
 

 

 Post Meeting Announcement                          

  
Cosmetic Ingredient Review Expert Panel  

149th Meeting (December 3-4, 2018) - Findings  
 

December 7, 2018 
 
 
  
● Final Safety Assessments  

 Hydroxyethyl Urea – 1 ingredient – Safe with qualifications 
 Methylxanthines – 3 ingredients – Safe as used  
 Acrylates Copolymer – 126 ingredients – Safe with qualifications 
 Vinylpyrrolidone Polymers – 30 ingredients – Split conclusion (27 safe; 3 insufficient) 

 
● Tentative Safety Assessments 

 Salicylic Acid & Salicylates – 19 ingredients – Safe with qualifications  
 Alkyl Lactyl Lactate Salts – 10 ingredients – Safe with qualifications 
 Fatty Acids & Fatty Acid Salts – 102 ingredients – Safe with qualifications 
 Brown Algae – 82 ingredients – Split conclusion (6 safe; 76 insufficient) 
 Basic Red 76 – 1 ingredient – Safe as used 
 Benzyl Salicylate – 1 ingredient – Safe with qualifications 
 Alkoxylated Fatty Amides – 40 ingredients – Safe with qualifications 

 
● Insufficient Data Announcement 

 Silica & Silicates – 40 ingredients 
 
● 149th Meeting Notes 

 Director’s Report 
 Other Items 

o Re-Review Summary - Triacetin 
o Strategy Document – Polyaminopropyl Biguanide 
o Resource Document – Hair Dye Epidemiology  
o Resource Document – Respiratory Exposure (previously Aerosols) 

 Scientific Literature Reviews under development 
 Next Expert Panel Meeting – Monday and Tuesday, April 8-9, 2019 



 

 

Final Safety Assessments 

Final safety assessments will be posted on the CIR website at www.cir-safety.org.  Unpublished data cited as references in CIR safety assessments are 
available for review.  Any interested person who believes that a final safety assessment is incorrect may petition the CIR Expert Panel to amend the safety 
assessment.  

Hydroxyethyl Urea 
 
The Panel issued a final safety assessment with the conclusion that Hydroxyethyl Urea is safe in cosmetics in the present practices of use and concentration 
described in the safety assessment when formulated to be non-irritating. 
 
The Panel made note that Hydroxyethyl Urea was slight irritating, and thus specified that products containing Hydroxyethyl Urea should be formulated to 
be non-irritating. The Panel found that the systemic toxicity carcinogenicity, genotoxicity, and developmental and reproductive toxicity data in this report 
were sufficient.  The Panel did note that carcinogenicity data are lacking; however, because the genotoxicity studies were negative and there are no 
structural alerts, the Panel was not concerned that Hydroxyethyl Urea had carcinogenic potential  Finally, the Panel discussed the similarity between 
hydroxyurea (a DNA synthesis inhibitor that acts by inhibiting ribonucleotide reductase) and Hydroxyethyl Urea; despite the similarity in structure, 
Hydroxyethyl Urea lacks the key structural feature required for this inhibition. 
 
Methylxanthines 
 
The Panel issued a final report with the conclusion that the methylxanthines, Caffeine, Theobromine, and Theophylline are safe in cosmetics in the present 
practices of use and concentration described in the safety assessment. 
 
All three ingredients are reported to be in use. According to 2018 US FDA Voluntary Cosmetic Registration Program (VCRP) data, Caffeine is used in 1033 
formulations, at a maximum concentration of 6%. Theobromine and Theophylline were reported to be used in 5 formulations, each.  
 
The Panel found that the systemic toxicity, developmental and reproductive toxicity, carcinogenicity, and irritation data in this report were sufficient. The Panel 
recognized the positive genotoxicity studies but considered them potentially misleading due to the fact that positive results were only observed in in vitro studies 
without metabolic activation. Studies performed with metabolic activation, as well as all in vivo mammalian studies, yielded negative results. Positive results for 
developmental and reproductive studies were also noted, but were considered irrelevant to intended use exposure, considering effects were only seen at 
concentrations much higher than what would be used in cosmetics. 
 
Acrylates Copolymers 
 
The Panel issued a final amended report with the conclusion that the 126 ingredients named below are safe in cosmetics in the present practices of use and 
concentration described in the safety assessment when formulated to be non-irritating. 

 
Acrylates Copolymer 
Acrylates Crosspolymer 
Acrylates Crosspolymer-3 
Acrylates Crosspolymer-4 
Acrylates Crosspolymer-5* 
Acrylates/Ammonium Methacrylate Copolymer 
Acrylates/Beheneth-25 Methacrylate Copolymer 
Acrylates/Beheneth-25 Methacrylate/Steareth-30 Methacrylate  
   Copolymer* 
Acrylates/C10-30 Alkyl Methacrylate Copolymer 
Acrylates/C10-30Alkyl Acrylate Crosspolymer 
Acrylates/C12-13 Alkyl Methacrylates/Methoxyethyl Acrylate  
   Crosspolymer* 
Acrylates/C12-22 Alkyl Methacrylate Copolymer 
Acrylates/C26-28 Olefin Copolymer* 
Acrylates/C5-8 Alkyl Acrylate Copolymer* 
Acrylates/Ceteareth-20 Methacrylate Crosspolymer* 
Acrylates/Ceteareth-20 Methacrylate Crosspolymer-2* 
Acrylates/Ceteth-20 Methacrylate Copolymer* 
Acrylates/Ethylhexyl Acrylate Copolymer 
Acrylates/Ethylhexyl Acrylate Crosspolymer  
Acrylates/Ethylhexyl Acrylate/Glycidyl Methacrylate Crosspolymer* 
Acrylates/Hydroxyesters Acrylates Copolymer 
Acrylates/Hydroxyethyl Acrylate/Lauryl Acrylate Copolymer* 
Acrylates/Hydroxyethyl Acrylate/Methoxyethyl Acrylate Copolymer* 
Acrylates/Laureth-25 Methacrylate Copolymer* 
Acrylates/Lauryl Methacrylate Copolymer* 
Acrylates/Lauryl Methacrylate/Tridecyl Methacrylate Crosspolymer* 
Acrylates/Methoxy PEG-4 Methacrylate Copolymer* 
Acrylates/Methoxy PEG-15 Methacrylate Copolymer* 
Acrylates/Methoxy PEG-23 Methacrylate Copolymer 
Acrylates/Methoxy PEG-90 Methacrylate Crosspolymer* 

Acrylates/Palmeth-25 Acrylate Copolymer 
Acrylates/PEG-4 Dimethacrylate Crosspolymer* 
Acrylates/Steareth-20 Methacrylate Copolymer 
Acrylates/Steareth-20 Methacrylate Crosspolymer  
Acrylates/Steareth-30 Methacrylate Copolymer 
Acrylates/Steareth-50 Acrylate Copolymer* 
Acrylates/Stearyl Methacrylate Copolymer 
Acrylates/VA Copolymer 
Acrylates/VA Crosspolymer 
Acrylates/Vinyl Isodecanoate Crosspolymer  
Acrylates/Vinyl Neodecanoate Crosspolymer  
Acrylic Acid/C12-22 Alkyl Acrylate Copolymer* 
Acrylic Acid/Stearyl Acrylate Copolymer 
Allyl Methacrylate/Glycol Dimethacrylate Crosspolymer* 
Allyl Methacrylates Crosspolymer 
Ammonium Acrylates Copolymer 
Ammonium Acrylates/Ethylhexyl Acrylate Copolymer* 
Ammonium Acrylates/Methyl Styrene/Styrene Copolymer 
Ammonium Polyacrylate 
Ammonium Styrene/Acrylates Copolymer 
Ammonium Styrene/Acrylates/Ethylhexyl Acrylate/Lauryl Acrylate  
   Copolymer* 
Ammonium VA/Acrylates Copolymer* 
AMP-Acrylates Copolymer 
Behenyl Methacrylate/t-Butyl Methacrylate Copolymer 
Butyl Acrylate/Cyclohexyl Methacrylate Copolymer* 
Butyl Acrylate/Ethylhexyl Methacrylate Copolymer* 
Butyl Acrylate/Glycol Dimethacrylate Crosspolymer  
Butyl Acrylate/Hydroxyethyl Methacrylate Copolymer* 
Butyl Methacrylate/Acryoyloxy PG Methacrylate Copolymer* 
C12-22 Alkyl Acrylate/Hydroxyethylacrylate Copolymer 
C8-22 Alkyl Acrylates/Methacrylic Acid Crosspolymer* 



 

 

Calcium Potassium Carbomer* 
Carbomer 
Cyclohexyl Methacrylate/Ethylhexyl Methacrylate Copolymer* 
Ethylene/Acrylic Acid Copolymer 
Ethylene/Acrylic Acid/VA Copolymer* 
Ethylene/Calcium Acrylate Copolymer* 
Ethylene/Magnesium Acrylate Copolymer* 
Ethylene/Methacrylate Copolymer 
Ethylene/Sodium Acrylate Copolymer 
Ethylene/Zinc Acrylate Copolymer* 
Ethylhexyl Acrylate/Methoxy PEG-23 Methacrylate/Vinyl Acetate  
   Copolymer* 
Ethylhexyl Acrylate/Methyl Methacrylate Copolymer 
Glycol Dimethacrylate Crosspolymer* 
Glycol Dimethacrylate/Vinyl Alcohol Crosspolymer*  
Hydroxyethyl Acrylate/Methoxyethyl Acrylate Copolymer* 
Lauryl Acrylate Crosspolymer 
Lauryl Acrylate/VA Copolymer* 
Lauryl Acrylate/VA Crosspolymer* 
Lauryl Methacrylate/Glycol Dimethacrylate Crosspolymer  
Lauryl Methacrylate/Sodium Methacrylate Crosspolymer  
Methacrylic Acid/PEG-6 Methacrylate/PEG-6 Dimethacrylate  
   Crosspolymer* 
Methacryloyl Ethyl Betaine/Acrylates Copolymer 
Methoxy PEG-23 Methacrylate/Glyceryl Diisostearate Methacrylate  
   Copolymer 
Methyl Methacrylate Crosspolymer 
Methyl Methacrylate/Glycol Dimethacrylate Crosspolymer 
Methyl Methacrylate/PEG/PPG-4/3 Methacrylate Crosspolymer 
PEG/PPG-5/2 Methacrylate/Methacrylic Acid Crosspolymer* 
Poly C10-30 Alkyl Acrylate 
Poly(Methoxy PEG-9 Methacrylate)* 
Polyacrylate-14 
Polyacrylate-29* 

Polyacrylate-34* 
Polyacrylate-1 Crosspolymer 
Polyacrylic Acid 
Polybutyl Acrylate* 
Polybutyl Methacrylate* 
Polyethylacrylate 
Polyhydroxyethylmethacrylate* 
Polyisobutyl Methacrylate* 
Polymethyl Acrylate 
Polymethyl Methacrylate 
Polypropyl Methacrylate* 
Polystearyl Methacrylate* 
Potassium Acrylate Crosspolymer* 
Potassium Acrylates Copolymer 
Potassium Acrylates/C10-30 Alkyl Acrylate Crosspolymer  
Potassium Acrylates/Ethylhexyl Acrylate Copolymer* 
Potassium Aluminum Polyacrylate* 
Potassium Carbomer 
Potassium Polyacrylate* 
Sodium Acrylate/Acrolein Copolymer* 
Sodium Acrylate/Vinyl Alcohol Copolymer 
Sodium Acrylates Copolymer 
Sodium Acrylates Crosspolymer-2 
Sodium Acrylates/Beheneth-25 Methacrylate Crosspolymer* 
Sodium Acrylates/C10-30 Alkyl Acrylate Crosspolymer  
Sodium Acrylates/Ethylhexyl Acrylate Copolymer* 
Sodium Acrylates/Vinyl Isodecanoate Crosspolymer 
Sodium Carbomer 
Sodium Polyacrylate 
Sodium Polymethacrylate 
Steareth-10 Allyl Ether/Acrylates Copolymer 
Stearyl/Lauryl Methacrylate Crosspolymer* 
Styrene/Acrylates/Ammonium Methacrylate Copolymer 
VA/Butyl Maleate/Isobornyl Acrylate Copolymer 

 
*Not reported to be in current use. 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 concentrations comparable to others in this group.  
 
Ingredients from the 2011 report on Polymethyl Methacrylate are included in this ingredient family.  At the time of that report, Polymethyl Methacrylate 
was reported to be used in “microbeads.”  To acknowledge that Polymethyl Methacrylate is no longer used in microbeads, the Panel has added the 
following statement to the Cosmetic Use section of the report.   
 

Based on environmental concerns, the use of microbeads in cosmetics is being phased out in many jurisdictions, including the US.  
Microbeads includes the Polymethyl Methacrylate beads described in the 2011 CIR report.   

 
However, in the Discussion, the Panel also acknowledges that environmental issues are not under the purview of the Panel, and the clarification was added 
to the Cosmetic Use section to inform the reader that the use as microbeads that was described in the 2011 CIR report is no longer accurate. 
 
The Panel noted these polymers are generally large molecules, and significant dermal absorption is not expected. Therefore, topically applied cosmetics are 
not expected to result in systemic toxicity from these ingredients.  Additionally, the existing data support a lack of sensitization potential.  However, the 
Panel was concerned that the potential exists for dermal irritation with the use of products formulated using the ingredients named in this assessment.  
Therefore, the Panel specified that products containing the ingredients listed above must be formulated to be non-irritating.   
 
The Panel also addressed the concern for residual monomer that might be present in the copolymers; manufacturers should continue to use good 
manufacturing processes to ensure the amount of residual monomer is kept to a minimum.  Additionally, the Panel discussed the issue of residual solvent 
that might be present.  The amount of residual solvent should be minimized; however, the Panel was particularly concerned with polymerization in 
benzene.  It cannot be predicted with certainty what quantity of benzene would be volatilized/leached from a polymer during manufacture, formulation, or 
use; while some benzene is inevitably volatilized during manufacture, some may be trapped in the polymer matrix and may leach out during formulation 
and use.  Because of this uncertainty, the Panel stipulated that these ingredients should not be polymerized in benzene. 
 
Vinylpyrrolidone Polymers 
 
The Panel issued a final report with a split conclusion. The Panel determined that the following 27 vinylpyrrolidone polymers are safe in cosmetics in the 
present practices of use and concentration described in the safety assessment: 
 

VP Copolymers 
Acrylic Acid/VP Crosspolymer 
Maltodextrin/VP Copolymer 
PVP/Decene Copolymer* 
PVP/VA/Itaconic Acid Copolymer* 

PVP/VA/Vinyl Propionate Copolymer* 
Styrene/VP Copolymer 
Triacontene/VP Copolymer* 
VP/Eicosene Copolymer 
VP/Hexadecene Copolymer 



 

 

VP/VA Copolymer 
VP/Vinyl Alcohol Copolymer* 
 
Polyvinylpyrrolidone (PVP) and Modified PVP Polymers 
Butylated PVP 
PVP 
Triacontanyl PVP 
 
VP Crosspolymers 
Hydrolyzed Wheat Protein/PVP Crosspolymer 
Sodium Acryloyldimethyltaurate/VP Crosspolymer 
 

VP Acrylate Copolymers 
Acrylates/Stearyl Methacrylate/VP Copolymer* 
Acrylates/VP Copolymer 
Ammonium Acryloyldimethyltaurate/VP Copolymer 
Ethylhexyl Acrylate/VP/Dimethicone Methacrylate Copolymer* 
Ethylhexyl Methacrylate/Methyl Methacrylate/VP Copolymer* 
Methacrylic Acid/Styrene/VP Copolymer* 
Vinyl Caprolactam/VP/Dimethylaminoethyl Methacrylate Copolymer 
VP/Acrylates/Lauryl Methacrylate Copolymer 
VP/Dimethylaminoethylmethacrylate Copolymer 
VP/DMAPA Acrylates Copolymer 
VP/Vinyl Caprolactam/DMAPA Acrylates Copolymer 

 
*Not reported to be in current use.  Were the ingredients in this group not in current use to be used in the future, the expectation is that it would be used in 
product categories and at concentrations comparable to others in this group. 
 
 
For these 27 vinylpyrrolidone polymers deemed safe, concern over the lack of dermal absorption data was mitigated by large ingredient molecular weights, 
low residual monomer content, and related compositional characteristics and physical properties, despite differences in monomer identities.  However, for 
the following urethanes subgroup, the Panel concluded that the data are insufficient to determine safety: 
 

Urethanes 
VP/Dimethiconylacrylate/Polycarbamyl/Polyglycol Ester 
VP/Dimethylaminoethylmethacrylate/Polycarbamyl Polyglycol Ester 
VP/Polycarbamyl Polyglycol Ester 

 
The Panel determined that the following data are needed to assess the safety of these 3 ingredients: 
 

 Residual monomer concentration for at least a representative ingredient from this subgroup 
 
Additionally, the Panel requested data on the average molecular weight range for the three urethanes, if available. 
 
The Panel also agreed that the paragraph on impurities in the Discussion should be revised so that the statement on using current good manufacturing 
practices (cGMPs) to limit impurities also relates to acrylate-type monomers.  Because of the sensitizing potential of certain methacrylates, nail 
enhancement products containing Methacrylic Acid/Styrene/VP Copolymer and VP/Acrylates/Lauryl Methacrylate Copolymer should be accompanied 
with directions to avoid skin contact.  

Tentative Safety Assessments  
 
Tentative safety assessments intended to proceed to the next CIR Expert Panel meeting will be posted on the CIR website at www.cir-safety.org on or 
before January 4th, 2019.  Interested persons are given 60 days to comment, provide information and/or request an oral hearing before the CIR Expert 
Panel.  Information may be submitted without identifying the source or the trade name of the cosmetic product containing the ingredient.  All unpublished 
data submitted to CIR will be discussed in open meetings, and are available for review by any interested party.  Please submit data and/or comments to 
CIR as soon as possible.  The updated reports may be scheduled for review by the CIR Expert Panel as early as at its April 8-9, 2019 meeting.  However, if 
more time is needed to accommodate data collection or significant revisions, one or more of these tentative assessments may be postponed until a later 
meeting.     

 
Salicylic Acid & Salicylates 
 
The Panel issued a revised tentative amended report for public comment with the conclusion that Salicylic Acid and the 18 salicylate ingredients listed 
below are safe in cosmetics in the present practices of use and concentration described in the safety assessment, when formulated to be non-irritating and 
non-sensitizing, which may be based on a quantitative risk assessment (QRA). 

 
Butyloctyl Salicylate 
Calcium Salicylate* 
C12-15 Alkyl Salicylate* 
Capryloyl Salicylic Acid 
Ethylhexyl Salicylate 
Hexyldodecyl Salicylate* 
Isocetyl Salicylate* 
Isodecyl Salicylate 
Magnesium Salicylate 
Methyl Salicylate 

Myristyl Salicylate* 
Potassium Salicylate* 
Salicylic Acid 
Sodium Salicylate 
TEA-Salicylate 
Tridecyl Salicylate 
Amyl Salicylate 
Hexyl Salicylate 
Isotridecyl Salicylate* 

 
*Not reported to be in current use. 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 concentrations comparable to others in this group. 
 
Ingredients identified by blue text were not included in the original safety assessment. 
 



 

 

The Panel originally published a Safety Assessment of Salicylic Acid and 16 salicylates in 2003 with the conclusion that Salicylic Acid; the salts, Calcium 
Salicylate, Magnesium Salicylate, MEA-Salicylate, Potassium Salicylate, Sodium Salicylate, and TEA-Salicylate; the esters, Capryloyl Salicylic Acid, 
C12-15 Alkyl Salicylate, Isocetyl Salicylate, Isodecyl Salicylate, Methyl Salicylate, Myristyl Salicylate, Ethylhexyl Salicylate, and Tridecyl Salicylate; and 
the compounds, Butyloctyl Salicylate and Hexyldodecyl Salicylate, are safe as used when formulated to avoid skin irritation and when formulated to avoid 
increasing the skin’s sun sensitivity, or, when increased sun sensitivity would be expected, directions for use include the daily use of sun protection. The 
complete report is available on the CIR website (https://www.cir-safety.org/ingredients). 

 
According to 2018 VCRP data, the ingredient with the greatest use frequency of is Ethylhexyl Salicylate (3474 uses), followed by Salicylic Acid (1300 
uses). The results of a concentration of use survey conducted by the Personal Care Products Council (Council) in 2018 indicate that Butyloctyl Salicylate is 
being used at concentrations up to 35.9% in leave-on products (lipstick), which is the highest maximum use concentration that is being reported for 
ingredients being reviewed in this safety assessment. 
 
The qualification relating to formulating products to avoid increasing the skin’s sun sensitivity that was included in the original conclusion is now omitted, 
based on results from a National Toxicology Program (NTP) photocarcinogenicity study indicating that Salicylic Acid had some protective effect at lower 
light intensities. In the NTP study, the effects of synthetic solar light on the skin of hairless mice that had been treated with creams containing 2% or 4% 
Salicylic Acid were evaluated. Creams containing Salicylic Acid decreased the incidence of skin tumors in mice receiving the lower of the two light 
intensities. 

 
At its June 2018 meeting, the Panel issued a tentative amended report with a conclusion that these ingredients are safe when formulated to be non-irritating.  
However, upon further review at this meeting, in addition to concern for irritation potential, the Panel acknowledged positive sensitization data on 
salicylates. The Panel noted that the potential for induction of skin sensitization varies depending on a number of factors, including the area of product 
application; thus, formulators should assess the potential for final formulations to induce sensitization using a QRA or other accepted methodologies.  
Therefore, the Panel issued a revised tentative amended report with qualifications addressing sensitization as well as irritation, as stated above. 

 
Alkyl Lactyl Lactate Salts 

 
The Panel issued a tentative report for public comment with the conclusion that the 10 alkyl lactyl lactate salts listed below are safe in cosmetics in the 
present practices of use and concentration described in the safety assessment, when formulated to be non-irritating and non-sensitizing, which may be 
based on a QRA. 
  

Calcium Stearoyl Lactylate 
Sodium Behenoyl Lactylate 
Sodium Caproyl Lactylate 
Sodium Caproyl/Lauroyl Lactylate 

Sodium Cocoyl Lactylate* 
Sodium Cupheoyl Lactylate*  
Sodium Isostearoyl Lactylate 
Sodium Lauroyl Lactylate 

Sodium Oleoyl Lactylate* 
Sodium Stearoyl Lactylate 

  
*Not reported to be in current use. 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 concentrations comparable to others in this group. 
 
Alkyl lactyl lactate salts are the carboxylic acid salts of diesters that are formed between a fatty acid group and two equivalents of lactic acid. 
Acknowledging positive sensitization data on alkyl lactyl lactate salts, the Panel noted that the potential for induction of skin sensitization varies depending 
on a number of factors, including the area of product application; thus, formulators should assess the potential for final formulations to induce sensitization 
using a QRA or other accepted methodologies.  The Panel was also concerned that the potential exists for dermal irritation with the use of products 
formulated using alkyl lactyl lactate salts.  The Panel also specified that products containing alkyl lactyl lactate salts must be formulated to be non-
irritating.   
 
Fatty Acids & Fatty Acid Salts 
 
The Panel issued a tentative report with the conclusion that the following 102 ingredients are safe in the present practices of use and concentration 
described in the safety assessment when formulated to be non-irritating and non-sensitizing, which may be based on a QRA. 
 
 

Aluminum Dilinoleate* 
Aluminum Distearate  
Aluminum Isostearate* 
Aluminum Isostearates/Palmitates* 
Aluminum Isostearates/Stearates* 
Aluminum Isostearates/Laurates/Palmitates* 
Aluminum Isostearates/Laurates/Stearates* 
Aluminum Lanolate* 
Aluminum Stearate  
Aluminum Stearates  
Aluminum Tristearate  
Ammonium Isostearate* 
Ammonium Oleate* 
Ammonium Stearate*  
Arachidic Acid  
Beeswax Acid* 
Behenic Acid  
C14-28 Alkyl Acid  
C10-40 Isoalkyl Acid 
C14-28 Isoalkyl Acid  
C32-36 Isoalkyl Acid* 
Calcium Behenate  
Calcium Laurate* 
Calcium Stearate  

Calcium Undecylenate* 
Capric Acid  
Caproic Acid 
Caprylic Acid  
Dilinoleic Acid  
Dierucic Acid*   
Eicosatrienoic Acid* 
Erucic Acid* 
Hydroxycapric Acid  
Hydroxycaprylic Acid  
10-Hydroxydecanoic Acid  
Hydroxylauric Acid* 
Hydroxystearic Acid  
10-Hydroxystearic Acid* 
Isomerized Linoleic Acid  
Isomerized Safflower Acid* 
Isostearic Acid  
Lauric Acid  
Linoleic Acid  
Linolenic Acid  
Lithium Stearate  
Magnesium Lanolate* 
Magnesium Laurate  
Magnesium Palmitate* 



 

 

Magnesium Stearate  
Magnesium Tallowate* 
Myristic Acid  
Methyl Myristic Acid*   
Oleic Acid  
Palmitic Acid  
Potassium Behenate  
Potassium Borageate* 
Potassium Camelliate* 
Potassium Caprate* 
Potassium Caprylate* 
Potassium Caprylate/Caprate* 
Potassium Castorate  
Potassium Hydrogenated Tallowate  
Potassium Hydroxystearate* 
Potassium Isostearate  
Potassium Lanolate* 
Potassium Laurate  
Potassium Linoleate* 
Potassium Linseedate* 
Potassium Oleate  
Potassium Olivate/Sunflowerseedate* 
Potassium Palmitate 
Potassium Stearate  
Potassium Sunflowerseedate* 
Potassium Tallate 
Potassium Tallowate 

Potassium Undecylenate* 
Sodium Arganate* 
Sodium Beeswax* 
Sodium Behenate  
Sodium Camellia Japonica Seedate* 
Sodium Caprate* 
Sodium Caprylate* 
Sodium Castorate  
Sodium Dilinoleate* 
Sodium Hydrogenated Tallowate* 
Sodium Hydroxystearate* 
Sodium Isostearate  
Sodium Lanolate* 
Sodium Lardate* 
Sodium Laurate  
Sodium Laurate/Linoleate/Oleate/Palmitate 
Sodium Linoleate* 
Sodium Oleate  
Sodium Palmitate  
Sodium Stearate  
Sodium Tallowate  
Sodium Tamanuseedate* 
Sodium Undecylenate* 
Stearic Acid  
Trilinoleic Acid  
Undecanoic Acid 
Undecylenic Acid 

 
*Not reported to be in current use. 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 concentrations comparable to others in this group. 
 
Ingredients denoted in blue were previously reviewed by the Panel. 
 
The Expert Panel recognized that these ingredients, particularly Myristic Acid, Oleic Acid, and Sodium Caprate, can enhance the penetration of other 
ingredients through the skin. The Panel cautioned that care should be taken in formulating cosmetic products that may contain these ingredients in 
combination with any ingredients whose safety was based on their lack of dermal absorption data, or when dermal absorption was otherwise a concern. 
 
The Panel was concerned that the potential exists for dermal irritation with the use of products formulated using fatty acids and fatty acid salts. The Panel 
specified that products containing fatty acids and fatty acid salts must be formulated to be non-irritating.  The Panel was also concerned about the potential 
for polyunsaturated fatty acids to undergo oxidation during the formulation, or storage of cosmetic products, that may produce compounds that are dermal 
sensitizers.  The Panel advises industry to limit oxidative products in formulations containing fatty acids and fatty acid salts, and to utilize accepted 
methodologies, such as a QRA, to ensure formulations are non-sensitizing.   
 
Brown Algae 
 
The Panel issued a tentative report for public comment with the conclusion that the following 6 of the 82 reviewed brown algae-derived 
ingredients are safe in the present practices of use and concentration described in the safety assessment.   

Alaria Esculenta Extract 
Laminaria Digitata Extract 
Laminaria Saccharina Extract 

Macrocystis Pyrifera (Kelp) Extract 
Undaria Pinnatifida Extract 
Undaria Pinnatifida Cell Culture Extract* 

 

*Not reported to be in current use. 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 concentrations comparable to others in this group. 

The Panel determined that there was insufficient data to determine the safety of the remaining 76 ingredients. The insufficiencies include a lack 
of systemic toxicity data and/or sensitization data.  In addition to either systemic and/or sensitization data, the Panel requested information 
regarding the organic constituents and compositions of these ingredients. 

Agarum Cribrosum Extract 
Ascophyllum Nodosum** 
Ascophyllum Nodosum Extract 
Ascophyllum Nodosum Powder 
Cladosiphon Novae-Caledoniae Extract** 
Cladosiphon Okamuranus Extract 
Cystoseira Amentacea/Caespitosa/ 
   Branchycarpa Extract** 
Cystoseira Baccata Extract** 

Cystoseira Balearica Extract* 
Cystoseira Caespitosa Extract* 
Cystoseira Compressa Extract** 
Cystoseira Compressa Powder** 
Cystoseira Tamariscifolia Extract** 
Dictyopteris Polypodioides Extract 
Dictyota Coriacea Extract** 
Durvillaea Antarctica Extract 
Ecklonia Cava Extract** 

Ecklonia Cava Water** 
Ecklonia Kurome Extract** 
Ecklonia Kurome Powder** 
Ecklonia/Laminaria Extract** 
Ecklonia Maxima Extract** 
Ecklonia Maxima Powder** 
Ecklonia Radiata Extract 
Eisenia Arborea Extract** 
Fucus Serratus Extract 



 

 

Fucus Spiralis Extract** 
Fucus Vesiculosus 
Fucus Vesiculosus Extract 
Fucus Vesiculosus Powder 
Halidrys Siliquosa Extract** 
Halopteris Scoparia Extract** 
Himanthalia Elongata Extract 
Himanthalia Elongata Powder** 
Hizikia Fusiforme Extract* 
Hizikia Fusiformis Water* 
Hizikia Fusiformis Callus Culture Extract** 
Hydrolyzed Ecklonia Cava Extract** 
Hydrolyzed Fucus Vesiculosus Extract** 
Hydrolyzed Fucus Vesiculosus Protein** 
Laminaria Cloustoni Extract 
Laminaria Diabolica Extract** 
Laminaria Digitata Powder 

Laminaria Hyperborea Extract 
Laminaria Japonica Extract 
Laminaria Japonica Powder** 
Laminaria Longissima Extract** 
Laminaria Ochroleuca Extract 
Lessonia Nigrescens Extract 
Lessonia Nigrescens Powder** 
Macrocystis Pyrifera (Kelp) 
Macrocystis Pyrifera (Kelp)  
   Blade/Pneumatocyst/Stipe Juice Extract** 
Macrocystis Pyrifera (Kelp) Juice** 
Macrocystis Pyrifera (Kelp) Protein 
Nereocystis Luetkeana Extract** 
Pelvetia Canaliculata Extract 
Pelvetia Siliquosa Extract** 
Phyllacantha Fibrosa Extract** 
Saccharina Angustata Extract** 

Saccharina Japonica Extract** 
Saccharina Longicruris Extract** 
Sargassum Filipendula Extract 
Sargassum Fulvellum Extract** 
Sargassum 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 
Undaria Peterseniana Extract** 
Undaria Pinnatifida Leaf/Stem Extract** 
Undaria Pinnatifida Powder 
Undaria Pinnatifida Root Powder** 

 
**Not reported to be in current use. 
 
Ingredients in green type were considered sufficient in systemic toxicity data, however, sensitization data is insufficient to determine 
safety. 
Ingredients in blue type were considered sufficient in sensitization data, however, systemic toxicity data is insufficient to determine 
safety.  
Ingredients in black type were considered insufficient in both systemic toxicity and sensitization data. 

Clinical studies suggesting the toxic potential of iodine via brown algae consumption as a dietary supplement were noted. However, the 
exposure to iodine via the use of brown algae ingredients in cosmetics would be far less than oral exposure. The Panel also expressed concern 
about heavy metals, and arsenic that may be present in these ingredients.  They stressed that the cosmetics industry should continue to use 
cGMPs to limit impurities.   

In addition to the requested systemic toxicity data and sensitization data for all ingredients that are lacking this data, the Panel has requested 
data regarding the possible constituents of concern of these brown-algae derived ingredients (e.g., specific terpenoids and flavonoids, and 
concentrations of such). As an alternative, the Panel suggested obtaining representative data for each genus, which may be used to formulate 
decisions regarding other ingredients of the same genus.  
 
Basic Red 76 
 
The Panel issued a tentative report for public comment with the conclusion that Basic Red 76 is safe in cosmetics in the present practices of use and 
concentration described in the safety assessment.  According to 2018 US FDA VCRP data, Basic Red 76 is used in 46 hair-coloring formulations; and 
according to a survey conducted by the Council, at a maximum use concentration of 0.35%. 
 
The Panel found that the systemic toxicity, developmental and reproductive toxicity, genotoxicity, and irritation data in this report were sufficient.  The 
Panel recognized the positive genotoxicity studies, but considered these irrelevant due to the fact that such results were only obtained at concentrations 
much higher than what would be used in cosmetics.  The Panel also noted the carcinogenic potential of certain aromatic amines metabolites of Basic Red 
76.  The concern regarding these metabolites was mitigated considering Basic Red 76 is poorly absorbed, used in rinse-off products only, and formulated at 
very low concentrations.   

 
Benzyl Salicylate 
 
The Panel issued a tentative report for public comment with a conclusion of safe in cosmetics in the present practices of use and concentration described in 
the safety assessment when formulated to be non-irritating and non-sensitizing, which may be based on a QRA. 
 
According to 2018 VCRP data, Benzyl Salicylate is reported to be used in 2908 formulations.  Based on the results of a survey conducted by the Council 
on the concentration of use of Benzyl Salicylate as a light stabilizer, it is used at a maximum concentration of up to 0.5% in skin cleansing preparations. 
The greatest leave-on use concentration for this function is up to 0.15% in ”other” makeup preparations.  
 
Acknowledging the positive sensitization data on Benzyl Salicylate, the Panel noted that the potential for induction of skin sensitization varies depending 
on a number of factors, including the area of product application; thus, formulators should assess the potential for final formulations to induce sensitization 
using a QRA or other accepted methodologies.  The Panel was also concerned that the potential exists for dermal irritation with the use of products 
formulated using Benzyl Salicylate; thus, products containing Benzyl Salicylate must be formulated to be non-irritating. 
 
Alkoxylated Fatty Amides 
 
The Panel issued a tentative report for public comment with the conclusion that the 40 ingredients listed below are safe in cosmetics in the present practices 
of use and concentration described in the safety assessment when formulated to be non-irritating. 

 
PEG-2 Cocamide 
PEG-3 Cocamide 

PEG-4 Cocamide* 
PEG-5 Cocamide 

PEG-6 Cocamide  
PEG-7 Cocamide* 



 

 

PEG-11 Cocamide* 
PEG-20 Cocamide* 
PEG-3 Cocamide DEA* 
PEG-20 Cocamide MEA* 
PEG-6 Hydrogenated Palmamide* 
PEG-50 Hydrogenated Palmamide 
PEG-13 Hydrogenated Tallow Amide* 
PEG-5 Lanolinamide* 
PEG-2 Lauramide* 
PEG-3 Lauramide* 
PEG-5 Lauramide  
PEG-6 Lauramide  

PEG-11 Lauramide* 
PEG-3 Oleamide* 
PEG-4 Oleamide* 
PEG-5 Oleamide* 
PEG-6 Oleamide* 
PEG-7 Oleamide* 
PEG-9 Oleamide* 
PEG-4 Rapeseedamide 
PEG-4 Stearamide* 
PEG-10 Stearamide* 
PEG-15 Stearamide* 
PEG-50 Stearamide* 

PEG-5 Tallow Amide*  
PEG-8 Tallow Amide*   
PEG-50 Tallow Amide   
PEG-2 Tallowamide DEA* 
Polyglyceryl-4-PEG-2 Cocamide* 
PPG-2 Cocamide 
PPG-1 Hydroxyethyl Caprylamide* 
PPG-2 Hydroxyethyl Cocamide  
PPG-2 Hydroxyethyl Coco/Isostearamide 
PPG-3 Hydroxyethyl Soyamide* 

  
*Not reported to be in current use. 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 concentrations comparable to others in this group.  

 
The ingredients included in this family are structurally related as N-alkoxylated simple amides.  Although a few of the ingredients in this are di-N,N-
alkoxyl-substituted amides, most of these alkoxylated fatty amides are mono-N-alkoxyl-substituted. One ingredient that was inadvertently included in the 
Scientific Literature Review (SLR), PEG-5 Oleamide Dioleate, is a tertiary amide; that ingredient has been deleted from the report. 
 
At its September 2018 meeting, the Panel issued an Insufficient Data Announcement (IDA) for this group.  In response to the IDA, sufficient methods of 
manufacture and impurities data were received.  The IDA had also included a request for dermal absorption data, and if absorbed, 28-day dermal toxicity 
data may be needed.  However, the Panel has since determined that the 28-day oral toxicity data and the oral developmental and reproductive toxicity data 
that are described in the report, combined with the fact that leave-on dermal concentrations of use are very low, mitigate any concerns about systemic 
toxicity potential.  Additionally, the Panel considered that subchronic test data on PEG-4 Rapeseedamide and PPG-2 Hydroxyethyl Cocamide could be 
read-across to the entire group.  The lack of carcinogenicity data was noted; concerns were mitigated by the sufficient, negative genotoxicity studies and 
lack of structural alerts for carcinogenicity. 
 
The Panel was concerned that the potential exists for dermal irritation with the use of products formulated using the ingredients named in this assessment.  
Therefore, the Panel specified that products containing the ingredients listed above must be formulated to be non-irritating. 
 
CIR has issued reports on the component parts of the ingredients named in this report.  Therefore, to be consistent with existing conclusions for some of the 
components, specifically the diethanolamides, these ingredients should not be used in cosmetic products in which N-nitroso compounds can be formed.  
Additionally, the levels of free diethanolamine (DEA) are not to exceed the present practices of use and concentration of DEA itself. 
 
Also, the Panel discussed other impurities that could be of concern with this group of ingredients.  The possible presence of 1,4-dioxane as an impurity is 
one concern.  The Panel stressed that the cosmetics industry should continue to use the necessary procedures to limit this impurity in alkoxylated fatty 
amide ingredients before blending them into cosmetic formulations.  Because some of the alkoxylated fatty amides may be manufactured from plant- or 
animal-derived constituents, the Panel stressed that the cosmetics industry should continue to use the necessary procedures to sufficiently limit pesticide 
residues and heavy metal impurities in these ingredient before blending them into cosmetic formulations. Additionally, the Panel considered the risks 
inherent in using animal-derived ingredients, namely the transmission of infectious agents. While tallow may be used in the manufacture of some 
ingredients in this safety assessment and is clearly animal-derived, the Panel noted that tallow is highly processed, and tallow derivatives even more so. The 
Panel agreed with determinations by the US FDA that tallow derivatives are not risk materials for transmission of infectious agents. 

 
 

Insufficient Data Announcement 
 

For this insufficient data announcement, interested persons are given an opportunity to comment, provide information and/or request an oral hearing 
before the CIR Expert Panel.  Information may be submitted without identifying the source or the trade name of the cosmetic product containing the 
ingredient.  All unpublished data submitted to CIR will be discussed in open meetings, and are available for review by any interested party.  Please submit 
data and/or comments to CIR as soon as possible.  This report may be scheduled for review by the CIR Expert Panel as soon as at its April 8-9, 2019 
meeting.  
 
Silica & Silicates 

 
The Panel issued an IDA for the following 40 ingredients: 

   
Activated Clay 
Aluminum Calcium Sodium Silicate 
Aluminum Iron Calcium Magnesium Germanium Silicates 
Aluminum Iron Calcium Magnesium Zirconium Silicates 
Aluminum Iron Silicates 
Aluminum Silicate  
Ammonium Silver Zinc Aluminum Silicate 
Ammonium Silver Zeolite 
Attapulgite 
Bentonite  
Calcium Magnesium Silicate 
Calcium Silicate 

Fuller's Earth  
Gold Zeolite 
Hectorite  
Hydrated Silica 
Kaolin  
Lithium Magnesium Silicate 
Lithium Magnesium Sodium Silicate 
Magnesium Aluminometasilicate  
Magnesium Aluminum Silicate 
Magnesium Silicate 
Magnesium Trisilicate 
Montmorillonite  



 

 

Potassium Silicate 
Pyrophyllite 
Silica 
Silver Copper Zeolite 
Sodium Magnesium Aluminum Silicate 
Sodium Magnesium Silicate 
Sodium Metasilicate 
Sodium Potassium Aluminum Silicate  

Sodium Silicate 
Sodium Silver Aluminum Silicate 
Titanium Zeolite 
Tromethamine Magnesium Aluminum Silicate 
Zeolite  
Zinc Silicate 
Zinc Zeolite 
Zirconium Silicate

   
Ingredients in blue were previously reviewed by the Panel. 
 
The additional data needed for the safety assessment of these cosmetic ingredients are: 
 

 The range of particle sizes for all silica and silicate ingredients that are used in spray and powder formulations 
 Chemical characterization, composition, and impurities data for all ingredients, except Silica 
 Method of manufacturing and/or source data for all ingredients, except Silica and Hydrated Silica. 

 

149th Meeting Notes 
 

Director’s Report 
 
Dr. Heldreth expressed gratitude for the Panel’s and other stakeholders’ continued support of the Cosmetic Ingredient Review program.  He wrote to FDA 
Commissioner Scott Gottlieb, updating him on the work of this Panel over the last year, and received a thank you for CIR’s commitment to ingredient safety. 
 
Dr. Heldreth recalled that over the last few years, Dr. Bergfeld, Ms. Fiume, and he had visited Beijing a number of times to discuss the work of this Panel.  
While there, they enjoyed in-depth discussions with members of the industry association there and the Chinese FDA on multiple safety assessment aspects. 
With this regard, he welcomed the delegation visiting from the China Association of Fragrance Flavor and Cosmetic Industries (CAFFCI), who were in 
attendance to see the Panel in action at this meeting. 
 
Since the September meeting, CIR had the fortune of participating in a special forum arranged in part by the US Department Commerce to inform other parts 
of the world, specifically Brazil in this case, about the great work of this Panel.  Specifically, Dr. Heldreth presented the Brazilian Health Regulatory Agency 
and the Brazilian Ministry of Industry, Foreign Trade and Services with an overview of the CIR process and the significant utility of this Panel’s reports. 
 
Very recently, there have been some positive points with regard to the visibility of CIR.  At the end of last month, USA Today featured, on their front page a 
column about cosmetics and chemophobia.  Dr. Klaassen is featured significantly therein, dispelling some of the myths about chemical safety.  Also, Dr. 
Heldreth published a column, that is out this month in Cosmetics & Toiletries Magazine, showcasing the work of this Panel on the safety assessment of 
Parabens (https://www.cosmeticsandtoiletries.com/regulatory/region/northamerica/CIR-Conclusion-Parabens-Are-Safe-500174801.html).     
 

Other Items:  
 

Re-Review Summary - Triacetin 
 
The Panel approved the re-review summary of Triacetin, reaffirming that Triacetin is safe as used in cosmetics.  This conclusion was originally published by CIR 
in 2003.  Limited new data (a developmental and reproductive toxicity screening test and two genotoxicity studies) that were identified in the published 
literature, as well as updated information regarding frequencies of use, provided by the FDA, and maximum use concentrations of use, provided by the Council, 
were reviewed by the Panel. 
 
Strategy Document – Polyaminopropyl Biguanide 
 
The draft final report on Polyaminopropyl Biguanide was tabled at the June 2018 meeting, pending the completion and subsequent availability of the 
human repeated insult patch test (HRIPT) that the Council agreed to provide.  However, an additional data insufficiency determined by the Panel remained: 
  

 Consumer use data on pump and propellant hair sprays, for use in determining the extent of exposure to Polyaminopropyl Biguanide during 
product use 
 

Thus, a strategy memo was issued at this meeting, to provide the Panel with an opportunity to review, in detail, the exposure parameters that are associated 
with pump and propellant spray use with this ingredient.  Upon completion of this review, the Panel confirmed that the consumer use data are yet 
insufficient to accurately calculate an inhalation margin of safety. 
 
Strategy Document – Hair Dye Epidemiology Resource Document 
 
At the June 2018 meeting, with regard to the Hair Dye Epidemiology Resource Document, the Panel requested that Dr. Luigi Naldi, Director of the 
Department of Dermatology, San Bortolo Hospital in Vicenza, Italy, comment on the two newly discovered studies on the potential breast cancer-hair dye 
association.  Furthermore, the Panel requested a clarifying statement on the types of further investigations that are necessary to examine the association 
between hair dye use and the incidence of breast cancer.  At this meeting, the Panel reviewed the revised document as well as Dr. Naldi’s comments and his 
professional opinions on further investigations that are necessary to examine the association between hair dye use and the incidence of breast cancer. The 
Panel concluded that the available hair dye epidemiology data do not provide sufficient evidence for a causal relationship between personal hair dye use 
and cancer.  The Panel determined to continue monitoring upcoming epidemiological data on the link between personal use of hair dyes and cancer risk and 
the conclusion of the document would be re-evaluated based upon the new information on a regular period basis.  The Panel finalized this document. 



 

 

 
 
 
 
 
Strategy Document – Respiratory Exposure from Cosmetic Ingredients Resource Document 
 
New particle/droplet size information, developed by companies marketing propellant hair sprays and deodorant sprays, was included in this revision.  
Importantly, a tiered approach to assessment of inhalation exposure has been incorporated into the document.  Accordingly, the language was revised to 
reflect less reliance on particle size and more emphasis on exposure levels from spray cosmetic products by the inhalation route.   
 
The Panel recommended changing the document title to “Respiratory Exposure from Cosmetic Ingredients.”  The Panel concluded that the document must 
be further revised to address the comments received on the document to date.  The Panel noted that particle size distributions are product specific; however, 
data are currently insufficient to assess the inhalation exposure assessment of some types of cosmetic sprays.  The Panel requested collection and analysis 
of particle size distributions data of such spray products.  In addition, the Panel concluded that, while particle/droplet size is an important parameter, the 
physicochemical properties of ingredients in a spray formulation, as well as the realistic exposure factors under in-use conditions also play significant roles 
in evaluating inhalation safety of ingredients as spray formulation.  When spray parameters are absent or provide an insufficient basis to support a robust 
inhalation exposure assessment, the Panel would request additional information from Industry and further evaluate the sufficiency of other exposure data 
that may be available on a case-by-case basis.  Finally, the Panel determined that after all the concerns and received comments are addressed, the revisions 
should be reviewed by an external expert on inhalation toxicology before finalizing the document. 
 
Since some readers of the document may take certain sentences out of context and misconstrue the inherent meaning of the whole, further edits will be 
forthcoming in an attempt to prevent such misnomers (misnomers such as: particle size is the only factor; incidental inhalation of any cosmetic product is 
unlikely to ever result in respiratory harm; this document is applicable to occupational exposures; etc.).  
 
Scientific Literature Reviews  
 
The following Scientific Literature Reviews are currently under development and may be posted imminently and then presented to the Panel for their 
review (as Draft Reports) during the next two meetings. 

 
 Acrylate/Acrylamide Copolymers  
 Alkyl Amide MIPA Ingredients 
 Cocos nucifera (Coconut)-Derived Ingredients  
 Hexa/Penta-hydric Alcohols 
 Melaleuca alternifolia (Tea Tree)-Derived Ingredients 

 Palm Tree-Derived Ingredients 
 Punica granatum (Pomegranate)-Derived Ingredients 
 Glycine soja (Soy)-Derived Ingredients 
 Triticum vulgare (Wheat)-Derived Ingredients 
 Vanilla-Derived Ingredients 

 
Next CIR Expert Panel Meeting 
Monday and Tuesday, April 8-9, 2019 at the Westin Washington City Center Hotel, Washington, DC. 
Please contact Carla Jackson (jacksonc@cir-safety.org) before the meeting if you plan to attend.  
 


