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MEMORANDUM 
 
To:  CIR Expert Panel Members and Liaisons 
From:  Director, CIR 
Subject: 134th Meeting of the CIR Expert Panel — Monday and Tuesday, March 16-17, 2015 
Date:  February 20, 2015 
 
Enclosed are the agenda and accompanying materials for the 134th CIR Expert Panel Meeting to be held 
on March 16-17, 2015.  The meeting will be held at the Mayflower Renaissance Hotel, 1127 Connecticut 
Avenue, NW, Washington, DC 20001.  Phone: (202) 347-3000; Fax: (202) 776-9182.  This will be our first 
meeting of the New Year, and the only meeting at this location.  The hotel is located directly in front of our 
former office building. The meeting agenda includes consideration of 10 ingredient groups advancing in 
the review process and 5 re-reviews.   
 
In addition to the reports, the agenda includes two presentations.  Last year, Industry requested an 
opportunity to present additional information on baby skin to the Panel.  Dr. Lorena Telofski, from 
Johnson & Johnson’s Professional Communications group, will present a briefing on the infant skin 
barrier.  The Panel will also hear a presentation from Dr. Anne Marie Api, Vice President of Human Health 
Sciences, Research Institute for Fragrance Materials, on Quantitative Risk Assessment (QRA).  Last 
year, this approach was used to support the safety assessments of several cosmetic ingredients, 
including methylisothiazolinone (MI).  Members of the Panel requested a briefing to update them on new 
developments in this approach, including “QRA version 2.0,” which apparently addresses the potential for 
cumulative exposures/risks.  

In addition, the Panel is asked to provide direction on the proposed strategies for 4 botanical ingredients, 
as well as the draft 2016 Priorities, at the March meeting.   
 
Schedule and hotel accommodations 
 
We have reserved rooms for the nights of Sunday March 15 and Monday March 16, at the Mayflower 
Renaissance Hotel.  If you encounter any travel problems, please contact me on my cell phone at 410-
299-0777. 
 
Team meetings 
 

Re-reviews – there are 5 safety assessments to re-review, and re-open to revise the conclusion, re-open 
to add additional ingredients, or reaffirm the original conclusion and not reopen. 
 

1. Bisabolol (agenda and flash drive name – bisabolol).  Bisabolol was previously reviewed in 1999 
with the conclusion that this ingredient, which is reported to function as a fragrance ingredient or 
a miscellaneous skin-conditioning agent in cosmetics, is safe for use in cosmetics.  Use has 
increased from 184 in 1997 to 999 in 2015, but the reported maximum use concentration has not 
increased.  Data demonstrated that bisabolol is a penetration enhancer and formulators were 
cautioned about the possibility of increased absorption of other ingredients in products containing 
bisabolol.   
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2. Hydroxystearic Acid (agenda and flash drive name – hydroxystearic). Hydroxystearic acid was 
amended previously (published in 1999) with the conclusion that this ingredient, reported to 
function as a surfactant – cleansing agent, is safe in the present practices of use.  The frequency 
and use concentration have increased.  Most of the new data are from summaries found on the 
European Chemicals Agency (ECHA) website.  There are two simple salts proposed as 
administrative additions to this safety assessment. 
 

3. Isostearamidopropyl Morpholine Lactate (agenda and flash drive name – isostearamidopropyl).  
Isostearamidopropyl morpholine lactate was previously reviewed (1999) with the conclusion that 
this ingredient is safe in rinse-off formulations in the present practices of use and concentration.  
The data were insufficient to support the safety of this ingredient in leave-on formulations. The 
frequency of use of this ingredient has increased (from 20 to 283 uses), but the concentration of 
use has not.  No new data have been received.  The Panel will need to reaffirm safety in rinse-off 
formulations and that the data are insufficient to support safety in leave-on formulations. 
 

4. Nonoxynols (agenda and flash drive name – nonoxynols).  Nonoxynols were previously reviewed 
(published in 1983) with the conclusion that these ingredients are safe in the present practices of 
use.  A few of the rpeviously reviewed nonoxynols and additional nonoxynols (up to nonoxynol-8) 
were reviewed (published in 1999) with the conclusion that these ingredients are safe as used in 
rinse-off products and safe at concentrations of ≤ 5% in leave-on products.  This report combines 
two previous assessments plus additional unreviewed ingredients.  These ingredients are 
reported to function mostly as surfactants-emulsifying agents.   

 
5. Polysorbates (agenda and flash drive name – polysorbates).   Polysorbates, and other fatty 

esters of polyoxyethylated sorbitol, were previously reviewed (published in 1984, 2000, 2001) 
with the conclusion that these ingredients are safe in the present practices of use and 
concentration.  This report also includes polysorbates that have not been reviewed.  These 
ingredients are used mostly as surfactants.  Most of the new data were found on the ECHA 
website.  The frequency of use increased significantly, and use concentrations went up for some 
of these ingredients but down for others.   

 
Draft reports - there are 3 draft reports for review.    
 

1. Citrus Fruit-Derived ingredients (agenda and flash drive name – citrus) – This is the first time that 
the Panel is seeing this report on 80 ingredients.  The Scientific Literature Review was 
announced for public comment on December 3, 2013 as part of the SLR on Citrus-Derived 
Ingredients. Limited phototoxicity data but no irritation or sensitization data were submitted for 
these ingredients.  More than half of the most reported uses in cosmetics (total 530) are in leave-
on skin care preparations.  The highest leave-on use concentration is up to 15% in face and neck 
products. Technical comments from the Council have been addressed and unpublished data 
were added.  Can we proceed to issue a tentative report? 
 

2. Polyene (agenda and flash drive name – polyene) – This is the first time that the Panel is seeing 
this report on 26 ingredients.  The Scientific Literature Review was announced for public 
comment on December 2, 2014.  Polyene ingredients are reported to function mainly as film 
formers and/or viscosity increasing agents-nonaqueous in cosmetic products, and are used in 
leave-on cosmetic products at maximum use concentrations up to 95%.  Unpublished data, 
including concentration of use, were received from the Council and incorporated into the report.  
Are these data sufficient or are more data needed to issue a tentative report? 

 
3. Polymerized Tetramethylcyclotetrasiloxane (agenda and flash drive name – cyclotetrasiloxane) – 

This is the first time that the Panel is seeing this report on 3 ingredients that are stated to function 
as antifoaming agents, hair conditioning agents, and viscosity increasing agents – nonaqueous in 
cosmetics.  A Notice to Proceed was announced for public comment on December 3, 2014 when 
no data were found on this ingredient after an extensive literature search.  No data have been 
submitted; use concentration data are forthcoming.  Should we issue an insufficient data 
announcement?   
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Tentative reports – there are 2 draft tentative reports.    
 

1.  Centella asiatica-derived Ingredients (agenda and flash drive name – Centella asiatica) – At the 
December 2014 meeting, the Panel issued an insufficient data announcement for 9 centella 
asiatica ingredients.  The data needs included method of manufacture and impurities for all 
ingredients except centella asiatica extract and centella asiatica leaf extract, use concentration of 
the leaf extract, ocular irritation tests of centella asiatica extract at 0.3%, and systemic toxicity 
data for all ingredients except the extract and leaf extract.  The Panel also asked for confirmation 
that centella asiatica extract was an extraction of the whole plant.  Concentration of use data 
received from the Council have been incorporated into the report. Unpublished data were 
submitted and will be included in Wave 2.  Are these data sufficient or should we issue a tentative 
report with an insufficient data conclusion? 
 

2. Polysaccharide Gums (agenda and flash drive name – polysaccharide gums) – At the December 
2014 meeting, the Panel tabled the report on these 102 ingredients to allow for a reorganization 
of the ingredients into 5 proposed categories based on similarity of chemical structures, and to 
allow sufficient time for industry to provide additional data.  The data needs included method of 
manufacture and identification of the impurities of hydrolyzed carrageenan and glucomannan, 
and clarification of the difference between hydrolyzed carrageenan and degraded carrageenan 
(poligeenan).  No additional data have been submitted.  Are these data sufficient to issue a 
tentative report with a safe or safe with qualifications conclusion? Or, are there remaining unmet 
critical data needs, in which case a tentative report with an insufficient data conclusion would be 
issued?  
 

 
Final reports - there are 5 draft final reports for consideration.  After reviewing these drafts, especially the 
rationales provided in the Discussion sections, the Panel should issue them as final reports, as 
appropriate. 
 

1. Ceramides (agenda and flash drive name – ceramides) – At the December 2014 meeting, the 
Panel concluded that the 23 ingredients in this report are safe for use in cosmetics.  Data 
submitted by industry indicates that several of these ingredients are produced synthetically and 
some may be derived from plant sources (e.g., phytosphingosines), and therefore do not pose the 
risks associated with ingredients derived from the bovine central nervous system.  No other new 
data have been received.  Technical comments have been considered.  
 

2. PEG Diesters (agenda and flash drive name – PEG diesters).  At the December 2014 meeting, 
the Panel concluded that the 55 PEG diesters in this report are safe for use in cosmetics when 
formulated to be nonirritating. No additional new data were received. Technical comments have 
been considered.   

 
3. PEGs Cocamine (agenda and flash drive name – PEGs cocamine).  At the December 2014 

meeting, the Panel concluded that the available data and the SAR-based read-across analysis 
can support the safety of 32 of the 47 PEGs cocamine ingredients when formulated to be non-
irritating. The Panel also concluded that the information was insufficient to determine the safety of 
15 PEGs cocamine and related ingredients with PEGs <5.  Additional data needed for the latter 
include physical and chemical properties, impurities (especially nitrosamines), genotoxicity in a 
mammalian test system (if the results are positive then a dermal carcinogenesis study may be 
needed), 28-day dermal toxicity using PEG-2 cocamine, and dermal sensitization data on PEG-2 
cocamine.  The Panel expressed support for using the SAR approach for identifying possible 
analogues for read-across assessments; however, they emphasized the importance of 
developing quantitative measures and using actual test data for key decision points of the 
approach.  The Panel should determine whether the data, and SAR assessment, are sufficient to 
affirm or revise the Panel’s tentative conclusion as stated at the December 2014 meeting. 

 
4. Lecithin and Other Phosphoglycerides (agenda and flash drive name – phosphoglycerides).  At 

the December 2014 meeting, the Panel concluded that the 17 ingredients in this report are safe 
as used in cosmetics.  Although these ingredients are major components of cellular membranes 
and play physiologic roles in cellular signaling pathways, these mechanisms are not relevant in 
the context of their use in cosmetic products.  Comments from the Council and revision of the 
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definition of lecithin indicate the need for clarification of the source(s) of lecithin used in cosmetic 
products.   

 
5. Sodium Benzotriazolyl Butylphenol Sulfonate (agenda and flash drive name – benzotriazolyl) – At 

the December 2014 meeting, the Panel concluded that sodium benzotriazolyl butylphenol 
sulfonate is safe as used in cosmetics. The safety decision for this hydrophobic UV absorber 
depends mostly on the robust summary data found on the ECHA website.  Studies that indicated 
the potential for ocular irritation were conducted at much greater concentrations than reported to 
be used in cosmetics.  No new data were submitted.  Technical comments have been 
considered.  

 
Report Strategies and Priorities 
 

1. The Panel is being asked to provide direction on 4 proposed botanical report strategies:  algae, 
rosa canina, shea, and sunflower.  Should SLRs be prepared which includes all of the ingredients 
listed in the 4 ingredient families? 

2. The CIR Draft 2016 Priorities have been developed for the Panel’s review and comment.  The 
Panel should provide comments on the draft priorities so that the 2016 Priorities can be finalized 
at the June 2015 Panel meeting. 

 
 
Full Panel Meeting  
 
Remember, the breakfast buffet will open at 8:00 am and the meeting starts at 8:30 am on day 1 and on 
day 2.   
 
The Panel will consider the 5 reports to be issued as final safety assessments, followed by the remaining 
reports advancing in the process, and finish by providing comments on the strategies and draft 2016 
Priorities.   
   
The majority of the agenda involves reviewing the draft and tentative reports.  It is likely that the full Panel 
session will conclude before lunch on day 2, so plan your travel accordingly.   
 
Have a safe journey. 
 
 



 

Agenda 
134th Cosmetic Ingredient Review Expert Panel Meeting  

March 16-17, 2015 
The Mayflower Renaissance Hotel 
1127 Connecticut Avenue, N.W. 

Washington, D.C.  20036 
 
 

Monday, March 16 

8:00 am CONTINENTAL BREAKFAST 

8:30 am WELCOME TO THE 134th EXPERT PANEL TEAM MEETINGS   Drs. Bergfeld/Gill 

8:40 am PRESENTATIONS                                                                                                                                                Drs. Telofski / Api 

10:15 am TEAM MEETINGS        Drs. Marks/Belsito 

Dr. Marks’ Team Dr. Belsito’s Team* 

FR  (CB) ceramides FR (WJ) phosphoglycerides 

DR (CB) polyene TR (WJ) Centella asiatica 

DR (CB) citrus TR (WJ) polysaccharide gums 

FAR (LB) PEG diesters RR (WJ) nonoxynols 

FR (LB) benzotriazolyl FAR (IB) PEGs cocamine 

DR (LB) cyclotetrasiloxane Admin (BH) report  strategies 

RR (LB) polysorbates Admin (BH) priorities 

RR (MF) bisabolol FR  (CB) ceramides 

RR (MF) hydroxystearic  DR (CB) polyene 

RR (MF) isostearamidopropyl DR (CB) citrus 

FR (WJ) phosphoglycerides FAR (LB) PEG diesters 

TR (WJ) Centella asiatica FR (LB) benzotriazolyl 

TR (WJ) polysaccharide gums DR (LB) cyclotetrasiloxane 

RR (WJ) nonoxynols RR (LB) polysorbates 

FAR (IB) PEGs cocamine RR (MF) bisabolol 

Admin (BH) report  strategies RR (MF) hydroxystearic 

Admin (BH) priorities RR (MF) isostearamidopropyl 

    

    

    

Noon Lunch for Panel, liaisons, and staff 

1:00pm Team meetings - continue as needed 

5:00 pm ADJOURN DAY 1 SESSION  
 
 
FR: Final report 
FAR: Final amended report 
TR: Tentative report 
DR: Draft report 
RR: Re-review 
 
NOTE: The order of presentation and discussion of each topic will be maintained.  However, the scheduled times may be accelerated or delayed depending 
upon the time required for the Expert Panel to complete its review of each subject. 
 
*Team moves to breakout room. 
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Tuesday, March 17 

8:00 am CONTINENTAL BREAKFAST 

8:30 am WELCOME TO THE 134th FULL CIR EXPERT PANEL MEETING    

8:45 am Admin   MINUTES OF THE DECEMBER 2014  EXPERT PANEL MEETING                                         Dr. Bergfeld 

9:00 am DIRECTOR’S REPORT  Dr. Gill 

9:15 am FINAL REPORTS, REPORTS ADVANCING TO THE NEXT LEVEL, RE-REVIEWS, and OTHER DISCUSSION ITEMS 

  

Final Reports 

   

 FAR (IB) PEGs cocamine – Dr. Belsito reports 

 FR (CB) Ceramides – Dr. Marks reports 

 FAR (LB) PEG diesters – Dr. Belsito reports 

 FR (LB) Benzotriazolyl – Dr. Marks reports 

 FR (WJ) Phosphoglycerides  – Dr. Belsito reports 

   

Reports Advancing 

   

 TR (WJ) Centella asiatica – Dr. Marks reports 

 TR (WJ) Polysaccharide gums – Dr. Belsito reports  

 DR (CB) Polyenes – Dr. Marks reports 

 DR (CB) Citrus – Dr. Belsito reports 

 DR (LB) Cyclotetrasiloxane – Dr. Marks reports 

   

Re-reviews 

     

 RR (LB) Polysorbates – Dr. Belsito reports   

 RR (WJ) Nonoxynols – Dr. Marks reports   

 RR (MF) Bisabolol – Dr. Belsito reports   

 RR (MF) Hydroxystearic– Dr. Marks reports   

 RR (MF) Isostearamidopropyl – Dr. Belsito reports   

     

                                     New Information   

     

 Admin (BH) Strategies – Dr. Marks reports   

 Admin (BH) Priorities – Dr. Belsito reports   

   

   

 ADJOURN - Next meeting Monday and Tuesday, June 15-16, 2015 at The Hilton – Double Tree Hotel, 1515 Rhode Island 
Avenue, NW, Washington, DC 20005 

 
FR: Final report 
FAR: Final amended report 
TR: Tentative report 
DR: Draft report 
RR: Re-review 
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ONE HUNDRED THIRTY-THIRD MEETING 
 

OF THE 
 

EXPERT PANEL 
 

December 8-9, 2014 
 

Washington Court Hotel 
 

Washington, D.C. 
 
 

Expert Panel Members Liaison Representatives 

Wilma F. Bergfeld, M.D., Chair            Consumer 

Donald V. Belsito, M.D.   Rachel Weintraub, Esq. 

Ronald A. Hill, Ph.D.     

Curtis D. Klaassen, Ph.D.              Industry 

Daniel C. Liebler, Ph.D.      Beth A. Lange, Ph.D.                

James G. Marks, Jr., M.D.         

Ronald C. Shank, Ph.D. (Absent)        

Thomas J. Slaga, Ph.D.             Government 
 
Paul W. Snyder, D.V.M., Ph.D.    Linda Katz, MD., M.P.H. (Absent) 
   
 
 
 
 
                   

 
Adopted (Date) 

 
 

 
Wilma F. Bergfeld, M.D.
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Others Present at the Meeting 
 

 

R. An FDA 
Jay Ansell PCPC 
Lillian Becker CIR 
Don Bjerke Procter & Gamble 
Ivan Boyer CIR 
Christina Burnett CIR 
Kapal Dewa FDA 
Carol Eisenmann PCPC 
Monice Fiume CIR 
Kevin Fries CIR 
Lillian Gill CIR 
Tracy Guerrero SEHSC 
Bart Heldreth CIR 
Carla Jackson CIR 
Paul Jean SEHSC 
Wilbur Johnson, Jr. CIR 
Wendy Koch SEHSC 
Dennis Laba Presperse 
Julia Linthicum CIR 
Lauren Nardella The Rose Sheet 
Damani Parran Akzo Nobel 
Tom Re L-Oreal 
Diego Rua FDA 
Nakissa Sadrieh FDA 
Noriko Shibuya Shiseido 
David Steinberg Steinberg & Associates 
Homer Swei Johnson & Johnson 
Peter Van Hoogevest Lipoid 
Jeremy Wong Estee Lauder 
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MINUTES FROM THE 133rd CIR EXPERT PANEL MEETING 

CHAIRMAN’S OPENING REMARKS 

The 133rd meeting of the Cosmetic Ingredient Review (CIR) Expert Panel was called to order by Dr. Wilma Bergfeld at 8:30 a.m., and 
all attendees were welcomed.  She also introduced Dr. Nakissa Sadrieh, Director of the Cosmetics Staff in FDA’s Office of Cosmetics 
and Colors, and expressed appreciation for her participation in Team discussions on the preceding day.  Dr. Bergfeld stated that 16 
ingredient reports were reviewed in Teams, and that strategies for ingredient reviews in the future were also discussed. 

APPROVAL OF MINUTES 
 
The minutes of the September 8-9, 2014 CIR Expert Panel meeting were unanimously approved, with editorial changes. 
 
DIRECTOR’S REPORT 
 
Dr. Gill welcomed Dr. Nakissa Sadrieh, Director of the Cosmetics Staff in the Office of Cosmetics and Colors, CFSAN, FDA. Dr. 
Sudrieh attended for Dr. Linda Katz, the FDA Liaison to the CIR Expert Panel.  
 
Dr. Gill discussed the many accomplishments of the Expert Panel in 2014. The Panel rendered safety decisions on a projected 400+ 
ingredients this year. In 2013 and 2014, 13 ingredients were determined to have insufficient data to support safety conclusions, 
including 6 Chamomilla recutita ingredients and 7 Camellia sinensis-derived ingredients, and avena sativa (oat) meristem cell extract. 
In accordance with CIR procedures, the Chamomilla recutita ingredients will be categorized as Use Not Supported by Data or No 
Reported Use at the end of 2015 if additional data are not submitted. The Panel evaluated presentations on hydrolyzed wheat protein 
and hydrolyzed wheat gluten as used in cosmetics, the barrier properties of infant skin, and algae. The Panel also reviewed boilerplate 
and guidance documents on proposed strategies to grouping ingredients in original safety assessments and re-reviews.  
 
Dr. Gill also mentioned that the CIR 2014 Compendium is scheduled to be released before the end of January. This document presents 
the Abstracts, Discussions and Conclusions of all safety assessments reviewed by the CIR Expert Panel. It also includes a Quick 
Reference Table that provides the safety conclusions for all ingredients reviewed by the CIR Expert Panel.  
 
Dr. Gill announced that the first meeting in 2015 will be held on March 16 and 17 at the Mayflower Renaissance Hotel. The agenda 
will include a presentation by Anne Marie Api, Vice President of Human Health Sciences, RIFM. The schedule for the 2015 CIR 
Expert Panel meetings was distributed at the meeting and is available on the CIR website. 
 
Final Safety Assessments 
 
Avena Sativa–Derived Ingredients  
 
The Panel issued a final safety assessment with the conclusion that the following 20 (of 21) Avena sativa-derived ingredients are safe in 
cosmetics in the present practices of use and concentration when formulated to be nonsensitizing: 
 
avena sativa (oat) bran 
avena sativa (oat) flower/leaf/stem juice*  
avena sativa (oat) kernel extract  
avena sativa (oat) kernel flour  
avena sativa (oat) kernel meal  
avena sativa (oat) kernel protein  
avena sativa (oat) leaf extract  
avena sativa (oat) leaf/stalk extract*  
avena sativa (oat) leaf/stem extract*  
avena sativa (oat) meal extract 

avena sativa (oat) bran extract  
avena sativa (oat) peptide  
avena sativa (oat) protein extract  
avena sativa (oat) seed extract*  
avena sativa (oat) seed water*  
avena sativa (oat) sprout oil*  
avena sativa (oat) straw extract  
hydrolyzed oat protein  
hydrolyzed oat flour  
hydrolyzed oats 

 
*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 data are insufficient for determining the safety of avena sativa (oat) meristem cell extract. The additional 
data needed are (1) composition, and (2) concentrations of use.  
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These ingredients function mostly as abrasives, antioxidants, skin-conditioning agents, absorbents, and bulking agents. Avena sativa 
(oat) kernel extract has the most reported uses (499) in cosmetic products. The highest reported use concentration was 25% in face and 
neck products.  
 
A. sativa grains are used extensively in both animal feed and human food and the plant parts are used in animal feed, resulting in much 
larger oral exposures than would result from cosmetic uses. Therefore, the primary focus of this safety assessment was on evaluating 
the potential for these ingredients to cause irritation and sensitization. 
 
Glycerin 
  
The Panel issued a final safety assessment with the conclusion that glycerin is safe in cosmetics in the present practices of use and 
concentration. 
  
Glycerin (also known as glycerol in the literature) had the third largest number of uses (15,654), listed in the FDA VCRP, after water 
and fragrance. It is reported to be used at concentrations up to 99.4% in skin cleansing products. Glycerin is reported to function as a 
denaturant, fragrance ingredient, hair conditioning agent, humectant, oral care agent, oral health care drug, skin protectant, skin-
conditioning agent – humectant, and viscosity decreasing agent.  
 
Glycerin occurs naturally in all animal and plant matter, largely as glycerides in fats and oils and in intracellular spaces as the 
backbone of lipids. Glycerin is considered generally recognized as safe (GRAS) by the FDA as a multiple purpose food substance. In 
addition to dermal protectant and ophthalmic drug products, glycerin is approved for use in anorectal drug products, laxatives and oral 
health care products. 
 
Hydroquinone 
  
The Panel issued a final amended safety assessment with the conclusion that hydroquinone is safe at concentrations of ≤ 1% in 
cosmetic formulations designed for discontinuous, brief use followed by rinsing from the skin and hair. Hydroquinone is safe for use 
in nail adhesives and as a polymerization inhibitor in artificial nail coatings that are cured by LED (light emitting diode) light. 
Hydroquinone is unsafe for use in other leave-on cosmetic products.  
 
The Panel remained concerned about the potential risk of squamous cell carcinoma in individuals whose hands are exposed to UVA 
fluorescent light used to cure artificial nail coatings. In addition, the Panel was concerned that UV bulbs in nail lamps that emit UVA 
light (320-400 nm) can be easily replaced with UVB and UVC bulbs, because exposures to UVB and UVC can cause ocular and/or 
dermal damage. The Panel concluded that nail lamp devices with LED bulbs are safe for curing artificial nail coatings in both 
professional and home settings, because exposures to light from LEDs are not associated with skin cancer. They cautioned that if UV-
light sources with fluorescent bulbs are used to cure nail coatings, then photo-protective materials for the skin (e.g., gloves, sunscreen) 
should also be used. 
 
p-Hydroxyanisole 
  
The Panel issued a final amended safety assessment with the conclusion that p-hydroxyanisole is safe for use in nail adhesives and as a 
polymerization inhibitor in artificial nail coatings that are cured by LED (light emitting diode) light. p-Hydroxyanisole is unsafe for 
use in all other cosmetic products because of the potential for dermal depigmentation.  
 
The Panel remained concerned about the potential risk of squamous cell carcinoma in individuals whose hands are exposed to UVA 
fluorescent light used to cure artificial nail coatings. In addition, the Panel was concerned that UV bulbs in nail lamps that emit UVA 
light (320-400 nm) can be easily replaced with UVB and UVC bulbs, because exposures to UVB and UVC can cause ocular and/or 
dermal damage. The Panel concluded that nail lamp devices with LED bulbs are safe for curing artificial nail coatings in both 
professional and home settings, because exposures to light from LEDs are not associated with skin cancer. They cautioned that if UV-
light sources with fluorescent bulbs are used to cure nail coatings, then photo-protective materials for the skin (e.g., gloves, sunscreen) 
should also be used. 
 
PCA (2-pyrrolidone-5-carboxylic acid) and Its Salts 
  
The Panel issued a final amended safety assessment with the conclusion that the following PCA and its four salts are safe in cosmetics 
in the present practices of use and concentration, and these ingredients should not be used in cosmetic products in which N-nitroso 
compounds can be formed. 
 
PCA  
sodium PCA  
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calcium PCA  
magnesium PCA 3  
potassium PCA 
 
In 1999, the Panel concluded that PCA and sodium PCA were safe as used in cosmetics, and that these ingredients should not be used 
in cosmetic products in which N-nitroso compounds can be formed. The Panel acknowledged the increase in the maximum 
concentration of use of PCA and sodium PCA from 2.5% in moisturizer formulations in 1999 to 3% sodium PCA in skin cleansing 
preparations in 2014, and determined that this increase did not present safety concerns. The Panel reaffirmed the 1999 conclusion and 
determined that the data from that safety assessment and the new data presented in the report support the safety of the three additional 
salts. 
 
PEGylated Alkyl Glycerides 
 
The Panel issued a final safety assessment with the conclusion that the following 60 PEGylated alkyl glycerides are safe in cosmetics 
in the present practices of use and concentration when formulated to be non-irritating: 
 
PEG-6 almond glycerides*  
PEG-20 almond glycerides  
PEG-35 almond glycerides*  
PEG-60 almond glycerides  
PEG-192 apricot kernel glycerides  
PEG-11 avocado glycerides*  
PEG-14 avocado glycerides*  
PEG-11 babassu glycerides*  
PEG-42 babassu glycerides*  
PEG-4 caprylic/capric glycerides*  
PEG-6 caprylic/capric glycerides  
PEG-7 caprylic/capric glycerides  
PEG-8 caprylic/capric glycerides  
PEG-11 cocoa butter glycerides*  
PEG-75 cocoa butter glycerides  
PEG-7 cocoglycerides*  
PEG-9 cocoglycerides*  
PEG-20 corn glycerides*  
PEG-60 corn glycerides*  
PEG-20 evening primrose glycerides*  
PEG-60 evening primrose glycerides*  
PEG-3 glyceryl cocoate  
PEG-7 glyceryl cocoate  
PEG-30 glyceryl cocoate  
PEG-40 glyceryl cocoate  
PEG-78 glyceryl cocoate*  
PEG-80 glyceryl cocoate  
PEG-5 hydrogenated corn glycerides*  
PEG-8 hydrogenated fish glycerides*  
PEG-20 hydrogenated palm glycerides 

PEG-6 hydrogenated palm/palm kernel glyceride*  
PEG-16 macadamia glycerides  
PEG-70 mango glycerides  
PEG-13 mink glycerides*  
PEG-25 moringa glycerides*  
PEG-42 mushroom glycerides*  
PEG-2 olive glycerides*  
PEG-6 olive glycerides*  
PEG-7 olive glycerides*  
PEG-10 olive glycerides  
PEG-40 olive glycerides*  
PEG-18 palm glycerides*  
PEG-12 palm kernel glycerides*  
PEG-45 palm kernel glycerides  
PEG-60 passiflora edulis seed glycerides*  
PEG-60 passiflora incarnata seed glycerides*  
PEG-45 safflower glycerides*  
PEG-60 shea butter glycerides  
PEG-75 shea butter glycerides  
PEG-75 shorea butter glycerides*  
PEG-35 soy glycerides  
PEG-75 soy glycerides*  
PEG-2 sunflower glycerides*  
PEG-7 sunflower glycerides*  
PEG-10 sunflower glycerides  
PEG-13 sunflower glycerides  
PEG-5 tsubakiate glycerides*  
PEG-10 tsubakiate glycerides*  
PEG-20 tsubakiate glycerides*  
PEG-60 tsubakiate 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. 
  
This safety assessment includes five previously-reviewed PEG glyceryl cocoates, namely PEG-7 glyceryl cocoate, PEG-30 glyceryl 
cocoate, PEG-40 glyceryl cocoate, PEG-78 glyceryl cocoate, and PEG-80 glyceryl cocoate. The conclusion stated above supersedes 
the 1999 conclusion for these 5 ingredients. Data included in this safety assessment addressed the Panel’s concerns about the 
sensitization potential of these ingredients at the current concentrations of use. 
  
The Panel reaffirmed that, although carcinogenicity data were not available, these ingredients were not mutagenic and lacked 
structural alerts for genotoxicity. 
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Polyoxyalkylene Siloxane Copolymers, Alkyl-Polyoxyalkylene Siloxane Copolymers, and Related Ingredients 
 
The Panel issued a final safety assessment with the conclusion that the following 111 polyoxalkylene siloxane copolymers, alkyl-
polyoxyalkylene siloxane copolymers, and related ingredients are safe in cosmetics in the present practices of use and concentration: 
 
behenoxy dimethicone  
behenoxy PEG-10 dimethicone*  
bis-cetyl/PEG-8 cetyl PEG-8 dimethicone*  
bis-hydroxyethoxypropyl dimethicone  
bis-isobutyl PEG/PPG-10/7/dimethicone copolymer*  
bis-isobutyl PEG-13/dimethicone copolymer*  
bis-isobutyl PEG-24/PPG-7/dimethicone copolymer*  
bis-PEG-1 dimethicone*  
bis-PEG-4 dimethicone  
bis-PEG-8 dimethicone*  
bis-PEG-10 dimethicone*  
bis-PEG-12 dimethicone  
bis-PEG-12 dimethicone beeswax  
bis-PEG-12 dimethicone candelillate  
bis-PEG-15 methyl ether dimethicone  
bis-PEG-20 dimethicone* 
lauryl PEG-10 tris(trimethylsiloxy)silylethyl dimethicone*  
lauryl PEG-8 dimethicone  
lauryl PEG-8 PPG-8 dimethicone*  
lauryl PEG-9 polydimethylsiloxyethyl dimethicone  
lauryl polyglyceryl-3 polydimethylsiloxyethyl dimethicone*  
methoxy PEG-11 methoxy PPG-24 dimethicone*  
methoxy PEG/PPG-25/4 dimethicone  
methoxy PEG-13 ethyl polysilsesquioxane*  
PEG/PPG-10/2 dimethicone*  
PEG/PPG-10/3 oleyl ether dimethicone*  
PEG/PPG-12/16 dimethicone*  
PEG/PPG-12/18 dimethicone*  
PEG/PPG-14/4 dimethicone  
PEG/PPG-15/15 dimethicone  
PEG/PPG-15/5 dimethicone*  
PEG/PPG-16/2 dimethicone*  
PEG/PPG-16/8 dimethicone*  
PEG/PPG-17/18 dimethicone  
PEG/PPG-18/12 dimethicone*  
PEG/PPG-18/18 dimethicone  
PEG/PPG-18/6 dimethicone*  
PEG/PPG-19/19 dimethicone  
PEG/PPG-20/15 dimethicone  
PEG/PPG-20/20 dimethicone  
PEG/PPG-20/22 butyl ether dimethicone*  
PEG/PPG-20/22 methyl ether dimethicone* 
PEG/PPG-20/23 dimethicone  
PEG/PPG-20/29 dimethicone*  
PEG/PPG-20/6 dimethicone  
PEG/PPG-22/22 butyl ether dimethicone*  
PEG/PPG-22/23 dimethicone  
PEG/PPG-22/24 dimethicone  
PEG/PPG-23/23 butyl ether dimethicone*  
PEG/PPG-23/6 dimethicone*  
PEG/PPG-24/18 butyl ether dimethicone*  
PEG/PPG-25/25 dimethicone  
PEG/PPG-27/27 dimethicone*  
PEG/PPG-27/9 butyl ether dimethicone*  
PEG/PPG-3/10 dimethicone*  

PEG/PPG-30/10 dimethicone 
bis-PEG-8 PEG-8 dimethicone*  
bis-PEG/PPG-14/14 dimethicone  
bis-PEG/PPG-15/5 dimethicone*  
bis-PEG/PPG-16/16 PEG/PPG-16/16 dimethicone  
bis-PEG/PPG-18/6 dimethicone*  
bis-PEG/PPG-20/20 dimethicone  
bis-PEG/PPG-20/5 PEG/PPG-20/5 dimethicone*  
bis-stearoxy dimethicone*  
bis-stearoxyethyl dimethicone*  
cetyl PEG/PPG-10/1 dimethicone  
cetyl PEG/PPG-15/15 butyl ether dimethicone*  
cetyl PEG/PPG-7/3 dimethicone*  
cetyl PEG-8 dimethicone*  
lauryl isopentyl-PEG/PPG-18/18 methicone*  
lauryl PEG/PPG-18/18 methicone  
lauryl PEG-10 methyl ether dimethicone* 
PEG/PPG-4/12 dimethicone  
PEG/PPG-6/4 dimethicone*  
PEG/PPG-6/11 dimethicone*  
PEG/PPG-8/14 dimethicone  
PEG/PPG-8/26 dimethicone*  
PEG-10 dimethicone  
PEG-10 methyl ether dimethicone  
PEG-10 polydimethylsiloxyethyl dimethicone/bis-vinyl 
dimethicone crosspolymer*  
PEG-11 methyl ether dimethicone  
PEG-12 dimethicone  
PEG-14 dimethicone  
PEG-17 dimethicone  
PEG-3 dimethicone  
PEG-32 methyl ether dimethicone  
PEG-4 PEG-12 dimethicone*  
PEG-6 dimethicone*  
PEG-6 methyl ether dimethicone  
PEG-7 dimethicone  
PEG-7 methyl ether dimethicone*  
PEG-8 cetyl dimethicone  
PEG-8 dimethicone  
PEG-8 dimethicone dimer dilinoleate*  
PEG-8 dimethicone/dimer dilinoleic acid copolymer  
PEG-8 methicone  
PEG-8 methyl ether dimethicone*  
PEG-8 PEG-4 dimethicone*  
PEG-8 PPG-8 dimethicone*  
PEG-9 dimethicone  
PEG-9 methyl ether dimethicone*  
PPG-25 dimethicone*  
PPG-27 dimethicone*  
PPG-4 oleth-10 dimethicone*  
PEG-9 polydimethylsiloxyethyl dimethicone 
polysilicone-13  
PPG-12 butyl ether dimethicone*  
PPG-12 dimethicone  
PPG-2 dimethicone  
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stearoxy dimethicone  stearoxymethicone/dimethicone 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. 
 
These ingredients function as hair conditioning agents, viscosity increasing agents, emulsion stabilizers, and film formers. The highest 
frequencies of use were reported in lipsticks and products used around the eyes. The highest maximum concentrations of use were 
reported for stearoxy dimethicone (22% in hair conditioners), cetyl PEG/PPG 10/1 dimethicone (15% in eyebrow pencils and 13.6% 
in eye shadow), PEG/PPG-17/18 dimethicone (14% in perfumes and 13% in hair products), and bis-hydroxyethyoxypropyl 
dimethicone (12% in blushers).  
 
The Panel discussed their initial concern about the presence of up to 30% residual allyl alcohol ethoxylates as impurities. The 
manufacturing process of these copolymers involves the silylation of preformed polyethers with dimethicone, which yields products 
containing up to 30% of the polyether starting material. . The results of toxicity studies on these ingredients, which are known to 
contain large concentrations of the residual material, assured the Panel that residual polyethers are not a concern. 
 
Propylene Glycol Esters 
 
The CIR Expert Panel issued a final amended safety assessment for the following 32 propylene glycol esters with the conclusion that 
these ingredients are safe as used in cosmetics when formulated to be non-irritating: 
 
almond oil propylene glycol esters*  
apricot kernel oil propylene glycol esters*  
avocado oil propylene glycol esters*  
olive oil propylene glycol esters*  
propylene glycol behenate*  
propylene glycol caprylate*  
propylene glycol cocoate*  
propylene glycol dicaprate  
propylene glycol dicaproate  
propylene glycol dicaprylate  
propylene glycol dicaprylate/dicaprate  
propylene glycol dicocoate*  
propylene glycol diethylhexanoate  
propylene glycol diisononanoate*  
propylene glycol diisostearate*  
propylene glycol dilaurate* 

propylene glycol dioleate  
propylene glycol dipelargonate  
propylene glycol distearate*  
propylene glycol diundecanoate*  
propylene glycol heptanoate*  
propylene glycol linoleate*  
propylene glycol linolenate*  
propylene glycol isostearate  
propylene glycol laurate  
propylene glycol myristate  
propylene glycol oleate  
propylene glycol oleate SE (self-emulsifying)*  
propylene glycol soyate*  
propylene glycol stearate  
propylene glycol stearate SE  
soybean oil propylene glycol esters* 

 
*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 frequency of use of propylene glycol dicaprylate/dicaprate increased from 202 in 1995 to 525 in 2014. The use frequency of 
propylene glycol dicaprylate increased from 1 in 1995 to 102 in 2014. The use frequencies of the other previously-reviewed 
ingredients in this safety assessment have decreased. These propylene glycol esters mostly function as skin-conditioning agents 
(emollient) and as surfactants (emulsifying agent). 
  
The Panel acknowledged that the original safety assessment relied upon safety data available for ingredients representing chemical 
sub-structure moieties of these ingredients (e.g., propylene glycol and the acids of the esters). The Panel agreed that this approach is 
acceptable for the PG esters in this safety assessment, coupled with the original data on propylene glycol stearate. In addition, the new 
repeated-dose, reproductive-toxicity, and irritation data for propylene glycol dicaprylate/dicaprate did not raise concerns about the 
safety of ingredients in this group. 
  
The Panel recognized that PG esters can enhance the dermal penetration of other ingredients, and cautioned that care should be taken 
when formulating cosmetic products that may contain the PG esters ingredients with other ingredients for which dermal absorption 
was a concern. 
 
Sorbitan Esters 
  
The Panel issued a final amended safety assessment with the conclusion that the following 20 sorbitan esters are safe in cosmetics in 
the present practices of use and concentration: 
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sorbitan caprylate  
sorbitan cocoate*  
sorbitan diisostearate*  
sorbitan dioleate*  
sorbitan distearate*  
sorbitan isostearate  
sorbitan laurate  
sorbitan oleate  
sorbitan olivate  
sorbitan palmate 

sorbitan palmitate  
sorbitan sesquicaprylate*  
sorbitan sesquiisostearate  
sorbitan sesquioleate  
sorbitan sesquistearate*  
sorbitan stearate  
sorbitan triisostearate  
sorbitan trioleate  
sorbitan tristearate  
sorbitan undecylenate* 

 
*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. 
  
In 1985, the Panel determined that seven sorbitan esters were safe as used in cosmetics. In 2002, the Panel reviewed the safety of 10 
additional sorbitan esters and issued an addendum to the 1985 report, concluding that the sorbitan fatty acid esters were safe as used in 
cosmetic ingredients. The Panel reaffirmed the safe as used conclusions of the 1985 and 2002 safety assessments and determined that 
the data from those safety assessments, together with the new data presented on the sorbitan esters, support the safety of sorbitan 
palmate, sorbitan sesquicaprylate, and sorbitan undecylenate. 
  
The Panel decided to not include sorbitan theobroma grandiflorum seedate in this amended safety assessment, because it may have 
skin-bleaching action, which is not considered to be a cosmetic function in the U.S. 
 
 
Tentative Safety Assessments 
 
Ceramides 
  
The Panel issued a tentative safety assessment for public comment with the conclusion that the following 23 ceramides are safe in 
cosmetics in the present practices of use and concentration: 
 
ceramide 1  
ceramide 2  
ceramide 3  
ceramide 4*  
ceramide 5*  
ceramide 1A  
ceramide 6 II  
ceramide AP  
ceramide EOP  
ceramide EOS  
ceramide NP  
ceramide NG* 

ceramide NS  
ceramide AS*  
ceramide NS dilaurate*  
caprooyl phytosphingosine  
caprooyl sphingosine  
hydroxypalmitoyl sphinganine  
2-oleamido-1,3-octadecanediol  
caproyl sphingosine*  
hydroxylauroyl phytosphingosine*  
hydroxycapryloyl phytosphingosine*  
hydroxycaproyl phytosphingosine* 

 
*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 that there was a screening reproductive and developmental toxicity study on 2-Oleamido-1,3-Octadecanediol, 
however there was no data on carcinogenicity. The Panel considered the negative results of a reproductive and developmental toxicity 
study in rats and of in vitro genotoxicity assays, as well as the findings of no systemic toxicity at high doses in single and repeated oral 
dose animal studies, little to no irritation in ocular and dermal animal studies, no dermal irritation in human studies, and no dermal 
sensitization in multiple animal studies to support their conclusion for these ingredients. 
 
The Panel noted that the names of ceramide ingredients have changed recently. For example, the INCI name, Ceramide 1 has been 
retired and replaced by the name Ceramide EOP. For an interim period, products on the market may be labelled with either name, 
Ceramide 1 or Ceramide EOP, although both names refer to the same ingredient.  
 
The Panel determined that these ceramide ingredients are safe as used, assuming that the ingredients are not derived from bovine 
central nervous system tissues. 
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Lecithin and Other Phosphoglycerides 
 
The Panel issued a tentative safety assessment for public comment with the conclusion that the following 17 ingredients are safe in the 
present practices of use and concentration: 
 
Lecithin  
Hydrogenated Lecithin  
Lysolecithin  
Hydrogenated Lysolecithin  
Phospholipids  
Hydrolyzed Phospholipids  
Phosphatidic Acid  
Lysophosphatidic Acid  
Phosphatidylglycerol  
Lysophosphatidylglycerol 

Phosphatidylserine  
Ammonium Phosphatidyl  
     Rapeseedate  
Phosphatidylcholine  
Hydrogenated  
     Phosphatidylcholine  
Hydrogenated  
     Lysophosphatidylcholine  
Lysophosphatidylethanolamine  
Phosphatidylinositol 

 
These ingredients are glycerides of fatty acids that are linked to phosphoric acid or to a phosphoric ester. Lecithin, for example, is a 
complex mixture of phosphatides consisting chiefly of phosphatidylcholine, phosphatidylethanolamine, phosphatidylserine, and 
phosphatidylinositol, with various amounts of triglycerides, fatty acids and carbohydrates. These phosphoglycerides function mainly 
as skin and hair conditioning agents, emulsifying agents, and surfactants in cosmetic products. 
  
In 2001, the Panel published a final report with the conclusion that lecithin and hydrogenated lecithin are safe as used in rinse-off 
products and safe for use in leave-on products at concentrations ≤ 15%, and the data are insufficient to determine the safety of use in 
cosmetic products where lecithin and hydrogenated lecithin are likely to be inhaled; lecithin and hydrogenated lecithin should not be 
used in cosmetic products in which N-nitroso compounds may be formed. The data available for lecithin was relevant for assessing the 
safety of the entire group because of the similarity of its chemical structure to those of the other ingredients in the group. The 
conclusion stated above supersedes the 2001 conclusion for lecithin and hydrogenated lecithin. 
  
The Panel was concerned that lecithin may be derived from animal tissues from which infectious agents may be transmitted. Industry 
assured the Panel that the phosphoglycerides used as ingredients in cosmetic products are either egg- or plant-derived. Additionally, 
the Panel requested clarification of the reported use of lecithin at concentrations up to 50% in leave-on cosmetic products. 
 
PEG Diesters  
 
The Panel issued a tentative amended report for public comment with the conclusion that 55 PEG diesters are safe in cosmetics in the 
present practices of use and concentration. The ingredients in this report are: 
 
 
PEG-150 dibehenate*  
PEG-3 dicaprylate/caprate*  
PEG-4 dicocoate*  
PEG-8 dicocoate  
PEG-4 diheptanoate  
PEG-2 diisononanoate  
PEG-2 diisostearate*  
PEG-3 diisostearate*  
PEG-4 diisostearate*  
PEG-6 diisostearate  
PEG-8 diisostearate  
PEG-12 diisostearate  
PEG-90 diisostearate  
PEG-175 diisostearate  
PEG-2 dilaurate*  
PEG-4 dilaurate  
PEG-6 dilaurate*  
PEG-8 dilaurate  
PEG-12 dilaurate* 

PEG-16 dilaurate*  
PEG-20 dilaurate*  
PEG-32 dilaurate*  
PEG-75 dilaurate*  
PEG-150 dilaurate*  
PEG-2 dioleate*  
PEG-3 dioleate*  
PEG-4 dioleate*  
PEG-6 dioleate*  
PEG-8 dioleate  
PEG-10 dioleate*  
PEG-12 dioleate  
PEG-20 dioleate*  
PEG-32 dioleate*  
PEG-75 dioleate*  
PEG-150 dioleate*  
PEG-3 dipalmitate*  
PEG-2 distearate  
PEG-3 distearate 

PEG-4 distearate  
PEG-6 distearate  
PEG-8 distearate  
PEG-9 distearate*  
PEG-12 distearate  
PEG-20 distearate*  
PEG-32 distearate*  
PEG-40 distearate*  
PEG-50 distearate  
PEG-75 distearate*  
PEG-120 distearate  
PEG-150 distearate  
PEG-175 distearate  
PEG-190 distearate*  
PEG-250 distearate  
PEG-8 ditallate*  
PEG-12 ditallate* 
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*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. 
 
In this safety assessment, PEG-150 distearate was reported to have the greatest number of uses at 654 (an increase from 187 in 1996). 
Most of these uses are in bath and personal cleansing products and shampoos. PEG-150 distearate was reported to have the greatest 
concentration of use at up to 33.2% (an increase from 5% in 1995); the highest concentration of use was in skin cleansing products. 
PEG-4 dilaurate and PEG-8 dilaurate were each reported to be used at concentrations up to 25% in 1984, and are currently used at 
concentrations up to 12% and 15%, respectively. 
  
Unlike PEG-8 dioleate and PEG-8 dilaurate, 5% PEG-12 dioleate enhanced the dermal penetration of ketoprofen in a study using nude 
mice. The Panel noted that formulators should be aware of the potential for enhancing the dermal penetration of other ingredients in 
cosmetic formulations that contain the ingredients evaluated in this safety assessment. 
 
PEGs Cocamine and Related Ingredients  
 
The Panel issued a tentative amended safety assessment with the conclusion that the following 32 PEGs cocamine and related 
ingredients are safe in cosmetics in the present practices of use and concentration when formulated to be non-irritating: 
 
PEG-8 cocamine*  
PEG-10 cocamine*  
PEG-12 cocamine*  
PEG-15 cocamine  
PEG-20 cocamine*  
PEG-8 hydrogenated tallow amine  
PEG-10 hydrogenated tallow amine*  
PEG-15 hydrogenated tallow amine*  
PEG-20 hydrogenated tallow amine*  
PEG-30 hydrogenated tallow amine*  
PEG-40 hydrogenated tallow amine*  
PEG-50 hydrogenated tallow amine*  
PEG-6 oleamine*  
PEG-10 oleamine*  
PEG-15 oleamine*  
PEG-20 oleamine* 

PEG-25 oleamine*  
PEG-30 oleamine*  
PEG-12 palmitamine*  
PEG-8 soyamine*  
PEG-10 soyamine*  
PEG-15 soyamine*  
PEG-10 stearamine*  
PEG-15 stearamine*  
PEG-50 stearamine*  
PEG-7 tallow amine*  
PEG-11 tallow amine*  
PEG-15 tallow amine*  
PEG-20 tallow amine*  
PEG-22 tallow amine*  
PEG-25 tallow amine*  
PEG-30 tallow amine* 

 
*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 agreed that gaps in genotoxicity and systemic toxicity data can be filled for these 32 ingredients by applying the SAR-based 
framework presented to identify and evaluate analogs for read across analyses. 
  
However, the Expert Panel requested additional data to support the safety of the smaller PEGs cocamine and related ingredients, 
including those listed below. 
 
PEG-2 cocamine  
PEG-3 cocamine  
PEG-4 cocamine  
PEG-5 cocamine  
PEG-2 hydrogenated tallow amine  
PEG-5 hydrogenated tallow amine  
PEG-2 lauramine  
PEG-2 oleamine 

PEG-5 oleamine  
PEG-2 rapseedamine  
PEG-2 soyamine  
PEG-5 soyamine  
PEG-2 stearamine  
PEG-5 stearamine  
PEG-2 tallow amine 

 
The additional data needed for these ingredients are (1) physical and chemical properties, including impurities (especially 
nitrosamines), (2) genotoxicity in a mammalian test system (if the results are positive then a dermal carcinogenesis study may be 
needed), (3) 28-day dermal toxicity using PEG-2 cocamine, and (4) dermal sensitization data on PEG-2 cocamine. The Panel also 
noted the absence of use concentration data for PEG-2 rapeseedamine, in particular, because this ingredient had the greatest use 
frequency (255) reported to the VCRP. 
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The Panel expressed support for developing the SAR-based framework as a systematic approach to identifying possible analogues for 
read-across assessments, and categorizing the analogues as suitable, suitable with interpretation, and suitable with precondition. 
However, the Panel emphasized the importance of developing quantitative measures for the key decision-making steps of the 
approach, characterizing the boundary conditions and assumptions of the models applied, and using actual test data for the class of 
chemicals to which the ingredients belong to validate computational predictions. 
 
Sodium Benzotriazolyl Butylphenol Sulfonate 
  
The Panel issued a tentative report for public comment with the conclusion that sodium benzotriazolyl butylphenol sulfonate is safe as 
used in cosmetics. 
  
The Panel expressed concern about studies that indicated the potential for ocular irritation. However, the Panel noted that the 
concentrations used in these studies that resulted in ocular damage were much greater than the concentrations reported to be used in 
cosmetics. Additionally, there are no reported uses in products specified for use around the eyes. 
  
Sodium benzotriazolyl butylphenol sulfonate was reported to be used in 67 leave-on products, 377 rinse-off products, and 29 products 
for the bath and the maximum concentration of use reported was 0.64% in leave-on products, specifically in skin fresheners. It is used 
in rinse-off products at concentrations up to 0.1%, with the maximum concentration reported for skin cleansing products. 
 
 
Insufficient Data Announcement 
 
Centella asiatica-derived Ingredients 
  
The Panel issued an insufficient data announcement on the following 9 ingredients: 
 
centella asiatica extract  
centella asiatica callus culture  
centella asiatica flower/leaf/stem extract  
centella asiatica leaf cell culture extract  
centella asiatica leaf extract 

centella asiatica leaf water  
centella asiatica meristem cell culture  
centella asiatica meristem cell culture extract  
centella asiatica root extract 

 
The data requested are as follows: 
 

• Method of manufacture and impurities of all ingredients, except centella asiatica extract and centella asiatica leaf extract  
• Use concentrations of centella asiatica leaf extract  
• Ocular irritation tests of centella asiatica extract at the highest maximum use concentration (0.3%) reported for products 

applied to the eye area  
• Systemic toxicity tests for all ingredients, except centella asiatica extract and centella asiatica leaf extract 

 
The Panel is also seeking confirmation that Centella Asiatica Extract is an extract of the whole plant. If this is confirmed, then the 
toxicity data available for Centella Asiatica Extract may be used to support the safety of other Centella asiatica-derived ingredients. 
The Panel agreed that data from a dermal carcinogenicity study on asiaticoside (saponin component of Centella asiatica) using 
hairless mice should be included in this report; the study is summarized in the 2012 European Medicines Agency Assessment Report 
on Centella asiatica (L.) Urban, herba. 
 
 
Reports Tabled 
  
Polysaccharide Gums 
  
The Panel tabled the draft tentative safety assessment on polysaccharide gums pending reorganization of the report and to allow 
sufficient time for industry to provide additional data. 
 
The Panel noted that dividing these ingredients into 5 proposed categories based on their chemical structures helped to clarify the 
structural similarities among the ingredients, but the presentation of the safety data in the report was not conducive to evaluating these 
ingredients based on their structural similarities. Thus, the ingredients and the safety data will be reorganized under two major 
headings, namely Modified and Unmodified polysaccharide gums. The ingredients in the Modified subgroup will be further 
subdivided into Linear, Branched, Cyclic, and Unknown Structural Configuration. The ingredients in the Unmodified sugroup will be 
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subdivided into Linear Polysaccharides and Salts Thereof, Branched - Natural/Unmodified, Cyclic, and Unknown Structural 
Configuration. 
 
The following ingredients are included in this report: 
 
Linear Polysaccharides and Salts Thereof 
 
Agar  
Agarose  
Algin  
Alginic Acid  
Ammonium Alginate  
Amylose  

Calcium Alginate 
Calcium Carrageenan  
Carrageenan  
Inulin  
Magnesium Alginate  
Mannan  

Polianthes Tuberosa  
     Polysaccharide 
Potassium Alginate  
Potassium Carrageenan  
Sodium Carrageenan  
TEA-Alginate 

 
  
Linear – Modified 
 
Amylodextrin  
Hydrolyzed Carrageenan  
Hydrolyzed Furcellaran 

Maltodextrin  
Potassium Undecylenoyl Carrageenan  
Sodium Algin Sulfate 

Sodium/TEA-Undecylenoyl 
     Carrageenan 

 
 
Branched Natural/Unmodified 
 
Amylopectin  
Aphanothece Sacrum  
Polysaccharide  
Arabinoxylan  
Avena Sativa (Oat) Starch  
Cichorium Intybus (Chicory)  
     Root Oligosaccharides 

Galactoarabinan  
Ghatti Gum  
Glucomannan  
Pectin  
Phaseolus Angularis Seed Starch  
Phaseolus Radiatus Seed Starch  
Pisum Sativum (Pea) Starch 

Pueraria Lobata Starch  
Solanum Tuberosum (Potato)  
     Starch  
Starch Acetate  
Sterculia Urens Gum  
Tamarindus Indica Seed Gum  
Tapioca Starch

 
 
Branched – Modified 
 
Calcium Starch  
     Isododecenylsuccinate  
Calcium Starch  
     Octenylsuccinate  
Corn Starch Modified  
Dextrin  
Dextrin Behenate  
Dextrin Isostearate  
Dextrin Laurate  
Dextrin Myristate  
Dextrin Palmitate  
Dextrin  
     Palmitate/Ethylhexanoate  
Dextrin Stearate  
Glyceryl Dimaltodextrin  
Glyceryl Starch  
Hydrolyzed Pectin  
Hydroxypropyltrimonium  
     Hydrolyzed Corn Starch 
TEA-Dextrin Octenylsuccinate 

Hydroxypropyltrimonium  
     Hydrolyzed Wheat Starch  
Hydroxypropyl Oxidized Starch  
Hydroxypropyl Starch  
Hydroxypropyltrimonium  
     Maltodextrin Crosspolymer  
Laurdimonium Hydroxypropyl  
     Hydrolyzed Wheat Starch  
Palmitoyl Inulin  
Potassium Dextrin  
     Octenylsuccinate  
Potassium Undecylenoyl  
     Alginate  
Potato Starch Modified  
Propylene Glycol Alginate  
Sodium Carboxymethyl Inulin  
Sodium Carboxymethyl Starch  
Sodium Dextrin  
     Octenylsuccinate 
Undecylenoyl Inulin 

Sodium Hydrolyzed Potato  
     Starch Dodecenylsuccinate  
Sodium Hydroxypropyl  
     Oxidized Starch Succinate  
Sodium Oxidized Starch  
     Acetate/Succinate  
Sodium Starch Octenylsuccinate  
Sodium/TEA-Undecylenoyl  
     Alginate  
Starch Acetate/Adipate  
Starch Diethylaminoethyl Ether 
  
Starch Hydroxypropyltrimonium  
     Chloride  
Starch Laurate  
Starch Tallowate  
Stearoyl Inulin  
Tapioca Starch Crosspolymer 
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Cyclic 
 
Cyclodextrin  
Cyclotetraglucose 
 
 
Cyclic – Modified 
 
Cyclodextrin 
     Hydroxypropyltrimonium Chloride  
Cyclodextrin Laurate 
 

Hydroxyethyl Cyclodextrin  
Hydroxypropyl Cyclodextrin 
Methyl Cyclodextrin 

 
Unknown Structural Configuration 
 
Algae Exopolysaccharides  
Cassia Angustifolia Seed Polysaccharide  
Echinacin  
Prunus Persica (Peach) Gum 
 
 
Unknown Structural Configuration – Modified 
 
Hydrogenated Potato Starch  
Hydrogenated Starch Hydrolysate  
Hydrolyzed Corn Starch Hydroxyethyl 
     Ether  
Hydrolyzed Corn Starch Octenylsuccinate 

Hydrolyzed Soy Starch  
Hydrolyzed Starch  
Hydrolyzed Triticum Spelta Starch  
Hydrolyzed Wheat Starch 

 
 
The Panel also requested information on the method of manufacture and impurities of hydrolyzed carrageenan and glucomannan. 
Further information is sought to better understand the difference between the cosmetic ingredient hydrolyzed carrageenan and 
degraded carrageenan (poligeenan), because the data provided suggest the induction of colon tumors in a study in which rats received 
degraded carrageenan (poligeenan) in the diet or in drinking water. However, the Panel noted that the available studies indicate that 
carrageenan did not cause dose-related gross or microscopic changes in monkeys in a 7.5-year feeding study, suggesting that 
carrageenan did not degrade to yield a toxic substance in the gut. 
 
The Panel requested additional data to clarify a report that inhalation of konjac flour induced respiratory sensitization in test animals. 
Glucomannan is the principle component of konjac flour, but it is not clear to what extent the pulmonary hypersensitivity observed in 
these animals can be attributed to glucomannan, rather than to some other component of the flour. 
 
The Panel invites additional information on the alkylating and other agents, such as epoxides, anhydrides, and chlorinated compounds 
that are used to modify polysaccharide gums.
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Date: March 20, 2015 
 
From:   Bart Heldreth, Ph.D., Chemist CIR 
 
To:   CIR Expert Panel Members and Liaisons 
 
Re:   Draft 2016 Priority List 
 
The CIR Procedures require that we prepare the Draft 2016 Priority List for public comment by June 1, 
2015.  The Draft 2016 Priority list has been prepared and is being issued for public comment earlier in the 
process to allow more time for the acquisition of data.  The list was based on frequency of use data (FOU) 
from FDA’s Voluntary Cosmetic Registration Program (VCRP), received from FDA on February 12, 2015.   
While this list includes only the lead ingredients, potential groupings for each lead are provided in 
Attachment 1. The Expert Panel will have the opportunity to review any revisions to this list and any 
public comments at the June, 2015 meeting at which time a Final 2016 Priority List will be issued.  CIR 
will select a number of ingredient/ingredient groups from this list, including a proposed hair dye, for review 
in 2016.  Ingredients on the 2016 Draft Annual Priority List are summarized below: 
 

Draft CIR 2016 Priority List (2/20/2015) 
LEAD INGREDIENT FOU (2015) 
ETHYLHEXYL METHOXYCINNAMATE 4783 
BUTYL METHOXYDIBENZOYLMETHANE 3046 
BENZYL SALICYLATE 2509 
PROPANEDIOL 548 
LINOLEIC ACID 532 
CALCIUM STEARATE 370 
HYDROXYETHYL ACRYLATE/SODIUM ACRYLOYLDIMETHYL TAURATE 
COPOLYMER 

446 
 

AMMONIUM ACRYLOYLDIMETHYLTAURATE/VP COPOLYMER 421 
HYDROFLUOROCARBON 152A 426 
TRIETHOXYCAPRYLYLSILANE 409 
TETRAHEXYLDECYL ASCORBATE 382 
PANTHENYL ETHYL ETHER 378 
ETIDRONIC ACID 370 
DICAPRYLYL CARBONATE 366 
TRIMETHYL PENTANYL DIISOBUTYRATE 351 
TETRADECENE 60 
2016 Hair Dye – to be determined n/a 
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Draft 2016 CIR Priority List with Ingredient Groupings  
(CIR will choose from these groupings to create a feasible number of reports.  Not all of these groupings will be acted upon in 2016) 
 
Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
Methoxycinnamate Light Stabilizers 

• ETHYLHEXYL METHOXYCINNAMATE 
 

4783 
Some of these ingredients may be used as active 
ingredients in OTC drug products, specifically as 
sunscreen agents (21 CFR 352.10).  However, all of 
these ingredients are also reported to function as 
light stabilizers, a cosmetic function wherein the 
intenent is to protect the product from deterioration 
induced by light. 

 
 

CIR has previously reviewed other cosmetic 
ingredients with this drug function and this cosmetic 
function: Oxybenzone, Dioxybenzone, & 
Sulisobenzone (INCI names: Benzophenone-3, 
Benzophenone-8, & Benzophenone-4); and 
Octisalate & Trolamine Salicylate (INCI: Ethylhexyl 
Salicylate & TEA-Salicylate) 

1. DEA-Methoxycinnamate 
2. Ethyl Methoxycinnamate 
3. Isoamyl  

p-Methoxycinnamate 
4. Isopropyl 

Methoxycinnamate 
5. Potassium 

Methoxycinnamate (6) 

Methoxydibenzoylmethane Light Stabilizers 
• BUTYL 

METHOXYDIBENZOYLMETHANE 

 
 

3046 

Some of these ingredients may be used as active 
ingredients in OTC drug products, specifically as 
sunscreen agents (21 CFR 352.10).  However, all of 
these ingredients are also reported to function as 
light stabilizers, a cosmetic function wherein the 
intenent is to protect the product from deterioration 
induced by light. 

 

1. Ethylhexyl 
Methoxydibenzoylmethane 
(2) 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 

 
CIR has previously reviewed other cosmetic 
ingredients with this drug function and this cosmetic 
function: Oxybenzone, Dioxybenzone, & 
Sulisobenzone (INCI names: Benzophenone-3, 
Benzophenone-8, & Benzophenone-4); and 
Octisalate & Trolamine Salicylate (INCI: Ethylhexyl 
Salicylate & TEA-Salicylate) 

BENZYL SALICYLATE (Light Stabilizer) 2509 
 

This ingredient is reported to funtion as fragrance 
ingredient.  However it is also reported to function as 
a light stabilizer, a cosmetic function wherein the 
intenent is to protect the product from deterioration 
induced by light. 
 

 

N/A (1) 

Alkyl Diols (not 1,2-) 
• PROPANEDIOL 

 
548 

Related prior report: 
 
Final Safety Assessment of 1,2-Glycols – (JT 31(Suppl. 

2):147-168, 2012) 

1. 1,4-Butanediol 
2. 2,3-Butanediol 
3. Butyl Ethyl Propanediol 
4. 1,10-Decanediol 
5. Hexanediol 
6. Isopentyldiol 
7. Octanediol 
8. 1,5-Pentanediol (9) 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
Fatty Acids and Soaps (Fatty Acid Salts) 

• LINOLEIC ACID 
• CALCIUM STEARATE 

 
532 
370 

Related Prior Reports (color coded when included): 
Arachidonic Acid  - JACT 12(5):481-506, 1993 
Fatty Acids and Sodium/Potassium Soaps from plant 

oils – Final Plant Oils Report 03/04/2011 
Hydroxystearic Acid - IJT 18(S1):1-10, 1999 
Isostearic Acid - IJT 24(Suppl. 1):1-102, 2005 (Not 

reopened; JACT 2(7):61-74, 1983) 
Oleic Acid,Lauric Acid, Palmitic Acid, Myristic Acid, 

and Stearic Acid - IJT 25(Suppl. 2) :1-89,2006 (Not 
reopened; JACT 6(3):321-401, 1987) 

Pelargonic Acid - IJT-30(SUPPL. 3)2011 
Ricinoleic Acid - IJT 26(Suppl. 3):31-77, 2007 
Lithium Stearate, Aluminum Distearate, Aluminum 
Stearate, Aluminum Tristearate, Ammonium 
Stearate, Calcium Stearate, Magnesium Stearate, 
Potassium Stearate, Sodium Stearate, and Zinc 
Stearate - IJT 22(Suppl. 1):1-35, 2003 (Not reopened; 
JACT 1(2):143-177, 1982) 
Aluminum dimyristate, Aluminum Isostearates/ 

Myristates, aluminum myristate, aluminum 
myristates/palmitates, calcium myristate, cetyl 
myristate, and magnesium myristate (and 
myristate esters) - IJT 29(Suppl. 3) :162-186,2010 

DEA-Isostearate, DEA-Linoleate, DEA-Myristate, and 
DEA Stearate (and other DEA salts) – Final Report 
2011 

MEA-Undecylenate and MEA-Tallowate – Final 
Report 2012 

TEA-Fatty Acid Salts - IJT 32(Suppl. 1):59-83, 2013 
 
 
 

1. 10-Hydroxystearic Acid 
2. Aluminum Distearate 
3. Aluminum Isostearate 
4. Aluminum Isostearates/ 

Palmitates 
5. Aluminum Isostearates/ 

Stearates 
6. Aluminum Isostearates/ 

Laurates/Palmitates 
7. Aluminum Isostearates/ 

Laurates/Stearates 
8. Aluminum Lanolate 
9. Aluminum Stearate 
10. Aluminum Stearates 
11. Aluminum Tristearate 
12. Ammonium Isostearate 
13. Ammonium Oleate 
14. Ammonium Stearate 
15. Arachidic Acid 
16. Arachidonic Acid 
17. Beeswax Acid 
18. Behenic Acid 
19. C10-40 Hydroxyalkyl Acid 
20. C10-40 Isoalkyl Acid 
21. C32-36 Isoalkyl Acid 
22. Calcium Behenate 
23. Calcium Laurate 
24. Calcium Stearate 
25. Calcium Undecylenate 
26. Capric Acid 
27. Caproic Acid 
28. Caprylic Acid 
29. Erucic Acid 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
30. Hydroxystearic Acid 
31. Isomerized Linoleic Acid 
32. Isomerized Safflower Acid 
33. Isostearic Acid 
34. Lauric Acid 
35. Linolenic Acid 
36. Lithium Stearate 
37. Magnesium Lanolate 
38. Magnesium Laurate 
39. Magnesium Palmitate 
40. Magnesium Stearate 
41. Magnesium Tallowate 
42. Myristic Acid 
43. Oleic Acid 
44. Ozonized Oleic Acid 
45. Palmitic Acid 
46. Potassium Behenate 
47. Potassium Borageate 
48. Potassium Camelliate 
49. Potassium Caprate 
50. Potassium Caprylate 
51. Potassium 

Caprylate/Caprate 
52. Potassium Castorate 
53. Potassium Hydrogenated 

Tallowate 
54. Potassium 

Hydroxystearate 
55. Potassium Isostearate 
56. Potassium Lanolate 
57. Potassium Laurate 
58. Potassium Linoleate 
59. Potassium Linseedate 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
60. Potassium Oleate 
61. Potassium Olivate/ 

Sunflowerseedate 
62. Potassium Palm 

Kernelate 
63. Potassium Palmitate 
64. Potassium Ricinoleate 
65. Potassium Stearate 
66. Potassium 

Sunflowerseedate 
67. Potassium Tallate 
68. Potassium Tallowate 
69. Potassium Undecylenate 
70. Sodium Arganate 
71. Sodium Beeswax 
72. Sodium Behenate 
73. Sodium Camellia Japonica 

Seedate 
74. Sodium Caprate 
75. Sodium Caprylate 
76. Sodium Castorate 
77. Sodium Dilinoleate 
78. Sodium Hydrogenated 

Tallowate 
79. Sodium Hydroxystearate 
80. Sodium Isostearate 
81. Sodium Lanolate 
82. Sodium Lardate 
83. Sodium Laurate 
84. Sodium Laurate/ 

Linoleate/Oleate/ 
Palmitate 

85. Sodium Linoleate 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
86. Sodium Oleate 
87. Sodium Palmitate 
88. Sodium Stearate 
89. Sodium Tallowate 
90. Sodium Tamanuseedate 
91. Sodium Undecylenate 
92. Stearic Acid 
93. Undecanoic Acid 
94. Undecylenic Acid 
95. Zinc Laurate 
96. Zinc Palmitate 
97. Zinc Stearate 
98. Zinc Undecylenate (99) 

Acryloyldimethyltaurate Polymers 
• HYDROXYETHYL 

ACRYLATE/SODIUM 
ACRYLOYLDIMETHYL TAURATE 
COPOLYMER 

• AMMONIUM 
ACRYLOYLDIMETHYLTAURATE/VP 
COPOLYMER 

 
446 

(383) 
 
 

421 
(383) 

 

This group is comprised of copolymers, the 
monomers of which are partially comprised of 
acryloyldiemthyltaurate monomers. 

 
 
Related recent report: 
 
Alkyl Taurate Amides and Taurate Salts  

1. Acrylamide/Sodium 
Acryloyldimethyltaurate/
Acrylic Acid Copolymer 

2. Acrylamide/Sodium 
Acryloyldimethyltaurate 
Copolymer 

3. Ammonium 
Acryloyldimethyltaurate/
Beheneth-25 
Methacrylate 
Crosspolymer 

4. Ammonium 
Acryloyldimethyltaurate/
Carboxyethyl Acrylate 
Crosspolymer 

5. Ammonium 
Acryloyldimethyltaurate/
Laureth-7 Methacrylate 
Copolymer 

6. Ammonium 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
Acryloyldimethyltaurate/
Steareth-8 Methacrylate 
Copolymer 

7. Ammonium 
Acryloyldimethyltaurate/
Steareth-25 
Methacrylate 
Crosspolymer 

8. Ammonium 
Acryloyldimethyltaurate/
Vinyl Formamide 
Copolymer 

9. Ammonium 
Polyacryloyldimethyl 
Taurate 

10. Dimethylacrylamide/Sod
ium 
Acryloyldimethyltaurate 
Crosspolymer 

11. Polyacryloyldimethyltaur
ate Polyoxymethylene 
Melamine 

12. Sodium 
Acrylate/Acryloyldimeth
yltaurate/Dimethylacryla
mide Crosspolymer 

13. Sodium Acrylate/Sodium 
Acryloyldimethyl 
Taurate/Acrylamide 
Copolymer 

14. Sodium Acrylate/Sodium 
Acryloyldimethyl Taurate 
Copolymer 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
15. Sodium Acryloyldimethyl 

Taurate/Acrylamide/VP 
Copolymer 

16. Sodium 
Acryloyldimethyltaurate/
Methacrylamidolauric 
Acid Copolymer 

17. Sodium Acryloyl 
Dimethyl Taurate/PEG-8 
Diacrylate Crosspolymer 

18. Sodium 
Acryloyldimethyltaurate/
VP Crosspolymer 

19. Sodium 
Polyacryloyldimethyl 
Taurate (21) 

HYDROFLUOROCARBON 152A 426 
(422) 

In 1982, CIR reviewed the safety of other propellants: 
Isobutane, Isopentane, n-Butane, and Propane 

 

N/A (1) 
 
 
 
 
 
 

Alkoxy Alkyl Silanes 
• TRIETHOXYCAPRYLYLSILANE 

 
409 

 1. Bis-
Stearoxydimethylsilane 

2. Stearoxytrimethylsilane 
3. Trimethoxycaprylylsilane 

(4) 
Ethers of Ascorbate 

• TETRAHEXYLDECYL ASCORBATE 
 

382 
(365) 

The ingredients in this report are all ethers of 
ascorbic acid.  Some of these ingredients were 
previously reviewed: Ascorbyl Dipalmitate, 
Ascorbyl Palmitate, and Ascorbyl Stearate (CIR: [S] 

1. Ascorbyl Isostearate 
2. Ascorbyl Linoleate 
3. Ascorbyl 

Tetraisopalmitate 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
IJT-18(SUPPL. 3)1999)).   

 

4. Ascorbyl Dipalmitate 
5. Ascorbyl Palmitate 
6. Ascorbyl Stearate (7) 

Ether, esters, and salts of Panthenol and 
Pantothenic Acid 
• PANTHENYL ETHYL ETHER 

 
 

378 
(375) 

These ingredients are closely related to the recently 
reviewed ingredients, Panthenol and Pantothenic 
Acid (CIR: [R] IJT-25(SUPPL. 2)2006).  Potentially, 
these ingredients may be incorporated into a re-
review. 

 

 
 

1. Panthenyl Ethyl Ether 
Acetate 

2. Panthenyl Triacetate 
3. Calcium Pantothenate 
4. Sodium Pantothenate (5) 

Etidronic acid and simple salts 
• ETIDRONIC ACID 

 
370 

(345) 

 

1. Disodium Etidronate 
2. Tetrapotassium 

Etidronate 
3. Tetrasodium Etidronate 

(4) 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
Diakyl Carbonates 

• DICAPRYLYL CARBONATE 
 

366 

 

1. Bis-Propylheptyl 
Carbonate 

2. C14-15 Dialkyl 
Carbonate 

3. Diethylhexyl Carbonate 
4. Dimethyl Carbonate 
5. Dipropyl Carbonate (6) 

Monoalkylglycol Dialkyl Acid Esters 
• TRIMETHYL PENTANYL 

DIISOBUTYRATE 

 
351 

 
 
 
Final Report on the Safety Assessment ...Glycol 

Distearate – (IJT 22(Suppl. 1):1-35, 2003 Not re-
opened; JACT 1(2):1-11, 1982) 

Neopentyl Glycol Diisononanoate - (IJT 30(Suppl. 
3):228-269, 2011) 

Final Report on the Safety Assessment of Propylene 
Glycol Esters [including diesters] as Used in 
Cosmetics – (12/09/2014; IJT 18(S2):35-52, 1999)  

 

1. 1,4-Butanediol 
Bisdecanoate 

2. Butylene Glycol 
Dicaprylate/Dicaprate 

3. Butylene Glycol 
Diisononanoate 

4. Butylethylpropanediol 
Dimer Dilinoleate 

5. Diethylpentanediol 
Dineopentanoate 

6. Dioctadecanyl 
Didecyltetradecanoate 

7. Dioctadecanyl 
Ditetradecyl-
octadecanoate 

8. Glycol Dibehenate 
9. Glycol Diethylhexanoate 
10. Glycol Dilaurate 
11. Glycol Dioleate 
12. Glycol Dipalmate/Palm 

Kernelate/Olivate/ 
Macadamiate 

13. Glycol 
Dipalmate/Rapeseedate/
Soyate 

14. Glycol Dipivalate 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 
15. Glycol Distearate 
16. Glycol Ditallowate 
17. Hexanediol Distearate 
18. 1,2-Hexanediyl Dicaprate 
19. Neopentyl Glycol 

Dicaprate 
20. Neopentyl Glycol 

Dicaprylate/Dicaprate 
21. Neopentyl Glycol 

Dicaprylate/ 
Dipelargonate/Dicaprate 

22. Neopentyl Glycol 
Diethylhexanoate 

23. Neopentyl Glycol 
Diheptanoate 

24. Neopentyl Glycol 
Diisononanoate 

25. Neopentyl Glycol 
Diisostearate 

26. Neopentyl Glycol 
Dilaurate 

27. Propanediol Dicaprylate 
28. Propanediol 

Dicaprylate/Caprate 
29. Propanediol 

Diisostearate 
30. Propanediol 

Dipelargonate (31) 
Olefins 
• TETRADECENE 

 
60 

(327) 

The ingredients in this report are all alkenes (olefins), 
with various chain lengths and degrees of 
saturation. 

 

1. C18-26 Olefin 
2. C20-24 Olefin 
3. C24-28 Olefin 
4. C24-30 Olefin 
5. C26-54 Olefin 
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Group/INGREDIENT NAME 
 

FOU 
Yr.2015 
(2014) 

Structure/Formula/Description/Rationale Ingredient Group Potential 
Add-ons 

(Total # in Ingredient Group) 

 
6. C28-36 Olefin 
7. C30-45 Olefin 
8. Decene 
9. Dodecene 
10. Hexadecene 
11. Hexene 
12. Hydrogenated 

Didodecene 
13. Hydrogenated 

Tetradecenyl/ 
Methylpentadecene 

14. Hydrogenated 
Tridodecene 

15. Octadecene 
16. Octene (17) 

2016 Hair Dye – to be determined N/A TBD N/A (1) 
 (Potential # of Ingredients: 214) 15 proposed new reports (6 rescheduled from the 2015 Priorities List)  to select from for 2016  
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2016 CIR Re-Review Priority List  
(CIR will choose from these groupings to create a feasible number of reports.) 
 
Group/INGREDIENT NAME 
 

Structure/Formula/Description/Rationale Ingredient Group with 
Potential Add-ons 

(Total # in Ingredient Group) 
GLYOXAL  The Expert Panel agreed to an abbreviated re-review 

per a strategies memo. 
1. Glyoxal (1) 

Butyl Polyoxyalkylene Ethers 
 

The Expert Panel agreed to combine two old reports 
and add these new ingredients per a strategies 
memo. 
 
IJT 19(S1):47-67, 2000 
IJT 20(suppl 4):39-52, 2001 
 
Year 2001: Final Report on the Safety Assessment of 
PPG-40 Butyl Ether 
& 
Amended Final Report on the Safety Assessment of 
PPG-40 Butyl Ether with an Addendum to Include 
PPG-2, -4, -5, -9, -12, -14, -15, -16, -17, -18, -20, -22, -
24, -26, -30, -33, -52, and -53 Butyl Ether (Amended 
conclusion for JACT 12(3):257-259, 1993) 

1. PPG-26-Buteth-26 
2. PPG-28-Buteth-35 
3. PPG-12-Buteth-16 
4. PPG-9-Buteth-12 
5. PPG-2 Butyl Ether 
6. PPG-3 Butyl Ether 
7. PPG-4 Butyl Ether 
8. PPG-5 Butyl Ether 
9. PPG-9 Butyl Ether 
10. PPG-12 Butyl Ether 
11. PPG-14 Butyl Ether 
12. PPG-15 Butyl Ether 
13. PPG-16 Butyl Ether 
14. PPG-17 Butyl Ether 
15. PPG-18 Butyl Ether 
16. PPG-20 Butyl Ether 
17. PPG-22 Butyl Ether 
18. PPG-24 Butyl Ether 
19. PPG-26 Butyl Ether 
20. PPG-30 Butyl Ether 
21. PPG-33 Butyl Ether 
22. PPG-40 Butyl Ether 
23. PPG-52 Butyl Ether 
24. PPG-53 Butyl Ether 
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Group/INGREDIENT NAME 
 

Structure/Formula/Description/Rationale Ingredient Group with 
Potential Add-ons 

(Total # in Ingredient Group) 
25. Buteth-3 
26. PPG-2-Buteth-1 
27. PPG-2-Buteth-2 
28. PPG-2-Buteth-3 
29. PPG-3-Buteth-5 
30. PPG-4-Buteth-4 
31. PPG-5-Buteth-5 
32. PPG-5-Buteth-7 
33. PPG-7-Buteth-4 
34. PPG-7-Buteth-10 
35. PPG-10-Buteth-9 
36. PPG-12-Buteth-16 
37. PPG-15-Buteth-20 
38. PPG-17-Buteth-17 
39. PPG-19-Buteth-19 
40. PPG-20-Buteth-30 
41. PPG-24-Buteth-27 
42. PPG-30-Buteth-30 
43. PPG-33-Buteth-45 
44. PPG-36-Buteth-36 
45. PPG-38-Buteth-37 (45) 

Fatty Amidopropyl N,N-Dimethyl -2-
Hydroxyethylammonium Chlorides 

 

 
The Expert Panel agreed to these two add-ons per a 
strategies memo. 

1. Quaternium-26 
2. Hydroxyethyl 

Cetearamidopropyldimo
nium Chloride 

3. Hydroxyethyl 
Erucamidopropyl 
Dimonium Chloride (3) 

Distributed for Comment Only -- Do Not Cite or Quote 



15 

Group/INGREDIENT NAME 
 

Structure/Formula/Description/Rationale Ingredient Group with 
Potential Add-ons 

(Total # in Ingredient Group) 
Triglycerides 

 
The Expert Panel agreed to combine two old reports 
and add a new ingredient per a strategies memo. 
 
 
IJT 19(S1):89-94, 2000 
IJT 20(suppl 4):61-94, 2001 
 

1. Trihydroxystearin 
2. Trilaurin 
3. Triarachidin  
4. Tribehenin 
5. Tricaprin 
6. Tricaprylin 
7. Trierucin 
8. Triheptanoin 
9. Triheptylundecanoin  
10. Triisononanoin 
11. Triisopalmitin 
12. Triisostearin 
13. Trilinolein 
14. Trilinolenin 
15. Trimyristin 
16. Trioctanoin (now 

Triethylhexanoin) 
17. Triolein 
18. Tripalmitin 
19. Tripalmitolein 
20. Triricinolein (is also a 

hydroxy substituted 
glyceride) 

21. Tristearin 
22. Triundecanoin 
23. Glyceryl Triacetyl 

Hydroxystearate Glyceryl 
Triacetyl Ricinoleate 

24. Glyceryl Stearate 
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Group/INGREDIENT NAME 
 

Structure/Formula/Description/Rationale Ingredient Group with 
Potential Add-ons 

(Total # in Ingredient Group) 
Diacetate 

25. Isomerized Safflower 
Glycerides (25) 

Sarcosine and Sarcosinate Amides Year 2001: Final Report on the Safety Assessment of 
Cocoyl Sarcosine, Lauroyl Sarcosine, Myristoyl 
Sarcosine, Oleoyl Sarcosine, Stearoyl Sarcosine, 
Sodium Cocoyl Sarcosinate, Sodium Lauroyl 
Sarcosinate, Sodium Myristoyl Sarcosinate, 
Ammonium Cocoyl Sarcosiate, and Ammonium 
Lauroyl Sarcosinate 
 
4 proposed “no-brainer” add-ons: 
 
1. Potassium Cocoyl Sarcosinate 
2. Potassium Lauroyl Sarcosinate 
3. Sodium Oleoyl Sarcosinate 
4. Sodium Palmitoyl Sarcosinate 

-these only vary from those in the original report 
as other salts 

1. Cocoyl Sarcosine 
2. Lauroyl Sarcosine 
3. Myristoyl Sarcosine 
4. Oleoyl Sarcosine 
5. Stearoyl Sarcosine 
6. Sodium Cocoyl 

Sarcosinate 
7. Sodium Lauroyl 

Sarcosinate 
8. Sodium Myristoyl 

Sarcosinate 
9. Ammonium Cocoyl 

Sarcosiate 
10. Ammonium Lauroyl 

Sarcosinate 
11. Potassium Cocoyl 

Sarcosinate 
12. Potassium Lauroyl 

Sarcosinate 
13. Sodium Oleoyl 

Sarcosinate 
14. Sodium Palmitoyl 

Sarcosinate  (14) 
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Group/INGREDIENT NAME 
 

Structure/Formula/Description/Rationale Ingredient Group with 
Potential Add-ons 

(Total # in Ingredient Group) 
Alkyl Morpholinium Ethosulfates Year 2001: Final Report on the Safety Assessment of 

Cetethyl Morpholinium Ethosulfate 

 
 
1 proposed “no-brainer” add-on: 
Soyethyl Morpholinium Ethosulfate – only varies 
from above structure by replacement of the “cetyl” 
chain with the fatty alky chains derived from soy. 

1. Cetethyl Morpholinium 
Ethosulfate 

2. Soyethyl Morpholinium 
Ethosulfate (2) 

Persulfates Year 2001: Final Report on the Safety Assessment of 
Ammonium, Potassium, and Sodium Persulfate 
 
No proposed add-ons 

1. Ammonium Persulfate 
2. Potassium Persulfate 
3. Sodium Persulfate (3) 

PEG Propylene Glycol Esters Year 2001: Final Report on the Safety Assessment of 
PEG-25 Propylene Glycol Stearate, PEG-75 Propylene 
Glycol, PEG-120 Propylene Glycol Stearate, PEG-10 
Propylene Glycol, PEG-8 Propylene Glycol Cocoate, 
and PEG-55 Propylene Glycol Oleate 
 
1 proposed “no-brainer” add-on: 
PEG-6 Propylene Glycol Caprylate/Caprate 

1. PEG-25 Propylene Glycol 
Stearate 

2. PEG-75 Propylene Glycol 
Stearate 

3. PEG-120 Propylene 
Glycol Stearate, PEG-10 
Propylene Glycol 

4. PEG-8 Propylene Glycol 
Cocoate 

5. PEG-55 Propylene Glycol 
Oleate 

6. PEG-6 Propylene Glycol 
Caprylate/Caprate (6) 
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Group/INGREDIENT NAME 
 

Structure/Formula/Description/Rationale Ingredient Group with 
Potential Add-ons 

(Total # in Ingredient Group) 
Peppermint Year 2001: Final Report on the Safety Assessment of 

Mentha Piperita (Peppermint) Oil, Mentha Piperita 
(Peppermint) Leaf Extract, Mentha Piperita 
(Peppermint) Leaf, and Mentha Piperita (Peppermint) 
Leaf Water 
 
No proposed add-ons 

1. Mentha Piperita 
(Peppermint) Oil 

2. Mentha Piperita 
(Peppermint) Leaf 
Extract 

3. Mentha Piperita 
(Peppermint) Leaf 

4. Mentha Piperita 
(Peppermint) Leaf Water 
(5) 

ACID VIOLET 43 Year 2001: Final Report on the Safety Assessment of 
Acid Violet 43 
 
No proposed add-ons 

1. Acid Violet 43 (1) 

BIOTIN Year 2001: Final Report on the Safety Assessment of 
Biotin 
 
No proposed add-ons 

1. Biotin (1) 

Lard Ingredients Year 2001: Final Report on the Safety Assessment of 
Lard Glyceride, Hydrogenated Lard Glyceride, Lard 
Glycerides, Hydrogenated Lard Glycerides, Lard and 
Hydrogenated Lard 
 
No proposed add-ons 

1. Lard Glyceride  
2. Hydrogenated Lard 

Glyceride 
3. Lard Glycerides 
4. Hydrogenated Lard 

Glycerides 
5. Lard 
6. Hydrogenated Lard (6) 

Malic Acid & Sodium Malate Year 2001: Final Report on the Safety Assessment of 
Malic Acid and Sodium Malate 
 
No proposed add-ons 

1. Malic Acid 
2. Sodium Malate (2) 
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Group/INGREDIENT NAME 
 

Structure/Formula/Description/Rationale Ingredient Group with 
Potential Add-ons 

(Total # in Ingredient Group) 
SODIUM SULFATE Year 2000: Final Report on the Safety Assessment of 

Sodium Sulfate 
 
No proposed add-ons 

1. Sodium Sulfate (1) 

(Potential # of Ingredients: 115) 14 proposed re-review reports      
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                                                                                                        Commitment & Credibility since 1976 

 
Memorandum 

 
 
To:  CIR Expert Panel Members and Liaisons 
From:  Bart Heldreth, PhD, Chemist 
Date:  February 20, 2015 
Subject:  Request for Endorsement of a Review Strategy for Algae ingredients as Used in Cosmetics 
 
The Panel is being asked to answer one primary question: 

1. Sixty-six algae derived ingredients are being proposed for review in one new report (plus any that 
result from the reassignment of the non-specific algae names).  Should an SLR be prepared which 
includes all of these ingredients? 

In 2013, CIR staff proposed a grouping derived from various organisms that fit under the vague term “Algae,’” 
based on the high frequency of use (805 per FDA’s VCRP 2013; 827 uses per year 2015 data) of the equally 
vague ingredient Algae Extract.  Additionally, there are two other ingredients that utilize this vague 
nomenclature, specifically Algae and Hydrolyzed Algae Extract (both of which have reported uses).  Currently, 
these ingredients are in the INCI Dictionary with definitions which describe their sources as “obtained from 
various species of Algae.”  Even if these three ingredients are chosen for “retirement,” products containing these 
ingredients will likely continue to be on store shelves for years to come (as “retirement” does not ban the use of 
these ingredient names, but only restricts the use of this nomenclature from new requests from suppliers).  
Accordingly, based on the very high frequency of use, the Panel should conclude on the safety of these 
ingredients, even if to simply state that the data are insufficient to support a conclusion of safety, for lack of any 
identifying analysis. 
 
At the March 2014 CIR Expert Panel Meeting, Dr. Rex Lowe provided an informative presentation on the 
taxonomy, biodiversity, and non-cosmetic uses of algae.  Therein, Dr. Lowe classified each algae ingredient, 
which had a distinct genus and species name, as Blue Green, Brown, Red, Green, Euglenoid, Diatom, or 
Haptophyte.  Ingredients classified as Brown Algae (66 of them) constituted the group with the highest numbers 
of reported use (2015 VCRP: Fucus Vesiculosus Extract (262) and Laminara Digita Extract (227)) out of all of 
the algae derived cosmetic ingredients (other than “Algae Extract”).  Dr. Lowe mentioned that brown algae 
products are safely used in a number of non-cosmetic applications including frozen foods, dessert gels, candies, 
cheeses, electrophoretic media, castings and impressions, and radiology suspending agents.   
 
At the September 2014 CIR Expert Panel Meeting, the liaison for the Council indicated that the INCI 
Committee and Staff were working to address the nomenclature issues recited above.   
 
It is our understanding that these nomenclature issues have now essentially been resolved, and will result in the 
retirement of these non-specific names and reassignment to specific genus/species names. Some of these 
reassignments represent ingredients already in the INCI Dictionary (e.g., Fucus Vesiculosus Extract and 
Laminara Digita Extract), and some represent ingredients that will require new names (i.e., new ingredient 
monographs added to the INCI Dictionary). 
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Accordingly, the Panel could choose to review in one report the Brown Algae-derived ingredients, as described 
below, plus any newly named brown algae-derived ingredients that result from the reassignment of the non-
specifically named algae ingredients, in one report.  
 
1. Agarum Cribrosum Extract 
2. Alaria Esculenta Extract 
3. Cladosiphon Novae-

Caledoniae Extract 
4. Cladosiphon Okamuranus 

Extract 
5. Cystoseira 

Amentacea/Caespitosa 
Branchycarpa Extract 

6. Cystoseira Baccata Extract 
7. Cystoseira Compressa 

Extract 
8. Cystoseira Compressa 

Powder 
9. Cystoseira Tamariscifolia 

Extract 
10. Dictyopteris Membranacea 

Extract 
11. Dictyota Coriacea Extract 
12. Durvillea Antartica Extract 
13. Ecklonia Cava Extract 
14. Ecklonia Kurome Extract 
15. Ecklonia Kurome Powder 
16. Ecklonia Laminaria Extract 
17. Ecklonia Maxima Extract 
18. Ecklonia Maxima Powder 
19. Ecklonia Radiata Extract 
20. Eisenia Arborea Extract 
21. Fucoxanthin 
22. Fucus Serratus Extract 
23. Fucus Vesiculosus Extract 
24. Fucus Vesiculosus Powder 
25. Halopteris Scoparia Extract 

26. Himanthalia Elongata 
Extract 

27. Himanthalia Elongata 
Powder 

28. Hizikia Fusiforme Extract 
29. Hydrolyzed Fucus 

Vesiculosus Extract  
30. Hydrolyzed Fucus 

Vesiculosus Protein  
31. Kappaphycus Alvarezii 

Extract 
32. Kassou 
33. Kousou 
34. Kousou Ekisu 
35. Laminaria Angustata Extract 
36. Laminaria Cloustoni Extract 
37. Laminaria Digitata Extract 
38. Laminaria Hyperborea 

Extract 
39. Laminaria Japonica Extract 
40. Laminaria Longissima 

Extract 
41. Laminaria Ochotensis 

Extract 
42. Laminaria Ochroleuca 

Extract 

43. Laminaria Saccharina 
Extract 

44. Lessonia Nigrescens Extract 
45. Lessonia Nigrescens Powder 
46. Macrocystis Pyrifera (Kelp) 
47. Nereocystis Leutkeana 

Extract 
48. Nostoc Flagelliforme 

Extract 
49. Pelvetia Canaliculata 

Extract 
50. Pelvetia Siliquosa Extract 
51. Phyllacantha Fibrosa Extract 
52. Pyrocystis Noctiluca Extract 
53. Pytocystis Noctiluca Lysate 
54. Rissoella Verruculosa 

Extract 
55. Sahel Scenedesmus Extract 
56. Sargachromanol D 
57. Sargachromanol E 
58. Sargachromanol F 
59. Sargassum Filipendula 

Extract 
60. Sargassum Fulvellum 

Extract 
61. Sargassum Fusiforme 

Extract 
62. Sargassum Horneri Extract 
63. Sargassum Muticum Extract 
64. Sargassum Vulgare Extract 
65. Sphacelaria Scoparia Extract 
66. Undaria Pinnatifida Extract 

 

Fucus vesiculosus Laminara digita 
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Memorandum 

 
 
To:  CIR Expert Panel Members and Liaisons 
From:  Bart Heldreth, PhD, Chemist 
Date:  January 15, 2015 
Subject:  Request for Endorsement of a Review Strategy for Rosa canina ingredients as Used in 

Cosmetics 
 
The Panel is being asked to answer one primary question: 

1. Eleven ingredients were proposed for review as a Rosa canina group, as recited on the 2015 
priorities list.  Should an SLR be prepared which includes all of these ingredients? 

In 2014, CIR staff proposed a grouping derived from various plant parts, by various methods, for one report on 
Rosa canina ingredients.  This grouping was based on a lead ingredient, Rosa Canina Fruit Extract, which had 
343 reported uses according to the FDA’s VCRP in 2014. 
 
The grouping, as approved in the finalized 2015 priority list, was: 
 

1. Rosa Canina Fruit Extract  
2. Rosa Canina Bud Extract 
3. Rosa Canina Flower 
4. Rosa Canina Flower Extract 
5. Rosa Canina Flower Powder 
6. Rosa Canina Fruit 

7. Rosa Canina Fruit Juice 
8. Rosa Canina Leaf Extract 
9. Rosa Canina Seed 
10. Rosa Canina Seed Extract 
11. Rosa Canina Seed Powder 

 
 
CIR staff proposed grouping these ingredients in one report, which may result in different conclusions for 
certain subsets of ingredients.  Similarly to the recent decision in the report on Camellia sinensis-derived 
ingredients, the Panel has the option of reviewing all of these ingredients together, even though they are derived 
from different plant parts and may result in different conclusions.  (In Camellia sinensis-Derived Ingredients, 
the Panel concluded that leaf-derived ingredients are safe in cosmetic products when formulated to be non-
sensitizing, but for ingredients derived from all other plant parts the Panel concluded that the available data are 
insufficient to assess the safety.) The Panel is asked to decide whether the SLR should include all of these 
ingredients  
 
**Update (2/20/2015): In accordance with the “SSC comments strategies Rosa shea sunflower,” add Rosa 
Canina Flower Oil? 
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Memorandum 

 
 
To:  CIR Expert Panel Members and Liaisons 
From:  Bart Heldreth, PhD, Chemist 
Date:  January 15, 2015 
Subject:  Request for Endorsement of a Review Strategy for Butyrospermum parkii (Shea) ingredients as 

Used in Cosmetics 
 
The Panel is being asked to answer one primary question: 

1. Eight ingredients were proposed for review as a Butyrospermum parkii (shea) group, as recited on 
the 2015 priorities list.  Should an SLR be prepared which includes all of these ingredients? 

In 2014, CIR staff proposed a grouping derived from various plant parts, by various methods, for one report on 
Butyrospermum parkii (shea) ingredients.  This grouping was based on a lead ingredient, Butyrospermum Parkii 
(Shea) Butter Extract, which had 395 reported uses according to the FDA’s VCRP in 2014. 
 
The grouping, as approved in the finalized 2015 priority list, was: 
 
1. Butyrospermum Parkii (Shea) Butter 

Extract 
2. Butyrospermum Parkii (Shea) Butter 

Unsaponifiables  
3. Butyrospermum Parkii (Shea) Nut 

Extract  

4. Butyrospermum Parkii (Shea) Nut Shell Powder  
5. Butyrospermum Parkii (Shea) Seedcake Extract  
6. Hydrogenated Shea Butter  
7. Hydrogenated Shea Oil  
8. Hydrolyzed Shea Seedcake Extract 

 
 
CIR staff proposed grouping these ingredients in one report, which may result in different conclusions for 
certain subsets of ingredients.  Similarly to the recent decision in the report on Camellia sinensis-derived 
ingredients, the Panel has the option of reviewing all of these ingredients together, even though they are derived 
from different plant parts and may result in different conclusions.  (In Camellia sinensis-Derived Ingredients, 
the Panel concluded that leaf-derived ingredients are safe in cosmetic products when formulated to be non-
sensitizing, but for ingredients derived from all other plant parts the Panel concluded that the available data are 
insufficient to assess the safety.) The Panel is asked to decide whether the SLR should include all of these 
ingredients  
 
**Update (2/20/2015): In accordance with the “SSC comments strategies Rosa shea sunflower,” add 
Butyrospermum Parkii (Shea) Butter?  This ingredient was previously reviewed as part of the recent Plant Oils 
report.  According to the memo from the Council, Butyrospermum Parkii (Shea) Butter Extract is derived from 
Butyrospermum Parkii (Shea) Butter. 
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Memorandum 

 
 
To:  CIR Expert Panel Members and Liaisons 
From:  Bart Heldreth, PhD, Chemist 
Date:  January 15, 2015 
Subject:  Request for Endorsement of a Review Strategy for Helianthus annuus (Sunflower) ingredients 

as Used in Cosmetics 
 
The Panel is being asked to answer one primary question: 

1. Thirteen ingredients were proposed for review as a Helianthus annuus (sunflower) group, as recited 
on the 2015 priorities list.  Should an SLR be prepared which includes all of these ingredients? 

In 2014, CIR staff proposed a grouping derived from various plant parts, by various methods, for one report on 
Helianthus annuus (sunflower) ingredients.  This grouping was based on a lead ingredient, Helianthus Annuus 
(Sunflower) Seed Extract, which had 344 reported uses according to the FDA’s VCRP in 2014. 
 
The grouping, as approved in the finalized 2015 priority list, was: 
 

1. Helianthus Annuus (Sunflower) Seed 
Extract 

2. Helianthus Annuus (Sunflower) Extract 
3. Helianthus Annuus (Sunflower) Flower 

Extract 
4. Helianthus Annuus (Sunflower) Seed 
5. Helianthus Annuus (Sunflower) Seed 

Butter 
6. Helianthus Annuus (Sunflower) Seedcake 

7. Helianthus Annuus (Sunflower) Seed 
Extract 

8. Helianthus Annuus (Sunflower) Seed Flour 
9. Helianthus Annuus (Sunflower) Seed Wax 
10. Helianthus Annuus (Sunflower) Sprout 

Extract 
11. Hydrogenated Sunflower Seed Extract 
12. Hydrolyzed Sunflower Seed Wax 
13. Ozonized Sunflower Seed Oil 

 
 
CIR staff proposed grouping these ingredients in one report, which may result in different conclusions for 
certain subsets of ingredients.  Similarly to the recent decision in the report on Camellia sinensis-derived 
ingredients, the Panel has the option of reviewing all of these ingredients together, even though they are derived 
from different plant parts and may result in different conclusions.  (In Camellia sinensis-Derived Ingredients, 
the Panel concluded that leaf-derived ingredients are safe in cosmetic products when formulated to be non-
sensitizing, but for ingredients derived from all other plant parts the Panel concluded that the available data are 
insufficient to assess the safety.) The Panel is asked to decide whether the SLR should include all of these 
ingredients  
 
**Update (2/20/2015): In accordance with the “SSC comments strategies Rosa shea sunflower,” delete 
Ozonized Sunflower Seed Oil and add Helianthus Annuus (Sunflower) Leaf/Stem Extract? 

Distributed for Comment Only -- Do Not Cite or Quote 

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


Distributed for Comment Only -- Do Not Cite or Quote 



Distributed for Comment Only -- Do Not Cite or Quote 


	ADMIN1_mar_2015
	032015Panel Memo
	U                                                                                              Commitment & Credibility since 1976
	Report Strategies and Priorities

	032015agenda
	Agenda

	133rdMinutes
	2016 Priorities Cover Memo
	Attachment 1 - Draft 2016 Priority List with Ingredient Groups
	Draft 2016 CIR Priority List with Ingredient Groupings
	2016 CIR Re-Review Priority List

	Algae Brown
	Commitment & Credibility since 1976

	Rosa canina
	Commitment & Credibility since 1976

	Shea
	Commitment & Credibility since 1976

	Sunflower
	Commitment & Credibility since 1976

	1-CIR SSC comments strategies Rosa shea sunflower



