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Cosmetic Ingredient Review Expert Panel  

143rd Meeting (June 12-13, 2017) - Findings  
 

June 15 , 2017 
 
 
  
● Final Safety Assessments  

 Hydroxyethyl-3,4-Methylenedioxyaniline HCl - hair dye ingredient – Safe as used 
 Ethers and Esters of Ascorbic Acid – 7 ingredients – Safe as used 
 

● Tentative Safety Assessments 
 Plant-Derived Proteins and Peptides – 19 ingredients – Split conclusion 
 Monoalkylglycol Dialkyl Acid Esters – 28 ingredients – Split conclusion 
 Persulfates – 3 ingredients – Split conclusion 
 Polysilsesquioxanes – 18 ingredients – Safe as used 
 Ectodermal-Derived Proteins and Peptides (previously Tissue-Derived…) – 19 ingredients – Safe as used 

 
● Re-Review  

 Quaternium-26 – not reopened 
 Biotin – not reopened 
 Glyoxal – not reopened 

 
● Tabled 

 Parabens – 20 ingredients 
 
● Insufficient Data Announcement 

 Polyaminopropyl Biguanide (polyhexamethylene biguanide hydrochloride) – 1 ingredient  
 Malic Acid and Sodium Malate– 2 ingredients 

 
● 143rd Meeting Notes 

 Director’s Report 
 Other Items 

o Guidance 
o Priorities 
o Re-Review Summary 

 Scientific Literature Reviews posted on the CIR website 
 Scientific Literature Reviews and Re-Reviews under development 
 Next Expert Panel Meeting – Monday and Tuesday, September 11-12, 2017 



 

 

Final Safety Assessments 

Final safety assessments and final amended 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  Unpublished data cited as 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 or final amended safety 
assessment is incorrect may petition the CIR Expert Panel to amend the safety assessment.  

Hydroxyethyl-3,4-Methylenedioxyaniline HCl  
 
The Expert Panel issued a final report with the conclusion that Hydroxyethyl-3,4-Methylenedioxyaniline HCl is safe for use as a hair dye ingredient in the 
present practices of use and concentration as specified in the report.  
 
Data received in February 2017 from the Food and Drug Administration (FDA) Voluntary Cosmetic Reporting Program (VCRP) indicate 67 uses of this 
hair dye ingredient.  A 2016 survey of the industry reports a maximum use concentration of 0.75% in hair dyes and colors.  There is potential for N-
nitrosation because Hydroxyethyl-3,4-Methylenedioxyaniline HCl contains a free, secondary aromatic substituted amine group (aniline derivative).  The 
Panel advises that manufacturers may avoid these issues by formulating ingredients in a way that reduces the formation of nitrosamines, and by eliminating 
the presence of impurities that can be N-nitrosated (e.g., 3,4-methylenedioxy aniline) or contain nitrosating agents.  Consequently, hair dye formulations 
containing Hydroxyethyl-3,4-Methylenedioxyaniline HCl, and formulations intended for admixture with this ingredient, should not contain nitrosating 
agents.   
 
Ethers and Esters of Ascorbic Acid 
 
The Expert Panel issued a final report with a conclusion that the following 7 ingredients are safe in the present practices of use and concentration: 
 

Tetrahexyldecyl Ascorbate 
Ascorbyl Isostearate* 
Ascorbyl Linoleate 
Ascorbyl Tetraisopalmitate 

Ascorbyl Palmitate 
Ascorbyl Dipalmitate 
Ascorbyl Stearate 

 
*Not reported to be in current use. Were this ingredient 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. 
 
These ingredients are reported to function in cosmetic products as antioxidants, skin-conditioning agents, and skin protectants. Ascorbyl Palmitate is also 
reported to function as a fragrance ingredient, and Ascorbyl Linoleate as a skin bleaching agent. Skin bleaching is a drug function, not a cosmetic function. 
Therefore, the Panel did not evaluate the safety of Ascorbyl Linoleate for skin bleaching. 
 
The Panel noted that the results of a computational method for predicting the reproductive toxicity potential of Ascorbyl Palmitate and Ascorbyl Stearate 
are the only information available to address this endpoint in the safety assessment.  In the absence of experimental reproductive toxicity data on the ethers 
and esters of ascorbic acid, the Panel applied a weight-of-evidence (WoE) approach comprising, in part, a summary of safety data on analogous compounds 
(which contain fatty acyl chains, ascorbates, acyl glycerols, and fatty acyl saccharides) previously reviewed by CIR, in combination with the in silico 
results for Ascorbyl Palmitate and Ascorbyl Stearate.   

Tentative Safety Assessments  
 
Tentative and revised tentative safety assessments will be posted on the CIR website at www.cir-safety.org on or before June 23, 2017.  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 at its September 11-12, 2017 meeting.   
 
Plant-Derived Proteins and Peptides  
 
The Panel issued a tentative report for 19 plant-derived proteins and peptides for public comment.  The Panel concluded that the following 18 ingredients are 
safe in cosmetics in the present practices of use and concentration:  
  

Hydrolyzed Amaranth Protein 
Hydrolyzed Avocado Protein* 
Hydrolyzed Barley Protein 
Hydrolyzed Brazil Nut Protein 
Hydrolyzed Cottonseed Protein 
Hydrolyzed Extensin 

Hydrolyzed Hazelnut Protein 
Hydrolyzed Hemp Seed Protein 
Hydrolyzed Jojoba Protein 
Hydrolyzed Lupine Protein 
Hydrolyzed Pea Protein 
Hydrolyzed Potato Protein 

Hydrolyzed Sesame Protein 
Hydrolyzed Sweet Almond Protein 
Hydrolyzed Vegetable Protein 
Hydrolyzed Zein* 
Lupinus Albus Protein 
Pisum Sativum (Pea) Protein

 
  
*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 also concluded the data on Hydrolyzed Maple Sycamore Protein are insufficient to determine safety.  The data needed to evaluate the safety of 
Hydrolyzed Maple Sycamore Protein are: 
 



 

 

 
 Method of manufacturing  
 Chemical composition and impurities   
 Clarification on food safety status, specifically if this ingredient is generally recognized as safe (GRAS) 
 If this ingredient is not GRAS, then studies of systemic endpoints such as a 28-day dermal toxicity, reproductive and developmental toxicity, and 

genotoxicity are needed, as well as UV absorption spectra.  
 
The Panel acknowledged that Type I immediate hypersensitivity reactions could possibly occur following exposure to a protein-derived ingredient.  Human 
repeated insult patch tests (HRIPTs) and related tests do not detect Type I reactions. Thus, the Panel cautions people with known allergies to tree nut, seed, and 
avocado proteins about using personal care products that contain these ingredients.  
 
Monoalkylglycol Dialkyl Acid Esters 
 
The Panel issued a tentative report for 28 monoalkylglycol dialkyl acid esters.  The Panel concluded that the following 25 ingredients are safe in cosmetics in the 
present practices of use and concentration.    
 

Trimethyl Pentanyl Diisobutyrate 
Butylene Glycol Dicaprylate/Dicaprate 
Butylene Glycol Diisononanoate* 
Glycol Dibehenate* 
Glycol Diethylhexanoate 
Glycol Dilaurate 
Glycol Dioleate* 
Glycol Dipalmate/Palm Kernelate/Olivate/ Macadamiate* 
Glycol Dipalmate/Rapeseedate/Soyate* 
Glycol Dipivalate* 
Glycol Distearate 
Glycol Ditallowate* 
Hexanediol Distearate* 

Neopentyl Glycol Dicaprate 
Neopentyl Glycol Dicaprylate/Dicaprate 
Neopentyl Glycol Dicaprylate/ Dipelargonate/Dicaprate* 
Neopentyl Glycol Diethylhexanoate 
Neopentyl Glycol Diheptanoate 
Neopentyl Glycol Diisononanoate 
Neopentyl Glycol Diisostearate 
Neopentyl Glycol Dilaurate* 
Propanediol Dicaprylate 
Propanediol Dicaprylate/Caprate 
Propanediol Diisostearate* 
Propanediol Dipelargonate*

 
 * 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 concluded that the available data are insufficient to make a determination that the following 3 ingredients are safe under the intended conditions of use 
in cosmetic formulations: 
 

Diethylpentanediol Dineopentanoate 
Dioctadecanyl Didecyltetradecanoate 
Dioctadecanyl Ditetradecyloctadecanoate 

 
The additional data needed to determine the safe use of these ingredients are: 
 

 Dermal penetration for Diethylpentanediol Dineopentanoate, Dioctadecanyl Didecyltetradecanoate, and Dioctadecanyl Ditetradecyloctadecanoate; 
if absorbed, then the following data may be needed:  28-day dermal toxicity, genotoxicity, and irritation and sensitization data at maximum 
concentration of use or greater (≥57%) 

 Because these three ingredients can potentially form ester hydrolysis products, toxicity data on the hydrolysis products of these three ingredients, 
including data on:   

Diethylpentanediol Dineopentanoate  
2,4-diethyl-1,5-pentanediol 
neopentanoic acid 
Dioctadecanyl Didecyltetradecanoate 

9,10-dinonyl-1,18-octadecanediol 
decyltetradecanoic acid 
Dioctadecanyl  Ditetradecyloctadecanoate 
tetradecyloctadecanoic acid

When assessing safety, the Panel noted that acute dermal toxicity tests of the smaller molecules (i.e., Neopentyl Glycol Diisononanoate and Trimethyl Pentanyl 
Diisobutyrate) revealed no concerns, and acute oral toxicity test results presented little concern.  The component parts of the molecules of these ingredients were 
determined to be safe in previous CIR safety assessments. 
 
Glycol Distearate was reported to be used in 1663 formulations, mostly in hair products (1041 formulations); this is an increase from 28 uses in 2001.  Trimethyl 
Pentanyl Diisobutyrate and Neopentyl Glycol Diheptanoate are used in 399 (all nail products) and 415 (mostly in skin care products) formulations, respectively. 
The rest of the ingredients with reported uses were used in 102 or fewer formulations.  Neopentyl Glycol Diethylhexanoate had the highest reported maximum 
concentration of use; it is used at up to 57%.  Neopentyl Glycol Dicaprate had the next highest reported maximum concentration of use; it is used up to 50%. 
 
Persulfates 
 
The Panel issued a tentative amended report and confirmed their original conclusion (published in 2001) that Ammonium Persulfate, Potassium Persulfate, and 
Sodium Persulfate are safe as used as oxidizing agents in hair colorants and lighteners designed for brief discontinuous use followed by thorough rinsing from 
the hair and skin.  The Panel also concluded that the available data are insufficient for determining the safety of these ingredients in leave-on products and 
dentifrices.   
 
In 2016 Panel, the Panel reopened the original report on Ammonium Persulfate, Potassium Persulfate, and Sodium Persulfate to evaluate the safety of these 
ingredients for the newly reported uses.  At the December 2016 Panel meeting, the Panel issued an insufficient data announcement for these 3 ingredients.  The 
additional data needed to evaluate the safety of these ingredients in leave-on products and dentifrices are: 
 

• No-Observed-Adverse Effect-Level (NOAEL) for sensitization and urticaria 
• Concentrations of use in leave-on products and dentifrices. 



 

 

 
Specific to dentifrices, an FDA public health notification was issued concerning the risk of allergic reactions in users of denture cleansers containing Sodium 
Persulfate, and the risks of misusing these products.  To date, these data have not been received and the data needs remain unchanged. 
 
Polysilsesquioxanes 
 
The Panel issued a tentative report for public comment that the following 18 polysilsesquioxanes are safe in cosmetics in the present practices of use and 
concentration. 
 

Acryloyloxypropyl Polysilsesquioxane* 
C26-28 Alkyldimethylsilyl Polypropylsilsesquioxane* 
C30-45 Alkyldimethylsilyl Polypropylsilsesquioxane  
Dimethicone/Silsesquioxane Copolymer 
Dimethiconol/Caprylylsilsesquioxane/Silicate Crosspolymer* 
Ethyl Polysilsesquioxane* 
Hydrogen Dimethicone/Octyl Silsesquioxane Copolymer  
Isobutyl/Methoxy PEG-10 Polysilsesquioxane* 
Isobutyl Polysilsesquioxane* 

Methacryloyloxypropyl Polysilsesquioxane* 
Methoxy PEG-10 Polysilsesquioxane*                        
Polycaprylylsilsesquioxane 
Polymethylsilsesquioxane 
Polydimethylsiloxy PEG/ PPG-24/19 Butyl Ether Silsesquioxane  
Polydimethylsiloxy PPG-13 Butyl Ether Silsesquioxane* 
Polymethylsilsesquioxane/Trimethylsiloxysilicate* 
Polypropylsilsesquioxane  
Trimethylpentyl Polysilsesquioxane

 
*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 noted a lack of systemic toxicity data (i.e. reproductive and developmental toxicity and carcinogenicity data), but agreed that these ingredients are 
large, insoluble molecules that share dominant features/structures, and are not expected to penetrate the skin.  The Panel also agreed that the weight of the 
evidence alleviated concerns about the potential for local effects, such as dermal irritation and sensitization.  However, manufacturers should use current good 
manufacturing practices to ensure that the levels of monomers and source materials are minimized in the final products. 
 
Polymethylsilsesquioxane was reported to be used in 397 formulations, i.e., 374 in leave-on formulations, 22 in rinse-off formulations, and 1 diluted for the bath 
formulation.  All other ingredients reportedly in use were specified to be used in 14 formulations or fewer.  Polymethylsilsesquioxane has the highest reported 
maximum concentration of use; it is used at up to 55.2% in the category of other makeup preparations.  The rest of the ingredients reportedly in use were stated 
to be used at 4.9% (e.g., C30-45 Alkyldimethylsilyl Polypropylsilsesquioxane in foundations) or less. 
 
Ectodermal-Derived Proteins and Peptides (previously Tissue-Derived Proteins and Peptides) 
 
The Panel issued a tentative report for public comment with the conclusion that the following 19 ectodermal-derived proteins and peptides are safe in cosmetics 
in the present practices of use and concentration described in the safety assessment. 
  

Ammonium Hydrolyzed 
Collagen 
Atelocollagen 
Calcium Hydrolyzed Collagen* 
Collagen  
Elastin 
Fibronectin 

Gelatin 
Hydrolyzed Actin 
Hydrolyzed Collagen 
Hydrolyzed Collagen Extract* 
Hydrolyzed Elastin 
Hydrolyzed Fibronectin 
Hydrolyzed Gelatin* 

Hydrolyzed Reticulin 
Hydrolyzed Spongin* 
MEA-Hydrolyzed Collagen 
Soluble Collagen 
Soluble Elastin* 
Zinc Hydrolyzed Collagen* 

  
*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. 
 
These proteins and peptides, which are similar to the other proteins and peptides reviewed by the Panel, are found in foods, and daily exposures from the 
consumption of foods can be expected to yield much larger systemic exposures to these ingredients than those from use in cosmetic products. The Panel 
also found that the earlier assessments of Hydrolyzed Collagen supported the safety of these ingredients in cosmetic products.  The Panel noted a lack of 
systemic toxicity data (i.e. reproductive and developmental toxicity, genotoxicity, and carcinogenicity data).  However, they did not believe that these 
proteins and peptides would cause adverse systemic effects in the general population.   
 
The Panel noted that fish proteins are known food allergens that can elicit Type I immediate hypersensitivity reactions when ingested by sensitized 
individuals. Case reports suggest that individuals with fish allergies may react to topical exposures of fish-derived cosmetic ingredients.  The Panel 
expressed concern that sensitized individuals would not easily recognize cosmetic products containing fish-derived collagen based on the current naming 
conventions used in the ingredient lists on product labels (e.g. Collagen and Hydrolyzed Collagen may be sourced from fish, though “fish” is not in the 
ingredient name).  The Panel strongly urged manufacturers to place a warning on the label of products that may contain fish-derived ingredients so that 
sensitive individuals may avoid exposure. 
 

Re-Review  
 
Quaternium-26 
 
The Panel concluded in a final report (published in 2000) on the safety of Quaternium-26 (quaternary ammonium salt) that, based on the available data, this 
ingredient is safe in the present practices of use and concentrations.  The conclusion also states that Quaternium-26 should not be used in products in which 
N-nitroso compounds may be formed. 
 
In the absence of new safety test data, the Panel determined that the original published final safety assessment of Quaternium-26 should not be reopened, 
and reaffirmed their conclusion on Quaternium-26.  The Panel determined that reopening the report to add 2 similar ingredients, 
Cetearamidopropyldimonium Chloride and Hydroxyethyl Erucamidopropyl Dimonium Chloride (both quaternary ammonium salts), is not warranted.  The 
Panel noted the likelihood that additional data would be needed to assess the safety of these additional ingredients. 
 



 

 

Since the original report, the use of Quaternium-26 has narrowed to non-coloring hair products only, and the maximum use concentration has decreased 
from 5 % to 2%. 
 
Biotin 
 
The Panel reaffirmed their prior conclusion that Biotin is safe as used in cosmetics.  The reported frequency of use of Biotin in cosmetics has increased 
since its safety was originally reviewed; according to VCRP data received from the FDA, 71 uses were reported in 1998, and 506 uses are reported in 2017.  
The reported maximum leave-on concentration of use of Biotin has decreased, from 0.6% to 0.1%.   
 
Some new data were identified in the published literature.  The Panel discussed a study that reported a decrease in sperm count following dietary 
administration of Biotin, noting that the dose that produced this effect was much greater than what would be included in cosmetic formulations.  In accord 
with the original review, the Panel recognized that data on the irritation and sensitization potential of Biotin are absent. However, the lack of case reports 
indicates that Biotin does not have a strong potential to cause skin irritation or sensitization.   
 
Glyoxal 
 
The Panel reaffirmed the conclusion that Glyoxal is safe for use in products intended to be applied to the nail at concentrations ≤ 1.25%.  However, the 
available data are insufficient to support the safety of this ingredient for other uses. 
 
According to VCRP survey data received in 2017, Glyoxal is reported to be used in 2 formulations (basecoats and undercoats and a face and neck product).  
In 1998, there were no uses reported in the VCRP.  The results of the concentration of use survey conducted by the Council in 2016 indicate that Glyoxal 
has no reported uses, and no concentrations of use were reported in 1998.   
 
The Panel urged suppliers to take steps to limit the concentration of the free formalin impurity to 0.2%, which is consistent with the 2013 CIR evaluation of 
Formaldehyde and Methylene Glycol. 
 

Tabled  
 
Parabens 
 
Sodium Methylparaben (which had not been reviewed by the Panel) was included in the CIR 2017 Priority List due to the large number of reported uses in 
the FDA’s VCRP database. The Expert Panel agreed that it would be appropriate to group this ingredient with 7 parabens reviewed in the CIR safety 
assessment published in 2008: 
 

Methylparaben 
Ethylparaben 
Propylparaben 
Butylparaben 

Benzylparaben 
Isopropylparaben 
Isobutylparaben 

  
In addition, the Panel included 12 other parabens that had not yet been reviewed: 
 

Calcium Paraben 
Potassium Butylparaben 
Potassium Ethylparaben 
Potassium Methylparaben 
Potassium Paraben 
Potassium Propylparaben 

Sodium Butylparaben 
Sodium Ethylparaben 
Sodium Isobutylparaben 
Sodium Isopropylparaben 
Sodium Paraben 
Sodium Propylparaben 

 
At the June 2017 meeting, the Panel added 4-Hydroxybenzoic Acid to the group. 
 
Methylparaben is reported to be used in 13,797 formulations; this is an increase from 8786 formulations in 2006.  Propylparaben had the next highest 
number of reported uses at 10,642; this is an increase from 7118 formulations in 2006.  All of the other previously reviewed parabens in this safety 
assessment increased in the number of reported uses since 2006, with the exception of Benzylparaben, which dropped from 1 reported use to none.  
Methylparaben had the highest reported maximum concentration of use; it is used at up to 0.9% in shampoos.  The highest maximum concentration of use 
reported for products resulting in leave-on dermal exposure is Ethylparaben in eye shadows at 0.65%.  In 2006, Methylparaben had the highest reported 
maximum concentration of use at 1% in lipsticks.  The maximum concentrations of use of the previously reviewed parabens have remained under 1% and 
the patterns of use are similar to those reported in the previous safety assessment. 
 
The Panel was concerned that new data from a developmental and reproductive toxicity (DART) study indicated reduced sperm counts and reduced 
expression of a specific enzyme, and a specific cell marker in the testes of offspring of female rats orally dosed with 10 mg/kg/day Butylparaben during the 
gestation and lactation periods.  Reductions in anogenital distance and other effects were reported at 100 mg/kg/day in this study.  In comparison, the 
previous CIR safety assessment of the parabens included the calculation of margin of safety (MOS) values for adults and infants, assuming a no observed 
adverse effect level (NOAEL) of 1000 mg/kg/day from an older DART study.   
 
The Panel agreed that subject matter experts should be consulted to review the reproductive toxicity data available for the parabens, and identify additional 
relevant data that the Panel should consider. These experts should provide professional opinions on the relevance of the animal-model toxicity endpoints 
reported in the DART studies available for assessing the safety of the parabens as used in cosmetics.  They should evaluate the quality and facilitate the 
interpretation of the data on which NOAELs, lowest-observed adverse effect levels (LOAELs), and MOS values may be derived to assess the safety of 
these cosmetic ingredients.  The Panel agreed to table the re-review of the parabens pending the input of these experts. 



 

 

 
 

Insufficient Data Announcement 
 

For these insufficient data announcements, 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.  These reports may be scheduled for review by the CIR Expert Panel at its September 11-12, 2017 
meeting.  

  
Polyaminopropyl Biguanide (polyhexamethylene biguanide hydrochloride) 
 
The Panel found that the data are insufficient to determine the safety of Polyaminopropyl Biguanide.   
The data needs are: 

 Calculation of a margin of safety for Polyaminopropyl Biguanide inhalation exposure, using exposure data from the short-term (28 days) 
rat inhalation toxicity study and current use concentration data on Polyaminopropyl Biguanide in hair sprays, both included in the CIR 
safety assessment. 

 Further clarification of urticaria reactions reported in SCCS reports on Polyaminopropyl Biguanide. 
 Raw data sheets (i.e., individual scores during induction and challenge phases) on subjects evaluated in the HRIPT on a product containing 

0.2% Polyaminopropyl Biguanide, that was provided by the Council.  
 A dermal sensitization quantitative risk assessment (QRA) for Polyaminopropyl Biguanide.   

 
Additionally, industry is encouraged to provide any available HRIPT data that can yield a more refined no-expected-sensitization-induction-level (NESIL); 
the current NESIL, at 25 µg/cm2, is likely to be overly conservative for use in the QRA. 
 
The Panel spent considerable time discussing issues relating to Polyaminopropyl Biguanide-induced anaphylaxis, sensitization, contact urticaria (confirmed 
in skin prick tests and blood tests for IgE levels) and lung injuries induced by polyhexamethylene guanidine phosphate, a chemical that is structurally 
similar to Polyaminopropyl Biguanide, though not identical.  The latter issue is the basis for the Panel’s request for a margin of safety calculation for 
Polyaminopropyl Biguanide inhalation exposure.   
 
The Council informed the Panel at the meeting that they will provide CIR with a corrected HRIPT summary and a corrected concentration of use table.  
 
Malic Acid and Sodium Malate 
 
The Panel issued an Insufficient Data Announcement for Malic Acid and Sodium Malate.   
 
The data needs are: 

 An HRIPT, or other suitable sensitization studies, at the maximum reported leave-on use concentration of 2.1%. 
 

The Panel would also be interested in receiving information on which stereoisomer(s) are used as cosmetic ingredients.  If D- or DL-isomers are used in 
cosmetics, the Panel would like additional information on impurities and method of manufacturing for these ingredients. 
 
These ingredients were previously reviewed by the Panel in a safety assessment that was published in 2001.  The Panel has reopened this safety assessment 
to revise the conclusion based on the receipt of new data that address insufficient data needs in the original report.  
 

143rd Meeting Notes 
 

Director’s Report 
 
Dr. Heldreth acknowledged the transition phase occurring at CIR. After Dr. Gill announced her retirement at the April meeting, Dr. Heldreth and Ms. 
Fiume were appointed to the roles of Interim Director and Interim Deputy Director of CIR, respectively.   
 
Dr. Heldreth also welcomed the new liaison from the Consumer Federation of America (CFA), Mr. Thomas Gremillion.  Additionally, he announced the 
retirement of CIR’s industry liaison, Dr. Beth Jonas of PCPC, effective sometime later this year.  She will be moving on to her new life in Park City, Utah, 
once a new head of PCPC Science is appointed.   
 
An impending change of status was announced for 3 ingredients, set for later this year.  Hydrolyzed Carrageenan, which received an insufficient data 
conclusion (needs:  method of manufacture and impurities data) in September of 2015 (part of the Polysaccharide Gums report), has no uses according to 
2017 VCRP data.  Accordingly, Hydrolyzed Carrageenan will be moved to the “zero-use category.”  The other two ingredients, MEA-Hydrolyzed Silk and 
Silkworm Cocoon Extract, received insufficient data conclusions in December of 2015 (needs: method of manufacture and impurities; concentration of use; 
28-day dermal toxicity, and if absorbed, genotoxicity and reproductive and developmental toxicity may be needed; skin irritation and sensitization; part of 
the Silk Proteins report).  According to 2017 VCRP data, MEA-hydrolyzed silk is not listed as in use.  Therefore, it will also be moved to the “zero-use 
category.”  Silkworm Cocoon Extract, on the other hand, has 2 reported uses in that data set.  Accordingly, if data needs for Silkworm Cocoon Extract are 
not met by the end of this year, it will be moved to the “use not supported” category.  
 
Input was received from stakeholders on the Information Sources Document, for which the Panel approved that report language at the April meeting.  Once 
the CIR Staff have finished updating the document in light of that input, and uploaded the document to the CIR website, the language approved by the 
Panel will be added to new reports going forward. 



 

 

 
With regard to visibility, Dr. Heldreth was invited to participate in a public discussion on ingredient safety and ingredient impurities.  Speakers from 
NGOs, industry consultants, and he, participated in a podcast for Cosmetics and Toiletries Magazine, which can be found on their website 
(www.cosmeticsandtoiletries.com).  On the national level, the National Institute of Standards and Technology (NIST) published, last month, their Guide to 
United States Cosmetic Products Compliance Requirements.  Therein, the purpose and independence of CIR is well portrayed. 
 
Also, CIR’s input is continuing to be requested globally. Later this month, Dr. Boyer will represent CIR at a cosmetic science conference in Shanghai, 
sharing the structure of CIR and the safety assessment process performed herein, with members of the industry in Asia. 
   

Other Items: Guidance, Priorities and Re-Review Summary  
 
Guidance: Read-Across and Inference Description/Guidance 
 
The Panel reviewed a draft document that was presented with the initial scope of providing guidance on the formalization of reporting uses of read-across 
and inference in CIR safety assessment reports. There was a lively discussion, and very much valuable input was provided about the tailoring and future of 
this document.  The Panel agreed that this document would be a living document, constantly growing with the advancement of the related sciences (e.g., in 
silico predictive techniques) and regulatory acceptance.  The Panel suggested broadening the scope of the document to eventually encompass how read-
across may be used to inform initial grouping strategies, or even expanding it to encompass broad topics such as aggregate and weight of evidence 
approaches that may use, in part, read-across or inference.  Indeed, a suggestion was made that re-evaluation of this document should occur on a regular 
basis, possibly annually. The Panel also agreed that, after this initial draft document was updated to incorporate the provided input, it should be distributed 
for review by the CIR Science and Support Committee, and any interested stakeholder, before returning to the Panel meeting table. 
 
2018 Final CIR Priorities List  
 
Interested parties were invited to comment on the inclusion of the ingredients for 2018 Final CIR Priorities List.  The selection of these ingredients was 
based on the list of ingredients that have not yet been reviewed by the CIR Expert Panel and have the greatest number of uses reported by the VCRP in 
2017.  While the number of proposed new ingredients below is fewer than usual, a number of previously prioritized report projects are being carried 
forward into 2018.  Comments were also sought, and received, on the additional ingredients that might be included in each ingredient family.  After 
responding to comments, the Panel finalized the 2018 Priorities list and groupings.  Ingredient families may be found (for both newly proposed and 
previously prioritized report projects), in the document, which is available at the following url: 
 
http://www.cir-safety.org/sites/default/files/2018%20Final%20Priority%20List%20with%20Ingredient%20Groups.pdf    
 
All carryovers from previous prioritized report projects, are included and highlighted in blue in the document found at the url above. It is likely that not all 
of the ingredients listed below will be chosen for work in 2018.  However, these ingredients will be tracked and carried forward, as appropriate. 
 

Ingredient            Number of formulations containing ingredient 
Sorbitol         1950 
Tetrasodium Glutamate Diacetate      470 
Isopropyl Titanium Triisostearate       457 
Adenosine         447 
Ascorbyl Glucoside        432 
Polysilicone-11         358 
VP/Eicosene Copolymer        356 
Tris(Tetramethylhydroxypiperidinol) Citrate      320 
Cocos Nucifera (Coconut) Fruit Extract       305 
Glycereth-26        300 
Sodium Stearoyl Lactylate       291 
Hordeum Vulgare Extract        291 
Punica Granatum Extract        273 
Basic Red 76  (2018 Hair Dye)       45 (annual election) 

 
 
Re-Review Summary:  Lard and Lard-Derived Ingredients 
 
The Expert Panel approved the re-review summary of lard-derived ingredients with the conclusion that the following six lard-derived ingredients are safe 
as used in cosmetic products, provided that established limitations imposed on heavy metal and pesticide concentrations are not exceeded.    
 

Lard 
Hydrogenated Lard* 
Lard Glyceride 

Hydrogenated Lard Glyceride 
Lard Glycerides* 
Hydrogenated Lard Glycerides* 

  
*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 number of product formulations containing these ingredients did not increase significantly since the initial safety assessment, according to VCRP data 
received from the FDA. The maximum reported use concentration for Lard Glyceride decreased from 10% in 1984 to 1.6% in 2016, according to Council 
surveys. The established heavy metal and pesticide concentration limits for these ingredients are: lead ≤ 0.1 ppm; arsenic ≤ 3 ppm; mercury ≤ 1 ppm; and 
total PCB/pesticide contamination ≤ 40 ppm, with ≤ 10 ppm for any specific residue. 



 

 

 
 

Scientific Literature Reviews  
 
The following Scientific Literature Reviews, currently posted on the CIR website (http://www.cir-safety.org/ingredients/),may be presented to the Panel, 
along with any unpublished data submitted by interested parties, at the Panel meeting on September 11-12, 2017, as Tentative Reports (each has been 
presented to the Panel as Draft Report, and each has an existingIDA). 
 

 Panthenol, Pantothenic Acid, and Derivatives 
 Polyaminopropyl Biguanide 

 
The following Scientific Literature Reviews are currently under development and may be presented to the Panel for their review during the next two 
meetings. 

 
 Ammonium Hydroxide & Ammonia 
 Cyclic Polyol Phosphates 
 Eucalyptus globulus (Eucalyptus)-Derived Ingredients 
 Ginkgo biloba-Derived Ingredients  
 Glycine soja (Soy)-Derived Ingredients 
 Hamamelis virginiana (Witch Hazel)-Derived Ingredients 
 Melaleuca alternifolia (Tea Tree)-Derived Ingredients 
 Sultaines 

 
 
Next CIR Expert Panel Meeting 
Monday and Tuesday, September 11-12, 2017, at the Loews Madison Hotel, Washington, DC 20037 
Please contact Carla Jackson (jacksonc@cir-safety.org) before the meeting if you plan to attend.  

 


