔  ✔ 
Cystoseira Baccata Extract 
(synonymous with Phyllacantha 
Fibrosa) 

 ✔  ✔ 

Cystoseira Compressa Extract  ✔  ✔ 
Cystoseira Compressa Powder  ✔  ✔ 
Cystoseira Tamariscifolia Extract  ✔  ✔ 
Fucus Spiralis Extract  ✔  ✔ 
Fucus Vesiculosus   ✔  ✔ 
Fucus Vesiculosus Extract  ✔ ✔ - 4 week 

oral  
✔ 

Fucus Vesiculosus Powder  ✔  ✔ 
Himanthalia Elongata Extract  ✔  ✔ 
Himanthalia Elongata Powder  ✔  ✔ 
Hydrolyzed Fucus Vesiculosus 
Extract 

 ✔ ✔ - 4 wk 
oral 

✔ 

Hydrolyzed Fucus Vesiculosus 
Protein 

 ✔ ✔ - 4 wk 
oral 

✔ 

Laminaria Diabolica Extract 
(synonymous with Laminaria 
Japonica Extract, Laminaria 
Ochroleuca Extract, and Saccharina 
Japonica Extract) 

✔ ✔ ✔ - 6 week 
oral 

✔ 

Laminaria Digitata Extract ✔ ✔  ✔ 
Laminaria Digitata Powder ✔   ✔ 
Laminaria Japonica Extract 
(synonymous with Laminaria 
Diabolica Extract, Laminaria 
Ochroleuca Extract, and Saccharina 
Japonica Extract) 

✔ ✔ ✔ - 6 week 
oral 

✔ 

Laminaria Japonica Powder 
 

✔ ✔ ✔ - lifetime 
oral 

✔ 

Laminaria Ochroleuca Extract 
(synonymous with Laminaria 
Diabolica Extract, Laminaria 
Japonica Extract, and Saccharina 
Japonica Extract) 

✔ ✔ ✔ - 6 week 
oral 

✔ 

Laminaria Saccharina Extract ✔ ✔  ✔ 
Macrocystis Pyrifera (Kelp)  ✔ ✔  ✔ 
Macrocystis Pyrifera (Kelp) 
Blade/Pneumatocyst/Stipe Juice 
Extract 

✔ ✔  ✔ 

Macrocystis Pyrifera (Kelp) Extract ✔ ✔  ✔ 
Macrocystis Pyrifera (Kelp) Juice  ✔ ✔  ✔ 
Macrocystis Pyrifera (Kelp) Protein ✔ ✔  ✔ 
Phyllacantha Fibrosa Extract 
(synonymous with Cystoseira 
Baccata Extract) 

 ✔  ✔ 
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Saccharina Japonica Extract 
(synonymous with Laminaria 
Diabolica Extract, Laminaria 
Japonica Extract, and Laminaria 
Ochroleuca Extract) 

✔ ✔ ✔ - 6 week 
oral 

✔ 

Sargassum Filipendula Extract  ✔  ✔ 
Sargassum Muticum Extract  ✔  ✔ 
Undaria Pinnatifida Cell Culture 
Extract 

✔ ✔  ✔ 

Undaria Pinnatifida Extract ✔ ✔ ✔ - 32 
week oral 

✔ 

Undaria Pinnatifida Leaf/Stem 
Extract 

✔ ✔  ✔ 

Undaria Pinnatifida Powder ✔ ✔ ✔ - 36 
week oral 

✔ 

Undaria Pinnatifida Root Powder  ✔ ✔  ✔ 
Agarum Cribrosum Extract    ✔ 
Cystoseira 
Amentacea/Caespitosa/Branchycarpa 
Extract 

   ✔ 

Dictyopteris Polypodiodes Extract    ✔ 
Halidrys Siliquosa Extract    ✔ 
Halopteris Scoparia Extract 
(synonymous with Sphacelaria 
Scoparia Extract) 

   ✔ 

Pelvetia Canaliculata Extract    ✔ 
Sphacelaria Scoparia Extract 
(synonymous with Halopteris 
Scoparia Extract) 

   ✔ 

Cladosiphon Okamuranus Extract  ✔ ✔ - 3 
month oral 

 

Ecklonia Cava Extract  ✔ ✔ - 13 
week oral 

 

Ecklonia Cava Water  ✔   
Eisenia Arborea Extract  ✔   
Fucus Serratus Extract  ✔   
Hizikia Fusiforme Extract 
(synonymous with Sargassum 
Fusiforme Extract) 

✔ ✔   

Hizikia Fusiformis Water ✔ ✔   
Hizikia Fusiformis Callus Culture 
Extract 

✔ ✔   

Hydrolyzed Ecklonia Cava Extract  ✔ ✔ - 13 wk 
oral 

 

Laminaria Cloustoni Extract 
(synonymous with Laminaria 
Hyperborea Extract) 

✔    

Laminaria Hyperborea Extract 
(synonymous with Laminaria 
Cloustoni Extract) 

✔    

Laminaria Longissima Extract ✔ ✔   
Nereocystis Leutkeana Extract ✔    
Saccharina Angustata Extract  ✔   
Saccharina Longicruris Extract  ✔   
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Sargassum Fulvellum Extract  ✔   
Sargassum Fusiforme Extract 
(synonymous with Hizikia 
Fusiforme Extract) 

✔ ✔   

Sargassum Glaucescens Extract  ✔   
Sargassum Horneri Extract  ✔   
Sargassum Pallidum Extract  ✔   
Sargassum Siliquastrum Extract  ✔   
Sargassum Thunbergii Extract  ✔   
Sargassum Vulgare Extract  ✔   
Undaria Peterseniana Extract  ✔   

 

For the GRAS and Food column, as seen in the report, specific ingredient types were not reported, however, larger 
ingredient groups were reported. For example, Laminaria digitata since considered GRAS, it was assumed that the 
related ingredients, Laminaria Digitata Extract and Laminaria Digitata Powder, would also be considered GRAS.  
Ingredients in green have both GRAS/food/tox and sensitization data. 

Remaining Ingredients 

Cladosiphon Novae-Caledoniae Extract 
Cystoseira Balearica Extract (synonymous with Cystoseira Caespitosa Extract) 
Cystoseira Caespitosa Extract (synonymous with Cystoseira Balearica Extract) 
Dictyota Coriacea Extract 
Durvillaea Antarctica Extract 
Ecklonia Kurome Extract 
Ecklonia Kurome Powder 
Ecklonia/Laminaria Extract 
Ecklonia Maxima Extract 
Ecklonia Maxima Powder 
Ecklonia Radiata Extract 
Lessonia Nigrescens Extract 
Lessonia Nigrescens Powder 
Pelvetia Siliquosa Extract 
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Ingredient  GRAS Food Tox Sensitization 

data 
Agarum Cribrosum Extract    ✔ 
Alaria Esculenta Extract  ✔  ✔ 
Ascophyllum Nodosum    ✔ - 4 week 

oral 
✔ 

Ascophyllum Nodosum Extract  ✔ ✔ - 4 week 
oral 

✔ 

Ascophyllum Nodosum Powder  ✔  ✔ 
Cladosiphon Okamuranus Extract  ✔ ✔ - 3 

month oral 
 

Cystoseira 
Amentacea/Caespitosa/Branchycarpa 
Extract 

   ✔ 

Cystoseira Baccata Extract 
(synonymous with Phyllacantha 
Fibrosa) 

 ✔  ✔ 

Cystoseira Compressa Extract  ✔  ✔ 
Cystoseira Compressa Powder  ✔  ✔ 
Cystoseira Tamariscifolia Extract  ✔  ✔ 
Dictyopteris Polypodiodes Extract    ✔ 
Ecklonia Cava Extract  ✔ ✔ - 13 week 

oral 
 

Ecklonia Cava Water  ✔   
Eisenia Arborea Extract  ✔   
Fucus Serratus Extract  ✔   
Fucus Spiralis Extract  ✔  ✔ 
Fucus Vesiculosus   ✔  ✔ 
Fucus Vesiculosus Extract  ✔ ✔ - 4 week 

oral  
✔ 

Fucus Vesiculosus Powder  ✔  ✔ 
Halidrys Siliquosa Extract    ✔ 
Halopteris Scoparia Extract 
(synonymous with Sphacelaria 
Scoparia Extract) 

   ✔ 

Himanthalia Elongata Extract  ✔  ✔ 
Himanthalia Elongata Powder  ✔  ✔ 
Hizikia Fusiforme Extract 
(synonymous with Sargassum 
Fusiforme Extract) 

✔ ✔   

Hizikia Fusiformis Water ✔ ✔   
Hizikia Fusiformis Callus Culture 
Extract 

✔ ✔   

Hydrolyzed Ecklonia Cava Extract  ✔ ✔ - 13 wk 
oral 

 

Hydrolyzed Fucus Vesiculosus 
Extract 

 ✔ ✔ - 4 wk 
oral 

✔ 
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Hydrolyzed Fucus Vesiculosus 
Protein 

 ✔ ✔ - 4 wk 
oral 

✔ 

Laminaria Cloustoni Extract 
(synonymous with Laminaria 
Hyperborea Extract) 

✔    

Laminaria Diabolica Extract 
(synonymous with Laminaria 
Japonica Extract, Laminaria 
Ochroleuca Extract, and Saccharina 
Japonica Extract) 

✔ ✔ ✔ - 6 week 
oral 

✔ 

Laminaria Digitata Extract ✔ ✔  ✔ 
Laminaria Digitata Powder ✔   ✔ 
Laminaria Hyperborea Extract 
(synonymous with Laminaria 
Cloustoni Extract) 

✔    

Laminaria Japonica Extract 
(synonymous with Laminaria 
Diabolica Extract, Laminaria 
Ochroleuca Extract, and Saccharina 
Japonica Extract) 

✔ ✔ ✔ - 6 week 
oral 

✔ 

Laminaria Japonica Powder 
 

✔ ✔ ✔ - lifetime 
oral 

✔ 

Laminaria Longissima Extract ✔ ✔   
Laminaria Ochroleuca Extract 
(synonymous with Laminaria 
Diabolica Extract, Laminaria 
Japonica Extract, and Saccharina 
Japonica Extract) 

✔ ✔ ✔ - 6 week 
oral 

✔ 

Laminaria Saccharina Extract ✔ ✔  ✔ 
Macrocystis Pyrifera (Kelp)  ✔ ✔  ✔ 
Macrocystis Pyrifera (Kelp) 
Blade/Pneumatocyst/Stipe Juice 
Extract 

✔ ✔  ✔ 

Macrocystis Pyrifera (Kelp) Extract ✔ ✔  ✔ 
Macrocystis Pyrifera (Kelp) Juice  ✔ ✔  ✔ 
Macrocystis Pyrifera (Kelp) Protein ✔ ✔  ✔ 
Nereocystis Leutkeana Extract ✔    
Pelvetia Canaliculata Extract    ✔ 
Phyllacantha Fibrosa Extract 
(synonymous with Cystoseira 
Baccata Extract) 

 ✔  ✔ 

Saccharina Angustata Extract  ✔   
Saccharina Japonica Extract 
(synonymous with Laminaria 
Diabolica Extract, Laminaria 
Japonica Extract, and Laminaria 
Ochroleuca Extract) 

✔ ✔ ✔ - 6 week 
oral 

✔ 

Saccharina Longicruris Extract  ✔   
Sargassum Filipendula Extract  ✔  ✔ 
Sargassum Fulvellum Extract  ✔   
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Sargassum Fusiforme Extract 
(synonymous with Hizikia 
Fusiforme Extract) 

✔ ✔   

Sargassum Glaucescens Extract  ✔   
Sargassum Horneri Extract  ✔   
Sargassum Muticum Extract  ✔  ✔ 
Sargassum Pallidum Extract  ✔   
Sargassum Siliquastrum Extract  ✔   
Sargassum Thunbergii Extract  ✔   
Sargassum Vulgare Extract  ✔   
Sphacelaria Scoparia Extract 
(synonymous with Halopteris 
Scoparia Extract) 

   ✔ 

Undaria Peterseniana Extract  ✔   
Undaria Pinnatifida Cell Culture 
Extract 

✔ ✔  ✔ 

Undaria Pinnatifida Extract ✔ ✔ ✔ - 32 week 
oral 

✔ 

Undaria Pinnatifida Leaf/Stem 
Extract 

✔ ✔  ✔ 

Undaria Pinnatifida Powder ✔ ✔ ✔ - 36 week 
oral 

✔ 

Undaria Pinnatifida Root Powder  ✔ ✔  ✔ 
 

For the GRAS and Food column, as seen in the report, specific ingredient types were not reported, however, larger 
ingredient groups were reported. For example, Laminaria digitata since considered GRAS, it was assumed that the 
related ingredients, Laminaria Digitata Extract and Laminaria Digitata Powder, would also be considered GRAS.  
Ingredients in green have both GRAS/food/tox and sensitization data. 
 
Remaining Ingredients  
Cladosiphon Novae-Caledoniae Extract 
Cystoseira Balearica Extract (synonymous with Cystoseira Caespitosa Extract) 
Cystoseira Caespitosa Extract (synonymous with Cystoseira Balearica Extract) 
Dictyota Coriacea Extract 
Durvillaea Antarctica Extract 
Ecklonia Kurome Extract 
Ecklonia Kurome Powder 
Ecklonia/Laminaria Extract 
Ecklonia Maxima Extract 
Ecklonia Maxima Powder 
Ecklonia Radiata Extract 
Lessonia Nigrescens Extract 
Lessonia Nigrescens Powder 
Pelvetia Siliquosa Extract 
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__________________________________________________________________________________________ 
1620 L Street, N.W., Suite1200, Washington, DC  20036 

(Main) 202-331-0651 (Fax) 202-331-0088 
(Email) cirinfo@cir-safety.org  (Website) www.cir-safety.org  

  Commitment & Credibility since 1976

Memorandum 

To: CIR Expert Panel Members and Liaisons 
From: Wilbur Johnson, Jr. 

Senior Scientific Analyst  
Date: September 6, 2019 
Subject: Wave 2 Data on Capryloyl Salicylic Acid 

In vitro phototoxicity data on Capryloyl Salicylic Acid (capryl092019data1) that were received from the Council this 
month are attached for the Panel’s review.  These data were submitted in response to the insufficient data announcement 
(IDA) that was issued at the April Panel meeting. To date, there has been no response to the Panel’s request for impurities 
data, the remaining data request in the IDA.   
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__________________________________________________________________________________________ 
1620 L St NW, Suite 1200, Washington, DC  20036 

(Main) 202-331-0651 (Fax) 202-331-0088 
(Email) cirinfo@cir-safety.org  (Website) www.cir-safety.org  

 

                _________________                                                                                        Commitment & Credibility since 1976 

Memorandum 

To:  CIR Expert Panel Members and Liaisons 
From:  Christina L. Burnett, Senior Scientific Analyst/Writer 
Date:  September 6, 2019 
Subject: Draft Final Amended Safety Assessment of Amorphous Silica and Synthetically-Manufactured Amorphous 

Silicates – Wave 2 
 
 
The Council has provided production information on Sodium Silver Aluminum Silicate, which you will find in this Wave 2 
package (silica092019wave2_data). The information includes chemical characterization and method of manufacturing of Sodium 
Silver Aluminum Silicate. 
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1620 L Street, N.W., Suite1200, Washington, DC  20036 

(Main) 202-331-0651 (Fax) 202-331-0088 
(Email) cirinfo@cir-safety.org  (Website) www.cir-safety.org  

  

                                                                                                        Commitment & Credibility since 1976 

Memorandum 

 

To:  CIR Expert Panel Members and Liaisons 
From:  Priya Cherian 
  Scientific Writer/Analyst       
Date:  September 6, 2019 
Subject: Wave 2 Data on Xylitol 

A summary of a human repeated insult patch test (HRIPT) on a product containing 0.115% Xylitol, that was 
received from the Council, is summarized below and attached (xylito092019wave2_data1) for the Panel’s review. 

 An HRIPT involving a product containing 0.115% Xylitol was performed using 119 subjects.1   During induction, 
the product was applied neat, under an occlusive patch for 48-72 h.  The amount of material used for testing was not 
specified.  This procedure was repeated for a total of 9 induction applications.  The 9th application was followed by a 2-wk 
rest period, after which, the challenge phase was initiated.  A challenge patch was applied to a new test site, and reactions 
were scored at 48 h and 96 h after patch application.  Three individuals displayed low-level reactions (mild erythema) 
during the induction phase, and one individual displayed a low-level reaction in the challenge phase.  The authors 
concluded that there was no evidence of sensitization to the product tested in this study. 

 1.  Anonymous. 2019. Summary of an HRIPT of a product containing 0.115% Xylitol. Unpublished data submitted by 
the Personal Care Products Council on August 26, 2019.   
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