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Welcome to the June 2018 CIR Expert Panel Meeting. This is the first meeting where our new analysts
(Alice (AA) and Priya (PC)) and staff toxicologist (Jinqiu (JZ)) have items to discuss at the Panel meeting
table. So, we are fully staffed for the 1st time since last June and we are all set for our second Panel
meeting of 2018.
Enclosed are the agenda and accompanying materials for the 147th CIR Expert Panel Meeting to be
held on June 4 - 5, 2018. The location is the same as the last meeting – the Darcy Hotel, 1515 Rhode
Island Avenue, NW, Washington, District of Columbia, 20005-5595. Phone: (202) 232-7000.
The meeting agenda includes the consideration of 14 reports advancing in the review process, including
4 final reports, 2 tentative reports, 4 draft reports, and 4 re-reviews. Three of these items will be
published later, in our Wave 2 supplement: Acrylates Copolymers, Salicylates, and Silicates. Also on
the agenda is the finalization of the CIR 2019 Priorities.
With regard to the Hair Dye Epidemiology guidance document, we have an expert who has agreed to
1) evaluate all of the currently available epidemiology studies that investigated the potential
association between hair dye use and breast cancer, 2) reconcile the disparities in the results of those
studies, and 3) provide the Panel with a concise summary. If that work is completed in time for the
June Panel meeting, we will present it for an initial review (thus it is marked “(tentative)” on the
meeting agenda).
Schedule and hotel accommodations
We have reserved rooms for the nights of Sunday, June 3rd and Monday, June 4th at the Darcy Hotel. If
you encounter travel problems, please contact Monice on her cell phone at 703-801-8156.
Team Meetings
Draft Reports - there are 4 draft reports for review.
1. Vinylpyrrolidone Polymers (agenda and flash drive name – Vinylpyrrolidone Polymers) – This is
the first time that the Panel is seeing this report on Vinylpyrrolidone Polymers. In April 2018, a
Scientific Literature Review (SLR) was issued with an invitation for submission of data on this
ingredient. According to the Dictionary, most of these ingredients function as film formers in
cosmetics.
The following were received from the Personal Care Products Council (Council) and
incorporated herein: use concentration data, comments, a human controlled use test of an eye
shadow containing 12.22% VP/Hexadecene Copolymer, and a human 48-h patch test of a
cosmetic base containing 14.95% VP/Hexadecene Copolymer.

1620 L Street, NW Suite 1200, Washington, DC 20036
(Main) 202-331-0651 (Fax) 202-331-0088
(Email) cirinfo@cir-safety.org (Website) www.cir-safety.org

Distributed for comment only -- do not cite or quote

It should be noted that the Panel has evaluated the safety of, and issued conclusions (in
published reports) on, ingredients that are similar to the 22 ingredients that are being reviewed
for the first time in this safety assessment. Collectively, the Final Reports that are included in
this package correspond to the 8 ingredients/ingredient groups that have been reviewed by the
Panel. Furthermore, data from these reports are summarized in this Draft Tentative Report,
where appropriate.
After reviewing these documents, if the available data are deemed sufficient to make a
determination of safety, the Panel should issue a Tentative Report with a safe as used, safe with
qualifications, or unsafe conclusion. If the available data are insufficient, the Panel should issue
an Insufficient Data Announcement (IDA), specifying the data needs therein.
2. Organo-Titanium Ingredients (agenda and flash drive name – Organo-Titanium Ingredients).
This is the first time that the Panel is seeing this report on 5 organo-titanium ingredients. In
March 2018, the SLR was posted for public comment with a request for additional data.
Concentration of use data; a human dermal irritation and maximization test on products
containing 0.4% Isopropyl Titanium Triisostearate; an in vitro ocular irritation assay and an
HRIPT on foundation topcoats containing 0.102% Isopropyl Titanium Triisostearate; and a
human phototoxicity test on a pressed powder containing 0.004% Isopropyl Titanium
Triisostearate, as well as comments, were received from the Council and incorporated herein.
An HRIPT on an eye powder containing 1.4% Isopropyl Titanium Triisostearate (received on 5-82018) will be included in the Wave 2 data submission.
After reviewing these documents, if the available data are deemed sufficient to make a
determination of safety, the Panel should identify matters to be addressed in the Discussion, and
then issue a Tentative Report with a safe as used, safe with qualifications, or unsafe conclusion.
If the available data are insufficient, the Panel should issue an IDA, specifying the data needs
therein.
3. Hydrogen Peroxide (agenda and flash drive name – Hydrogen Peroxide). This is the first time
that the Panel is seeing this ingredient as used in cosmetic formulations. In April 2018, the SLR
was posted for public comment with a request for additional data. Concentration of use data
and comments were received from the Council and addressed.
According to FDA’s VCRP and the Council survey, Hydrogen Peroxide is reported to be used in
hair dyes up to 15% in a professional product (that is diluted for use) and at up to 12.4% in
consumer hair dyes and colors formulations; Hydrogen Peroxide is reported to be used in a total
of 250 hair-coloring formulations. Hydrogen Peroxide is also used in other categories of
ingredients, including formulations that result in dermal leave-on exposure at up to 3% in the
category of other shaving preparations. There are reported to be 93 formulations that come in
contact with mucous membranes and may result in incidental ingestion, including at up to 4.6%
in dentifrices.
After reviewing these documents, if the available data are deemed sufficient to make a
determination of safety, the Panel should identify matters to be addressed in the Discussion, and
then issue a Tentative Report with a safe as used, safe with qualifications, or unsafe conclusion.
If the available data are insufficient, the Panel should issue an IDA, specifying the data needs
therein.
4. Acrylates Copolymers (agenda and Wave2 file name – Acrylates Copolymers). This report was
originally published in 2002. At the March 2018 meeting, the Panel reviewed a strategy memo
on the re-review of Acrylates Copolymers. The Panel stated that it was appropriate to
consolidate most of the related ingredients into this re-review. However, the Panel determined
that Ethyl Methacrylate (not a polymer) and Glyceryl Polymethacrylate and Glyceryl
Acrylate/Acrylic Acid Copolymer (to be reviewed in the near future as a family because of
frequency of use of Glyceryl Polymethacrylate) would not be included. Additionally,
Acrylates/VA Copolymer is being included in another report grouping, and will not be included in
this re-review. Further updates to this report are yet in process and the Draft Amended Report
will be made available no later than in the Wave 2 supplemental files distribution.
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Draft Tentative Reports – there are 2 draft tentative reports.
1. Polyol Phosphates (agenda and flash drive name – Polyol Phosphates). In March 2018, the
Panel issued an IDA with the following data requests:
a. Method of manufacture and impurities data on Disodium Glucose Phosphate,
Manganese Fructose Diphosphate, Sodium Mannose Phosphate, Trisodium Fructose
Diphosphate, Xylityl Phosphate, and Zinc Fructose Diphosphate
b. Chemical characterization data on Xylityl Phosphate
c. Absorption, distribution, metabolism, and excretion (ADME) data on Disodium Glucose
Phosphate, Manganese Fructose Diphosphate, Sodium Mannose Phosphate, Trisodium
Fructose Diphosphate, Xylityl Phosphate, and Zinc Fructose Diphosphate
d. Skin sensitization data (animal or human) on Phytic Acid at the highest maximum use
concentration of 2% or on a cosmetic product containing 2% Phytic Acid
Data were received in response to the request for skin sensitization data:
d. HRIPT (occlusive patches) on a leave-on product containing 0.1% Sodium Phytate
d. HRIPTs (occlusive patches) on 2 rinse-off products containing 0.05% Sodium Phytate
(both, 1% dilution yielding effective test concentration = 0.0005%)
d. HRIPT (semi-occlusive patches) on a leave-on product containing 0.05% Sodium
Phytate
d. HRIPT (occlusive patches) on a moisturizer containing 5% Phytic Acid
d. Maximization test on a face gel containing 0.25% Phytic Acid and a clear liquid
containing 1% Sodium Phytate
Additional data were also received:
•
•
•

Single (24-h) insult patch test on a product containing 0.25% Phytic Acid
Human photosensitization test on a clear liquid containing 1% Sodium Phytate
TM
EpiOcular viability assay for ocular irritation potential on a product containing 50%
Sodium Phytate (in 49% water, 1% alcohol)

Two additional HRIPTs on products containing 1% Phytic Acid (received on 5-7-2018) will be
included in the Wave 2 data submission. However, no data were submitted in response to the
other requests (a, b, and c).
If the available data are still insufficient, the Panel should issue a Tentative Report with an
insufficient data conclusion. The Panel also has the option of issuing a Tentative Report with a
safe as used, safe with qualifications, or unsafe conclusion, if deemed appropriate after further
review of the available data.
2. Polyfluorinated Polymers (agenda and flash drive name – Polyfluorinated Polymers). In March
2018, the Panel issued an IDA for these 12 polyfluorinated polymers. The Panel’s data needs
were:
a. Method of manufacture and impurities data
b. Skin sensitization data on PTFE at the highest maximum use concentration of 13%
To date, the following data have been received from the Personal Care Products Council
(Council) in response to the IDA:
a. Impurities data on PTFE
b. An HRIPT on an eye shadow containing 6% PTFE and a 24-h patch test on an eye
shadow containing 12% PTFE
These data are included for the Panel’s review and are summarized and highlighted in the text
of the draft Tentative Report on Polyfluorinated Polymers. An HRIPT on a product containing
9% PTFE (received on 5-8-2018) will be included in the Wave 2 data submission.
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If the available data are still insufficient, the Panel should issue a Tentative Report with an
insufficient data conclusion. The Panel also has the option of issuing a Tentative Report with a
safe as used, safe with qualifications, or unsafe conclusion, if deemed appropriate after further
review of the available data.
Draft Final Reports - there are 4 draft final reports for consideration (including two amended
reports). After reviewing these drafts, especially the rationales provided in the Discussion sections, the
Panel should issue them as Final Reports, as appropriate.
1. Eucalyptus (agenda and flash drive name – Eucalyptus). At the March 2018 meeting, the Panel
issued a Tentative Report with the conclusion that these 6 ingredients are safe in cosmetics in the
present practices of use and concentration described in this safety assessment when formulated
to be non-sensitizing.
No new data have been discovered or submitted since the Tentative Report was announced.
The data that were submitted in Wave 2 and Wave 3 prior to the March 2018 meeting have been
incorporated into the report and highlighted in yellow. This includes data on Eucalyptus Globulus
Leaf Extract (characterization, method of manufacture, and chemical/physical properties),
Eucalyptus Globulus Leaf Oil (animal and human dermal irritation, human ocular irritation, and
human sensitization), and eucalyptol (acute dermal toxicity and dermal irritation in rabbits).
ADME data on eucalyptol from the CIR rosemary report were also added.
The Panel should carefully review the Abstract, Discussion, and Conclusion of this report. If
these are satisfactory, the Panel should issue a Final Report.
2. Ginkgo biloba-Derived Ingredients (agenda and flash drive name – Ginkgo). In March 2018, the
Panel issued a Tentative Report with the conclusion that the data are insufficient to determine the
safety of these 10 Ginkgo biloba-derived ingredients. The Panel’s data needs were:
a. Method of manufacturing, composition, and impurities data for each of these ingredients,
except Ginkgo Biloba Meristem Cell;
b. 28-Day dermal toxicity data for each of these ingredients,
c. Dependent on the results of these studies, additional data on other toxicological endpoints,
such as developmental and reproductive toxicity and carcinogenicity, may be needed;
d. Dermal irritation and sensitization data at leave-on use concentrations; and
e. Ocular irritation data, if available.
Since the March Panel meeting, CIR has received the following data, which have been incorporated
into the report and have been designated with highlighting in the text and tables.
Responsive to needs:
1) HRIPT on test material containing 0.0005% Ginkgo Biloba Leaf Extract
Also received:
• Results of the concentration of use survey for Gingko Leaf Cell Extract
• Updated concentration of use for the other Ginkgo biloba-derived ingredients
o maximum use concentration for Ginkgo Biloba Leaf Extract in face and neck
products decreased from 1% to 0.1%
o the new overall maximum concentration of use for Ginkgo Biloba Leaf Extract in
leave-on products is 0.24%
None of the requested data were received. However, the Panel should note that there is a HRIPT on
0.2% Ginkgo Biloba Leaf Extract in the report and the new maximum concentration of use for Ginkgo
Biloba Leaf Extract in leave-on products is 0.24%.
The Panel should carefully consider and discuss the available data, the comments from the CIR SSC,
and the current Abstract, Discussion, and Conclusion presented in this report. The Panel should
either issue a Final Report with the current insufficient data conclusion or revise the Conclusion and
issue a revised Tentative Report.
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3. Polyaminopropyl Biguanide (agenda and flash drive name – Polyaminopropyl Biguanide). At the
December 4-5, 2017 Panel meeting, the Draft Final Report on Polyaminopropyl Biguanide was
tabled in response to a commitment from the cosmetics industry to complete a 100-person HRIPT
of a product containing Polyaminopropyl Biguanide. The Panel was informed that a task force that
will be overseeing this project was being formed, and that the Panel would receive on-going
updates relating to this project.
Thus far the Panel has not received any such updates. According to the CIR Procedures, if a
commitment to test is undertaken, an ingredient shall remain under review by the Panel and the
Panel shall defer preparation of a Final Report, unless the Panel determines that the work is not
being pursued promptly and diligently or that interim results indicate a reasonable likelihood that a
health hazard exists. An update at the June 4-5, 2018 Panel meeting is anticipated.
It should be noted that, at the September 11-12, 2017 Panel meeting, the Panel issued a
Tentative Report with a conclusion stating that the available data are insufficient to make a
determination, stating that in addition to the above HRIPT, the data needs included:
•

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

To date, although a commitment to perform the HRIPT was indicated, the consumer use data
stated above have neither been received, nor has a similar commitment been made to produce
such data.
If, after consideration of the Draft Final Report, the Panel determines that the work to fill the
above data gaps is not being pursued promptly and diligently, a Final Report with an insufficient
data conclusion should be issued at this meeting. If a Final Report with an insufficient data
th
conclusion is issued at this meeting, interested parties will have until June 5 , 2020 to
satisfactorily fill these data gaps before the conclusion is categorized as Use Not Supported by
the Data and Information Submitted to CIR (commonly, Insufficient Data – Use Not Supported (or,
just UNS)). However, if the Panel determines that the work to fill the above data gaps is
forthcoming, a reasonable deadline should be set for receipt of those data and incorporation in
the safety assessment.
4. Triphenyl Phosphate (agenda and flash drive name – Triphenyl Phosphate). At the March 2018
meeting, the Panel issued a Tentative Report with the conclusion that this ingredient is safe in
cosmetics in the present practices of use and concentration described in the safety assessment.
Prior to the March meeting, the Council provided additive HRIPT data of Triphenyl Phosphate tested at
up to 7.0% in nail products. This data have now been included in the report and highlighted in the
appropriate table. No other unpublished data were provided. A recent published study on dermal
uptake and penetration of Triphenyl Phosphate in human skin samples has been included in this Draft
Final Report and is denoted in the text with highlighting.
The CIR Science and Support Committee have also supplied comments specific to the published
references included in the “Other Relevant Studies-Endocrine Activity” section of this safety
assessment. The Panel is asked to consider the edits made in response to these comments to ensure
they are consistent with the Panel’s consensus (denoted in the text with highlighting).
The Panel should carefully review the Abstract, Discussion, and Conclusion of this safety assessment.
If these are satisfactory, the Panel should issue a Final Report.
Re-Review – there are 4 Re-Review Reports
1. Salicylates (agenda and Wave2 file name – Salicylates). Drafting of the Salicylates report is yet in
process and the Re-Review will be made available in the Wave 2 supplemental files distribution.
2. Silicates (agenda and Wave2 file name – Silicates). Drafting of the Silicates report is yet in process
and the Re-Review will be made available in the Wave 2 supplemental files distribution.
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3. Dialkyl Dimer Dilinoleates (agenda and flash drive name – Dialkyl Dimer Dilinoleates). In 2003, CIR
published the Final Report on the Safety Assessment of Diisopropyl Dimer Dilinoleate, Dicetearyl Dimer
Dilinoleate, Diisostearyl Dimer Dilinoleate, Diethylhexyl (previously dioctyl) Dimer Dilinoleate,
Dioctyldodecyl Dimer Dilinoleate, and Ditridecyl Dimer Dilinoleate. Based on the available data, the
Panel concluded that the dialkyl dimer dilinoleates named in that report are safe for use in cosmetics.
In addition to the ingredients that were included in the 2003 review, there are 2 possible “add-ons” that
have not yet been assessed by CIR. Di-C16-18 Alkyl Dimer Dilinoleate and Di-C20-40 Alkyl Dimer
Dilinoleate were added to this group due to structural and chemical similarities to the original dialkyl
dimer dilinoleates. FDA VCRP use data for this group of ingredients have been added to this report. A
concentration of use survey is underway. Both 2018 and 1998 VCRP data regarding frequency of use
suggest Diisopropyl Dimer Dilinoleate and Diisostearyl Dimer Dilinoleate are the most widely used
among the 8 ingredients included in the report. Diisopropyl Dimer Dilinoleate had 35 reported uses in
1998, and 145 reported uses in 2018. The majority of uses for this ingredient in both 1998 and 2018
were in the form of lipsticks.
A thorough search of the literature published since the report was issued in 2003 was completed,
however, no new data were found. The 2003 report is included for your review so that detailed
information is easily accessible.
The Panel should determine whether the original conclusion is still valid. If not, then the Panel should
reopen the safety assessment to amend the conclusion. If the existing conclusion is still valid, then the
Panel should determine if the report should be reopened to add the additional 2 ingredients.
4. Aluminum Starch Octenylsuccinate (agenda and flash drive name – Polysaccharide
Octenylsuccinates). In 2002, the Panel published a safety assessment with the conclusion that
Aluminum Starch Octenylsuccinate is safe as used in cosmetic formulations, provided that established
limitations imposed on heavy metal concentrations are not exceeded.
Because it has been 15 years since the safety assessment on the above ingredients was published,
the Panel is being asked to determine whether the conclusion should be reaffirmed, or, if a re-review is
warranted. Additionally, 7 add-on ingredients are being proposed for inclusion in this assessment.
According to 2018 FDA VCRP data, Aluminum Starch Octenylsuccinate is reported to be used in 786
formulations, 744 of which are in leave-on formulations; 699 uses are reported in formulations that
result in dermal contact. None of the proposed add-ons are reported to the FDA VCRP as in use.
The frequency of use of Aluminum Starch Octenylsuccinate has increased since the original safety
assessment was prepared. In 1998, Aluminum Starch Octenylsuccinate was reported to be used in
172 formulations, the majority of which resulted in dermal contact. A concentration of use survey is
currently being conducted by the Council, and once those data are received they will be incorporated
into the report. However, according to the original report, Aluminum Starch Octenylsuccinate was used
in leave-on products at concentrations of 0.5-30%.
The Panel is now being asked to consider whether a re-review is appropriate, first considering whether
the original conclusion is still valid. If the new data presented in the report simply reaffirms the original
conclusion, then is it appropriate to re-open the review to include the proposed “add-ons”?
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 4 reports to be issued as final safety assessments, followed by the remaining
reports advancing in the process (including the tentative reports, draft reports, and re-reviews); the
finalization of 2019 Priorities; and tentatively, a critique of the updated Hair Dye Epidemiology
guidance document. It is likely that the full Panel session will conclude before lunch on day 2, so plan
your travel accordingly.
Have a safe journey!
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Agenda
147 Cosmetic Ingredient Review Expert Panel Meeting
June 4th-5th, 2018
th

The Darcy Hotel
1515 Rhode Island Avenue, NW,
Washington, District of Columbia, 20005-5595
Monday, June 4

th

8:00 am

CONTINENTAL BREAKFAST

8:30 am

WELCOME TO THE 147 EXPERT PANEL TEAM MEETINGS

8:45 am

TEAM MEETINGS

th

Dr. Marks’ Team*

Drs. Bergfeld/Heldreth
Drs. Marks/Belsito

Dr. Belsito’s Team

DAR (MF)

Acrylates Copolymers

Admin (BH)

Priorities

RR (PC)

Dialkyl Dimer Dilinoleates

Admin (BH/JZ)

Hair Dye Epidemiology (tentative)

RR (AA)

Polysaccharide Octenylsuccinates

FR (WJ/JZ)

Polyaminopropyl Biguanide

FR (CB)

Triphenyl Phosphate

TR (WJ)

Polyol Phosphates

FR (CB)

Ginkgo

TR (WJ)

Polyfluorinated Polymers

RR (CB)

Silicates

DR (WJ)

Organo-Titanium Ingredients

FR (LB)

Eucalyptus

DR (WJ)

Vinylpyrrolidone Polymers

DR (LB)

Hydrogen Peroxide

RR (WJ)

Salicylates

Admin (BH)

Priorities

RR (PC)

Dialkyl Dimer Dilinoleates

Admin (BH/JZ)

Hair Dye Epidemiology (tentative)

RR (AA)

Polysaccharide Octenylsuccinates

FR (WJ/JZ)

Polyaminopropyl Biguanide

FR (CB)

Triphenyl Phosphate

TR (WJ)

Polyol Phosphates

FR (CB)

Ginkgo

TR (WJ)

Polyfluorinated Polymers

RR (CB)

Silicates

DR (WJ)

Organo-Titanium Ingredients

FR (LB)

Eucalyptus

DR (WJ)

Vinylpyrrolidone Polymers

DR (LB)

Hydrogen Peroxide

RR (WJ)

Salicylates

DAR (MF)

Acrylates Copolymers

FR: Final Report
TR: Tentative Report
DR: Draft Report
DAR: Draft Amended 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, June 5

th

8:00 am

CONTINENTAL BREAKFAST

8:30 am

WELCOME TO THE 147

8:45 am

Admin

9:00 am

DIRECTOR’S REPORT

9:10 am

FINAL REPORTS, REPORTS ADVANCING TO THE NEXT LEVEL, OTHER ITEMS

th

FULL CIR EXPERT PANEL MEETING

MINUTES OF THE MARCH 2018 EXPERT PANEL MEETING

Dr. Bergfeld
Dr. Heldreth

Final Reports
FR (LB)

Eucalyptus

FR (CB)

Triphenyl Phosphate

FR (CB)

Ginkgo

FR (WJ/JZ)

Polyaminopropyl Biguanide
Reports Advancing

TR (WJ)

Polyol Phosphates

TR (WJ)

Polyfluorinated Polymers

DR (WJ)

Organo-Titanium Ingredients

DR (WJ)

Vinylpyrrolidone Polymers

DR (LB)

Hydrogen Peroxide

DAR (MF)

Acrylates Copolymers

RR (WJ)

Salicylates

RR (PC)

Dialkyl Dimer Dilinoleates

RR (AA)

Polysaccharide Octenylsuccinates

RR (CB)

Silicates

Other Items
Admin (BH)

Priorities

Admin (BH/JZ)

Hair Dye Epidemiology (tentative)

ADJOURN - Next meeting Monday and Tuesday, September 24th – 25th, 2018, at The Darcy Hotel,
1515 Rhode Island Avenue, NW, Washington, District of Columbia, 20005-5595
FR: Final Report
TR: Tentative Report
DR: Draft Report
DAR: Draft Amended Report
RR: Re-Review

Dr. Bergfeld
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ONE HUNDRED FORTY-SIXTH MEETING
OF THE
EXPERT PANEL
March 5-6, 2018
Darcy Hotel
Washington, D.C.

Expert Panel Members
Wilma F. Bergfeld, M.D., Chair
Donald V. Belsito, M.D.

Liaison Representatives
Consumer
Thomas Gremillion, J.D.

Ronald A. Hill, Ph.D.
Curtis D. Klaassen, Ph.D.
Daniel C. Liebler, Ph.D.

Industry
Alexandra Kowcz, M.B.A.

James G. Marks, Jr., M.D.
Ronald C. Shank, Ph.D.
Thomas J. Slaga, Ph.D.
Paul W. Snyder, D.V.M., Ph.D.

Government
Linda Katz, MD., M.P.H.
(Kapal Dewan served as proxy)

Adopted (Date)
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Wilma F. Bergfeld, M.D.
Others Present at the Meeting
Alice Akinsulie
Bahar Amid
Robena Aziz
Lillian Becker
Don Bjerke
Roshil Budhram
Christina Burnett
Priya Cherian
George Daston
Kapal Dewan
Carol Eisenmann
Monice Fiume
Kristian Fried
Kevin Fries
Thomas Gremillion
Bart Heldreth
Carla Jackson
Wilbur Johnson, Jr.
Alexandra Kowcz
Dennis Laba
Jon Lacko
Julia Linthicum
Linda Loretz
Anne Marie Mater
Stefanie O’Neal
Ryan Nelson
Damani Paran
Goran Periz
David Steinberg
Jinqiu Zhu
Merle Zimmermann

CIR
Dr
FDA
CIR
P&G
L-Brands
CIR
CIR
P&G
FDA
PCPC
CIR
Colgate Palmolive
CIR
CFA
CIR
CIR
CIR
PCPC
Presperse
Estee Lauder
CIR
PCPC
Harin
KAO, USA
Rose Sheet
Allzo
FDA
Steinberg and Associates
CIR
AHPA
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MINUTES FROM THE 146th CIR EXPERT PANEL MEETING
CHAIRMAN’S OPENING REMARKS
Dr. Bergfeld welcomed the attendees to the 146th meeting of the Cosmetic Ingredient Review (CIR) Expert Panel.
She stated that 13 ingredient reports, six of which are final reports, were reviewed in Teams on the preceding day.
Dr. Bergfeld also noted that the Panel reviewed the new CIR Priority List of 16 ingredients, 6 of which are
botanicals. With this in mind, she made a plea to the cosmetics industry, having requested that the Panel receive
data on the composition of these botanical ingredients.
The Panel heard a presentation on parabens on the preceding day. Dr. Bergfeld noted that the developmental and
reproductive toxicity of parabens is a public concern and that the CIR safety assessment on this group of ingredients
is being rereviewed.
Dr. Bergfeld thanked the CIR staff for the great job that is being done in preparing safety assessments for review.
APPROVAL OF MINUTES
The minutes of the December 4-5, 2017 CIR Expert Panel meeting were unanimously approved.
DIRECTOR’S REPORT
Dr. Heldreth expressed gratitude for the Panel’s and other stakeholders’ continuing support of the Cosmetic
Ingredient Review program.
Dr. Heldreth thanked Dr. Daston for the cogent presentation made to the Panel at this meeting, and for the
significant discussion involving issues associated with parabens and reproductive and developmental toxicity (or the
lack thereof). He also reviewed CIR’s accomplishments in 2017, including the completion of the safety assessment
of 336 cosmetic ingredients and the publication of safety assessments covering 473 other ingredients in the peerreviewed International Journal of Toxicology. Dr. Heldreth also welcomed the 3 new additions to the CIR staff:
Alice Akinsulie, Priya Cherian, and Jinqiu Zhu.
With regard to visibility of CIR, Dr. Heldreth mentioned the efforts to increase CIR participation with appropriate
academies and agencies, including recent attendance by CIR staff at the 2018 meeting of the American Academy of
Dermatology, Ms. Fiume’s upcoming attendance at the national meeting of the Society of Toxicology, and an
upcoming presentation by Dr. Heldreth at the Science Symposium of the German Cosmetic, Toiletry, Perfumery,
and Detergent Association, in Frankfurt (Industrieverband Körperpflege- und Waschmittel e. V. (IKW); April 11th).
Final Safety Assessments
Alkane Diols
The CIR Expert Panel (Panel) issued a final report, with a split conclusion of safety for this ingredient family. The
Panel concluded that the following 7 alkane diols are safe in cosmetics in the present practices of use and
concentration described in the safety assessment:
Butyl Ethyl Propanediol
1,10-Decanediol
Hexanediol

Isopentyldiol
Methylpropanediol
1,5-Pentanediol*

Propanediol

*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.
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The Panel also determined that the data are insufficient to determine the safety of 1,4-Butanediol, 2,3-Butanediol,**
and Octanediol for use in cosmetic formulations.
**Not reported to be in current use. Ingredients in this group with no reported uses and a final insufficient data
conclusion are hereby moved to the “Insufficient Data – No Reported Uses” category.
Concentration of use data are needed to evaluate the safety of 1,4-Butanediol. Because 1,4-Butanediol can be
metabolized into gamma-hydroxybutyric acid (GHB), a controlled substance in the United States, the Panel stated
that it is necessary to have this data in order to determine safety for use in cosmetic formulations.
For 2,3-Butanediol and Octanediol, the following data are needed:
 Concentration of use
 28-day dermal toxicity studies
 dermal and reproductive toxicity data
 Mammalian genotoxicity studies
Furthermore, the Panel noted that 2,3-Butanediol was metabolized to diacetyl in rats; diacetyl produces pulmonary
toxicity with inhalation exposures. However, the exposure to diacetyl via metabolism would not be the same as that
from direct inhalation. Because the route of exposure would be different, and because the concentrations of use of
2,3-Butanediol in cosmetics were not provided, the Panel could not assess the risk of this metabolite.
Malic Acid and Sodium Malate
The Panel issued a final amended report with the conclusion that Malic Acid and Sodium Malate are safe in
cosmetics in the present practices of use and concentration described in the safety assessment. The conclusion of this
report supersedes the one found in the 2001 report.
Overall, the Panel considered that the available data, including the role of Malic Acid in normal metabolism and
animal toxicity data, were adequate to assess the safety of these ingredients as used in cosmetics. The Panel noted
that in formulation, a pH-dependent equilibrium exists between Malic Acid and its salts; thus, the safety profile
between Sodium Malate would not differ from Malic Acid. The Panel also noted that there are no sensitization data
for Malic Acid at the maximum leave-on use concentration of 2.1%. The results of an HRIPT found that Malic Acid
at 1% in formulation did not induce dermal sensitization. Based on the experience of the clinicians on the Panel and
the fact that Malic Acid and Sodium Malate are common chemicals in human biology, the Panel concluded that
these ingredients would not induce sensitization at use concentrations.
The Panel noted that the only significant toxic effect of Malic Acid was irritation to the skin and eyes, which would
be expected for acids. Since Malic Acid is used as a pH adjuster in cosmetics, the irritating property of the acid
would be minimized in formulated products. The Panel also noted that use of Malic Acid in a hair spray has been
reported. The Panel thus advises consumers to minimize incidental ocular exposure of hair sprays containing Malic
Acid.
Mentha piperita (Peppermint)-Derived Ingredients
The Panel issued a final amended report with a conclusion stating that the following 7 (of 10 total) Mentha piperita
(peppermint)-derived ingredients are safe in cosmetics in the present practices of use and concentration described in
the safety assessment when formulated to be non-sensitizing:
Mentha Piperita (Peppermint) Oil
Mentha Piperita (Peppermint) Extract
Mentha Piperita (Peppermint) Leaf
Mentha Piperita (Peppermint) Leaf Cell Extract*

Mentha Piperita (Peppermint) Leaf Extract
Mentha Piperita (Peppermint) Leaf Juice*
Mentha Piperita (Peppermint) Leaf Water
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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.
The Panel noted that, because botanical ingredients are complex mixtures, there is concern that multiple botanical
ingredients in one product formulation may each contribute to the final concentration of a single shared constituent.
Therefore, when formulating products, manufacturers should avoid reaching concentrations of botanical constituents
that may cause sensitization or other adverse effects.
The Panel also concluded that the available data are insufficient to make a determination of safety for 3 of the 10
Mentha piperita (peppermint)-derived ingredients. These 3 ingredients, and the data that are needed to complete this
safety assessment, are:
Mentha Piperita (Peppermint) Flower/Leaf/Stem Extract
Mentha Piperita (Peppermint) Flower/Leaf/Stem Water**
Mentha Piperita (Peppermint) Meristem Cell Culture**
**Not reported to be in current use. Ingredients in this group with no reported uses and a final insufficient data
conclusion are hereby moved to the “Insufficient Data – No Reported Uses” category.
The data needed to formulate a conclusion of safety for these 3 ingredients comprise:
 Composition data on each of the above ingredients
o Depending on the composition data that are received, other toxicological endpoints may be needed
 Skin irritation and sensitization data
Alkyl Sultaines
The Panel issued a final report with the conclusion that the following 13 alkyl sultaines ingredients are safe in
cosmetics in the present practices of use and concentration described in the safety assessment:
Capryl Sultaine
Cetyl/Lauryl/Myristyl Hydroxysultaine*
Coco-Hydroxysultaine*
Coco-Sultaine*
Lauryl Hydroxysultaine
Lauryl Sultaine
Myristyl Sultaine*

Cocamidopropyl Hydroxysultaine
Erucamidopropyl Hydroxysultaine
Lauramidopropyl Hydroxysultaine*
Myristamidopropyl Hydroxysultaine*
Oleamidopropyl Hydroxysultaine*
Tallowamidopropyl Hydroxysultaine*

*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 sultaines are structurally related to betaines and are sometimes referred to as sulfobetaines. Each of the
ingredients named in this report is a sulfopropyl quaternary ammonium salt. The Panel noted gaps in the available
safety data for some of the alkyl sultaines in this safety assessment. Because of structural similarities among the
ingredients in the report, data on some of the ingredients can be used to support the safety of ingredients for which
no data are available.
The Panel expressed concern that 3,3-dimethylaminopropylamine (DMAPA) and related amines that may exist as
impurities in the amidopropyl hydroxysultaine ingredients could cause sensitization. Dermal sensitization was not
observed in animal or human studies of Cocamidopropyl Hydroxysultaine and Lauramidopropyl Hydroxysultaine,
and suppliers have reported that DMAPA impurities are at extremely low levels (< 3 ppm). The Panel noted that the
manufacturing processes for each of the amidopropyl hydroxysultaine ingredients are generally similar and are
expected to produce the same impurities. In quantitative risk assessments (QRAs) submitted to support the safety of
Cocamidopropyl Betaine and related fatty acid amidopropyl betaines, conservative weight-of-evidence (WoE) no
expected sensitization induction levels (NESILs) were calculated to be 425 μg/cm2 for DMAPA. Based on 1) this
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NESIL, 2) the lack of reported sensitization to the amidopropyl hydroxysultaine ingredients in the literature, and 3)
the use concentrations of the these ingredients, DMAPA would likely be well below doses expected to induce
sensitization; however, to ensure that sensitization does not occur in consumers, the Panel urges manufacturers to
minimize the content of DMAPA and related sensitizing agents in cosmetic formulations.
Zinc Salts
The Panel issued a final report with the conclusion that the 27 zinc salts listed below are safe in cosmetics in the
present practices of use and concentration described in the safety assessment when formulated to be non-irritating.
Zinc Acetate
Zinc Ascorbate
Zinc Ascorbate Hydroxide*
Zinc Aspartate
Zinc Carbonate
Zinc Carbonate Hydroxide*
Zinc Chloride
Zinc Chloride Hydroxide*
Zinc Citrate

Zinc Cysteinate*
Zinc Gluconate
Zinc Glutamate*
Zinc Glycinate
Zinc Hexametaphosphate*
Zinc Hydroxide
Zinc Lactate
Zinc Laurate
Zinc Myristate

Zinc Neodecanoate*
Zinc Nitrate*
Zinc Palmitate*
Zinc Phosphate
Zinc Ricinoleate
Zinc Salicylate
Zinc Stearate
Zinc Sulfate
Zinc 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.
The CIR Science and Support Committee (CIR SSC) proposed that Zinc Oxide should be added to this report. The
Panel did not find it appropriate to add this ingredient, stating that the bonds between zinc and oxygen bear
considerable covalent character, and covalent bonding was the rationale for excluding another ingredient (i.e., Zinc
Sulfide) from the report.
Noting that there are specific limits for zinc metal exposure via oral care products (resulting from these zinc salts),
the Panel cautioned that zinc salts are rapidly absorbed from the gastrointestinal tract, and that zinc ingredients in
oral care products would have high bioavailability. However, concern about systemic effects was mitigated by low
use concentrations and by low toxicity of these ingredients in oral exposures.
Mixed results were obtained in genotoxicity studies. The Panel determined, however, that the weight of the evidence
indicated these ingredients are not genotoxic.
The Panel also noted epidemiology studies reporting an association between high levels of dietary zinc supplements
and the incidence of prostate cancer. The authors of the studies acknowledged that they were unable to exclude
effects of several confounding factors, and an association between excess (or high-level) zinc intake and prostate
cancer remains unclear.
Hamamelis virginiana (Witch Hazel)-Derived Ingredients
The Panel issued a final report with the conclusion that the following 8 Hamamelis virginiana (witch hazel)-derived
ingredients are safe in cosmetics in the present practices of use and concentration described in the safety assessment
when formulated to be non-irritating and non-sensitizing.
Hamamelis Virginiana (Witch Hazel) Bark/Leaf
Extract*
Hamamelis Virginiana (Witch Hazel)
Bark/Leaf/Twig Extract
Hamamelis Virginiana (Witch Hazel) Bark/Twig
Extract*

Hamamelis Virginiana (Witch Hazel) Extract
Hamamelis Virginiana (Witch Hazel) Flower Water
Hamamelis Virginiana (Witch Hazel) Leaf Extract
Hamamelis Virginiana (Witch Hazel) Leaf Water
Hamamelis Virginiana (Witch Hazel) Water
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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.
The Panel examined the oral toxicity, genotoxicity, carcinogenicity, dermal irritation, and sensitization studies of
Hamamelis virginiana (witch hazel)-derived ingredients. However, because these ingredients are astringents and
therefore may be irritating, and because these may be used in products applied near the eyes and mucous
membranes, the Panel specified that products containing Hamamelis virginiana (witch hazel)-derived ingredients
must be formulated to be non-irritating.
The Panel noted that, because botanical ingredients are complex mixtures, there is concern that multiple botanical
ingredients in one product formulation may each contribute to the final concentration of a single shared constituent.
Therefore, when formulating products, manufacturers should avoid reaching concentrations of botanical constituents
that may cause sensitization or other adverse effects.
According to US FDA Voluntary Cosmetic Registration Program (VCRP) data received in 2018, Hamamelis
Virginiana (Witch Hazel) Extract is reported to be used in 393 formulations (305 in leave-on formulations, 86 in
rinse-off formulations, and 2 in formulations that are diluted for the bath). Hamamelis Virginiana (Witch Hazel)
Water is reported to be used in 376 formulations and Hamamelis Virginiana (Witch Hazel) Leaf Extract is reported
to be used in 218 formulations. All other in-use ingredients are reported to be used in 125 or fewer formulations.
Hamamelis Virginiana (Witch Hazel) Water has the highest reported maximum concentration of use, according to a
survey performed by the Personal Care Products Council (Council); it is used at up to 43% (in the category of other
skin care preparations). All other in-use ingredients are reported to be used at up to 4.3% or less.
Tentative Safety Assessments
Eucalyptus globulus (Eucalyptus)-Derived Ingredients
The Panel issued a tentative report for public comment for the following 6 Eucalyptus globulus-derived ingredients
with the conclusion that these ingredients are safe in cosmetics in the present practices of use and concentration
described in the safety assessment when formulated to be non-sensitizing.
Eucalyptus Globulus Leaf
Eucalyptus Globulus Leaf Extract
Eucalyptus Globulus Leaf Oil

Eucalyptus Globulus Leaf Powder
Eucalyptus Globulus Leaf/Twig Oil*
Eucalyptus Globulus Leaf Water

*Not reported to be in current use. If the ingredient in this group not in current use was to be used in the future, the
expectation is that it would be used in product categories and at concentrations comparable to others in this group.
The Panel examined the data on oral, dermal and inhalation toxicity, ocular and dermal irritation, sensitization,
reproduction, genotoxicity, and phototoxicity. The Panel also considered toxicity data on eucalyptol, a high
concentration constituent of Eucalyptus Globulus Leaf Oil and Eucalyptus Globulus Leaf/Twig Oil. The Panel noted
the lack of toxicity and the lack of irritation and sensitization at relevant concentrations of these ingredients. The
genotoxicity studies and the carcinogenicity study did not give cause for concern.
The Panel noted that, because botanical ingredients are complex mixtures, there is concern that multiple botanical
ingredients in one product formulation may each contribute to the final concentration of a single shared constituent.
Therefore, when formulating products, manufacturers should avoid reaching concentrations of botanical constituents
that may cause sensitization or other adverse effects.
According to VCRP data received in 2018, Eucalyptus Globulus Leaf Oil is reported to be used in 433 formulations
(214 leave-on formulations, 160 rinse-off formulations, and 59 formulations that are diluted for the bath). The
results of the concentration of use surveys conducted by the Council in 2017 and 2018 indicate Eucalyptus Globulus
Leaf Water is used at up to 1.4% in face and neck products; the rest of the ingredients with reported concentrations
of use are used at a maximum of 1.2%.
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Ginkgo biloba-Derived Ingredients
The Panel issued a tentative report for public comment with the conclusion that the data are insufficient to determine
the safety of the following 10 Ginkgo biloba-derived cosmetic ingredients:
Ginkgo Biloba Leaf Extract
Ginkgo Biflavones*
Ginkgo Biloba Leaf*
Ginkgo Biloba Leaf Cell Extract*
Ginkgo Biloba Leaf Powder

Ginkgo Biloba Leaf Water*
Ginkgo Biloba Meristem Cell*
Ginkgo Biloba Nut Extract
Ginkgo Biloba Root Extract*
Ginkgo Leaf Terpenoids*

*Not reported to be in current use.
The data needed to issue a conclusion of safety for these cosmetic ingredients are:
•
•
•
•
•
•

Method of manufacturing, composition, and impurities data for each of these ingredients, except Ginkgo
Biloba Meristem Cell
28-Day dermal toxicity data for each of these ingredients.
Dependent on the results of these studies, additional data on other toxicological endpoints, such as
developmental and reproductive toxicity and carcinogencity, may be needed
Dermal irritation and sensitization data at leave-on use concentrations
Ocular irritation data

The Panel considered the findings of the National Toxicology Program’s (NTP’s) carcinogenicity studies of a
Ginkgo biloba leaf extract where positive carcinogenic effects were observed in animals, especially in the high dose
groups. The Ginkgo biloba leaf extract evaluated by the NTP contained unusually high concentrations of certain
constituents that are markedly different from those found in the leaf extracts used in dietary supplements. The
NTP study administered this specific leaf extract at high doses by gavage, allowing for concentrations in the blood
that would not be achieved through cosmetic use. The leaf extract similar to that used in dietary supplements did not
produce increased incidences of cancer in a dietary study. This, combined with a long history of use of Ginkgo
biloba leaf extracts in folk medicine, indicate that the findings of the NTP’s carcinogenicity study are not relevant to
cosmetic use in humans.
Triphenyl Phosphate
The Panel issued a tentative report for public comment with the conclusion that Triphenyl Phosphate is safe in
cosmetics in the present practices of use and concentration described in the safety assessment.
The Panel found that the systemic toxicity data, including developmental and reproductive toxicity and short-term
toxicity studies, and dermal irritation and sensitization data in this report were sufficient. The Panel noted the lack of
carcinogenicity data, but this gap was mitigated by multiple genotoxicity studies that were negative. This ingredient
is only used in nail products and the maximum reported use concentration is 14.5%.
Insufficient Data Announcements
Polyfluorinated Polymers
The Panel issued an Insufficient Data Announcement (IDA) for the following 12 polyfluorinated polymer
ingredients:
Fluoropolymers
PTFE
Hexafluoropropylene/Tetrafluoroethylene Copolymer
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Fluorinated-Side-Chain Polymers
Acrylates/Perfluorohexylethyl Methacrylate
Copolymer
Behenyl Methacrylate/Perfluorooctylethyl
Methacrylate Copolymer

C6-14 Perfluoroalkylethyl Acrylate/HEMA
Copolymer
Stearyl Methacrylate/Perfluorooctylethyl
Methacrylate Copolymer

Fluorinated Polyethers
Acrylates/Methoxy PEG-23 Methacrylate/Perfluorooctyl Ethyl Acrylate Copolymer
PEG-10 Acrylate/Perfluorohexylethyl Acrylate Copolymer
Polyperfluoroethoxymethoxy Difluoroethyl PEG Diisostearate
Polyperfluoroethoxymethoxy Difluoroethyl PEG Ether
Polyfluoroethoxymethoxy Difluorohydroxyethyl Ether
Polyperfluoroethoxymethoxy Difluoromethyl Ether
The Panel determined that Polychlorotrifluoroethylene should be deleted from the group because the properties of
this chemical are very different from the other polyfluorinated polymers under review. Furthermore, following a
discussion relating to similarities and differences in chemistry within this ingredient group, the Panel determined
that these ingredients should be sub-divided into fluoropolymers, fluorinated-side-chain polymers, and fluorinated
polyethers, as indicated above.
These polyfluorinated polymers are reported to have the following functions in cosmetics: bulking agents, slip
modifiers, film formers, viscosity increasing agents, dispersing agents, skin conditioning agents, skin protectants,
and hair conditioning agents. Most of these ingredients reported to function as film formers. Additionally, these
ingredients share in common an organic polymer backbone, wherein at least some of the carbon atoms in that
backbone, or in side-chains, are perfluoronated.
According to 2017 VCRP data, PTFE is reported to be used in 377 cosmetic products (355 leave-on and 22 rinse-off
products). The results of a concentration of a use survey conducted in 2017 by the Council indicate that PTFE is
being used at concentrations up to 13% in leave-on products and at concentrations up to 2.4% in rinse-off products.
Collectively, there are no indications that the remaining 10 polyfluorinated polymers are currently in use in cosmetic
products in the US.
The Panel identified the following data needs:
•
•

Method of manufacture and impurities data
Skin sensitization data on PTFE at the highest maximum use concentration of 13%

Polyol Phosphates
The Panel issued an IDA for the following 10 polyol phosphates ingredients:
Sodium Phytate
Phytic Acid
Disodium Glucose Phosphate

Manganese Fructose
Diphosphate
Phytin
Sodium Mannose Phosphate

Trisodium Fructose Diphosphate
Trisodium Inositol Triphosphate
Xylityl Phosphate
Zinc Fructose Diphosphate

Sodium Phytate, Phytic Acid, and Trisodium Inositol Triphosphate are reported to function as chelating agents in
cosmetic products; Sodium Phytate and Phytic Acid are also reported to function as oral care agents; and Trisodium
Fructose Diphosphate is reported to function as an antioxidant in cosmetic products. The remaining ingredients have
the skin conditioning agent function in common, except for Xylityl Phosphate, which functions as a deodorant agent
and exfoliant.
According to 2017 VCRP data, the greatest use frequency is reported for Sodium Phytate, which is reported to be
used in 363 cosmetic products (225 of which are leave-on products). The results of a concentration of use survey
conducted by the Council in 2016-2017 indicate that Phytic Acid is being used at concentrations up to 2% in leave-
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on products (body and hand products [not spray]), which is the greatest use concentration that is being reported for
the polyol phosphates reviewed in this safety assessment.
The Panel issued an IDA with the following data requests on the polyol phosphates:
 Method of manufacture and impurities data on Disodium Glucose Phosphate, Manganese Fructose Diphosphate,
Sodium Mannose Phosphate, Trisodium Fructose Diphosphate, Xylityl Phosphate, and Zinc Fructose
Diphosphate
 Chemical characterization data on Xylityl Phosphate
 Absorption, distribution, metabolism, and excretion (ADME) data on Disodium Glucose Phosphate, Manganese
Fructose Diphosphate, Sodium Mannose Phosphate, Trisodium Fructose Diphosphate, Xylityl Phosphate, and
Zinc Fructose Diphosphate
 Skin sensitization data (animal or human) on Phytic Acid at the highest maximum use concentration of 2% or on
a cosmetic product containing 2% Phytic Acid
The involvement of monosaccharides (i.e., glucose, fructose, mannose, and xylose) in redox reactions was
considered by the Panel prior to determining the need for ADME data on the 6 sugar-phosphates (e.g., Trisodium
Fructose Diphosphate).
Presentation
The Panel requested further expert input on the topic of parabens and developmental and reproductive toxicity
(DART). In response, Dr. George Daston, a Victor Mills Society Research Fellow at Proctor & Gamble, presented
to the Panel on these ingredients. His briefing was titled, “Assessing the Developmental and Reproductive Toxicity
of Parabens.”
Dr. Daston acknowledged that there is a great deal of data on this subject that may at first seem quite conflicting.
However, he stressed that much of these data 1) are irrelevant to the routes of exposure associated with intended
cosmetic use, or otherwise did not account for the extensive metabolism of parabens to metabolites with no known
DART activity; 2) are the result of poorly or uncommonly designed studies; 3) were not verified by other methods
(as would traditionally be done); and/or 4) are not dose-dependent, and thereby likely erroneous. Indeed, Dr. Daston
suggested, based on the relevant data, that a pragmatic no-observed-adverse-effect-level (NOAEL) of 160
mg/kg/day could be used to calculate a conservative margin of safety (MOS) for Butyl Paraben, and inferred to other
members of the ingredient group.
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Other Items:
Parabens
At the June 2017 meeting, the Panel agreed to re-open the parabens report, and added the relevant paraben salts and
4-Hydroxybenzoic Acid to the group. However, the Panel was concerned that new data from a developmental and
reproductive toxicity (DART) study indicated reduced sperm counts and reduced expression of a specific enzyme,
and a reduction in a specific cell marker in the testes of offspring of female rats orally dosed with 10 mg/kg/day
Butylparaben during the gestation and lactation periods. Reductions in anogenital distance and other effects were
reported at 100 mg/kg/day in this study. In comparison, the previous CIR safety assessment of the parabens included
the calculation of margin of safety (MOS) values for adults and infants, assuming a no observed adverse effect level
(NOAEL) of 1000 mg/kg/day from an older DART study. The Panel agreed that a subject matter expert should be
consulted to review the reproductive toxicity data available for the parabens, and identify additional relevant data
that the Panel should consider, if any. This expert should also provide professional opinions on the relevance of the
animal-model toxicity endpoints reported in the DART studies available for assessing the safety of the parabens as
used in cosmetics, and should evaluate the quality, and facilitate the interpretation of, the data on which NOAELs,
lowest-observed adverse effect levels (LOAELs), and MOS values may be derived to assess the safety of these
cosmetic ingredients. The Panel agreed to table the re-review of the parabens, at the June 2017 meeting, pending the
input of such an expert.
Just such an expert, Dr. George Daston, presented on these very topics present at this CIR Expert Panel Meeting. Dr.
Daston provided invaluable expertise, among other things, on the relevance of routes of exposure, paraben
metabolism, and study design, in determining the validity and relevance of a multitude of reproductive and
developmental studies for inclusion in this assessment. He also suggested the use of no observed adverse effect level
(NOAEL) of 160 mg/kg/day to calculate a conservative margin of safety (MOS) for Butyl Paraben, which could
then be inferred to other members of the parabens group.
Additional references were submitted by various stakeholders or discovered by CIR, many of which were provided
for the Panel’s consideration for inclusion in this report. The Panel reviewed the information presented at this
meeting requested that all of this information, comprising not only the information from Dr. Daston’s presentation,
but also all of the submissions by various stakeholders, is incorporated into report before proceeding to the next
stage.
Draft 2019 Priorities
Interested parties were invited to comment on the inclusion of the ingredients listed below as 2019 CIR Draft
Priorities. The selection of these ingredients was based on those elected for cause, and those on the list of ingredients
that have not yet been reviewed by the CIR Expert Panel that have the greatest number of uses reported to the VCRP
in 2018. While the number of proposed new reports below is fewer than usual, a number of re-reviews and
previously prioritized report projects are likely to be carried forward into 2019. Comments are also being sought on
the additional ingredients that might be included in each ingredient family. Proposed ingredient families may be
found starting at pdf page 25 in the document available at the following url, https://www.cir-
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safety.org/sites/default/files/admin_9.pdf. It is likely that not all of the ingredients listed below will be chosen for
work in 2019. CIR plans to finalize the proposed 2019 Priority List at the June 2018 Panel meeting.
Per cause
Frequency of Use (FOU)
BENZISOTHIAZOLINONE – potentially a new preservative
not reported in 2018 VCRP (6 uses in 2015)
CAPRYLHYDROXAMIC ACID – Contact Dermatitis 77:159-162, 2017
147
Per FOU
GLYCERYL ACRYLATE/ACRYLIC ACID COPOLYMER
SACCHARIDE ISOMERATE
PORTULACA OLERACEA (PURSLANE) EXTRACT
SODIUM LEVULINATE
GLUCONOLACTONE
ACETYL HEXAPEPTIDE-8
CHONDRUS CRISPUS (CARRAGEENAN) EXTRACT
ROSA DAMASCENA (DAMASK ROSE) FLOWER OIL
SALVIA OFFICINALIS (SAGE) LEAF EXTRACT
ROSA DAMASCENA (DAMASK ROSE) FLOWER WATER
DICAPRYLYL ETHER
PEG/PPG-8/3 DIISOSTEARATE
POLYQUATERNIUM-51
ACETYL GLUCOSAMINE
POLYQUATERNIUM-6
OLEA EUROPAEA (OLIVE) LEAF EXTRACT

383
365
363
331
329
318
299
298
292
289
288
277
274
265
265
257

Acrylates Copolymer and Related Ingredients Re-Review Strategy
The Panel reviewed a strategy memo on the re-review of Acrylates Copolymer and Related Ingredients. This report
was originally published in 2002. The Panel stated that it was appropriate to consolidate most of the related
ingredients into this re-review. However, the Panel determined that Ethyl Methacrylate (not a polymer) and Glyceryl
Polymethacrylate and Glyceryl Acrylate/Acrylic Acid Copolymer (to be reviewed in the near future as a family
because of frequency of use of Glyceryl Polymethacrylate) would not be included. Additionally, Acrylates/VA
Copolymer is being included in another report grouping, and will not be included in this re-review.
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Commitment & Credibility since 1976
Memorandum
Date: May 11, 2018
From: Bart Heldreth, Ph.D., Executive Director, Cosmetic Ingredient Review
To:

CIR Expert Panel Members, Liaisons, and members of CIR Science and Support Committee

Re:

Draft Final 2019 Priority List

The CIR Procedures require preparation of the Draft 2019 Priority List for public comment by June
1, 2018. The Draft 2019 Priority List was prepared and issued for public comment earlier in the
process (at the March meeting) to allow more time for the acquisition of data. The list is based on
stakeholder requests; frequency of use data (FOU) from FDA’s Voluntary Cosmetic Registration
Program (VCRP) received from the FDA on February 5, 2018; and on CIR staff and Panel
workflow. While this list includes only the lead ingredients, potential groupings are provided for
each on the following pages of this document.
Comments that have been received are incorporated in this Draft Final 2019 Priority List. The
Expert Panel now has the opportunity to review revisions to this list and public comments
submitted, and issue a Final 2019 Priority List. CIR will select a number of ingredients/ingredient
groups from this list for review in 2019; but, CIR is not committing to begin all of these reports by
year-end 2019. Indeed, high priority reports already in process may preempt the start of these
proposed reports.
Attached herein, please find comments from the CIR Science and Support Committee (CIRSSC)
and the Hair Color Technical Committee (HCTC). Of note in the CIRSSC submission were a
number of additions and a proposal to delay the start of the Red Algae report until the Brown Algae
report is complete. Most of those proposed additions have been incorporated herein (with the
exception of two fragrance-only oil ingredients, and Sea Salt, which the Panel has previously
declined to prioritize) and we concur about the sequential scheduling of the Red Algae report. The
submission from the HCTC included a proposal to assess the safety of a hair dye, Basic Brown 17.
This ingredient has also been incorporated herein.
There are twenty-six reports covering 187 ingredients on the Draft Final 2019 Priorities List.
Reports previously prioritized and on the CIR docket at the end of 2018, as well as a number of rereviews of previous assessments, will supplement the total number of ingredients to be assessed in
2019.
1620 L Street, NW Suite 1200, Washington, DC 20036
(Main) 202-331-0651 (Fax) 202-331-0088
(Email) cirinfo@cir-safety.org (Website) www.cir-safety.org
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The first 3 ingredients listed below have been proposed for cause. The first, Benzisothiazolinone, is
considered to take primacy with the ever shrinking palette of preservatives. The second,
Caprylhydroxamic Acid, is a chelating agent that has seen some attention as a potential allergen in a
recent study (Contact Dermatitis 77:159-162, 2017), and may warrant the Panel’s attention sooner
rather than later. Since FOU is a poor surrogate of exposure with regard to hair dye ingredients, the
CIR has agreed to assess the safety of one hair dye ingredient annually. Accordingly, the third
ingredient below is the 2019 proposed hair dye submitted by the HCTC, Basic Brown 17.
The remaining cosmetic ingredients listed in the table are 1) those with the highest frequencies of use
and not previously reviewed by CIR; and 2) are not the purview of another safety assessment body
(e.g., RIFM for fragrance only ingredients, or FDA for certain color ingredients).
CIR welcomes and considers all suggestions for cosmetic ingredient additions to the priority list for
cause, regardless of frequency of use or listing herein. Such submissions and suggestions will be
welcomed prior to the June 2018 CIR Expert Panel Meeting.

Draft Final 2019 Priorities List
Per interest
BENZISOTHIAZOLINONE – a potential preservative
CAPRYLHYDROXAMIC ACID – per Finnish Study
BASIC BROWN 17 - Hair Dye

Per FOU

HONEY
SACCHARUM OFFICINARIUM (SUGARCANE) EXTRACT
EQUISETUM ARVENSE EXTRACT
SACCHARIDE ISOMERATE
PORTULACA OLERACEA (PURSLANE) EXTRACT
UBIQUINONE
DIATOMACEOUS EARTH
SODIUM LEVULINATE
GLUCONOLACTONE
ACETYL HEXAPEPTIDE-8
CALCIUM SULFATE
HONEY EXTRACT
CHONDRUS CRISPUS (CARRAGEENAN) EXTRACT
ROSA DAMASCENA (DAMASK ROSE) FLOWER OIL
SALVIA OFFICINALIS (SAGE) LEAF EXTRACT
ROSA DAMASCENA (DAMASK ROSE) FLOWER WATER
DICAPRYLYL ETHER
PEG/PPG-8/3 DIISOSTEARATE
POLYQUATERNIUM-51
DIACETONE ALCOHOL
ACETYL GLUCOSAMINE
POLYQUATERNIUM-6
OLEA EUROPAEA (OLIVE) LEAF EXTRACT

Frequency of Use (FOU)
not reported in 2018 VCRP (6 uses in 2015)
147
45

949
406
369
365
363
343
337
331
329
318
317
306 (to be grouped w/Honey)
299
298
292
289
288
277
274
268
265
265
257
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Draft Final 2019 Priorities Reports
Proposed 2019 Reports – per cause

Benzisothiazolinone – per request

FOU = not reported

Definition: Benzisothiazolinone is the heterocyclic compound that conforms to the structure:

Reported Functions: Preservatives
Notes: This isothiazolinone-type preservative differs significantly in structure from others as a bicyclic

aromatic (isothiazolinone structure:
). The α,β-unsaturated carbonyl of this ingredient makes it a
Michael-Acceptor (i.e. alert for sensitization potential), but the aromatic ring is likely to attenuate that
activity in comparison to the other isothiazolinone-type preservatives.
Grouping proposal: None

Caprylhydroxamic Acid – per Contact Dermatitis 77:159-162, 2017

FOU = 147

Definition: Caprylhydroxamic Acid is the organic compound that conforms to the structure:

Reported Functions: Chelating Agents (i.e. prevent oxidative deterioration of formula)
Notes: The study authors in Finland concluded that they, “found a new contact allergen,
caprylhydroxamic acid, which caused an epidemic of allergic contact dermatitis in patients using
moisturizers containing this preservative”
Grouping proposal: None. There are other hydroxamic acid chelating agents in the ingredient Dictionary.
However, all of those are aromatic (whereas this ingredient is aliphatic) and not reported to be in use in
the 2018 snapshot of the FDA VCRP.
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Basic Brown 17 – per PCPC HCTC

FOU = 45

Definition: Basic Brown 17 is the monoazo color that conforms to the formula:

Reported Functions: Hair Colorants
Notes: Since FOU might not be a very accurate surrogate for exposure, with regard to hair dyes, the PCPC
HCTC proposes one hair dye ingredient annually for CIR review.
Grouping proposal: None

Proposed 2019 Reports – per FOU

Honey

FOU = 949

Definition: Honey is a saccharic secretion gathered and stored by honey bees of the species, Apis
mellifera, Tetragonisca angustula, Scaptotrigona pectoralis, or Melipona Becheii.

Reported Functions: Flavoring Agents; Humectants; Skin-Conditioning Agents - Humectant; Solvents
Notes: Primarily saccaharides, but a complex mixture of proteins, amino acids, vitamins, minerals, etc.
Grouping proposal: Honey Ingredients (7 ingredients; 1,265 combined FOU)
Honey (FOU priority ingredient)
949
Honey Extract
306
Hydrogenated Honey (mix of saccharides)
6
Hydrolyzed Honey (mix of saccharides)
Honey Cocoates
Honey Powder
4
Hydrolyzed Honey Protein
-
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Saccharum Officinarum (Sugarcane) Extract

FOU = 406

Definition: Saccharum Officinarum (Sugarcane) Extract is the extract of the sugar cane, Saccharum officinarum.

Reported Functions: Exfoliants; Skin-Conditioning Agents - Miscellaneous; Solvents
Notes: Sugarcane wax is used as a commercial source of long chain fatty alcohols, acids, esters,
aldehydes, and ketones. Policosanols and D-003 along with some steroids and terpenoids have also been
identified and isolated from sugarcane wax. Policosanols are a mixture of long chain primary aliphatic
alcohols (1 - 8) ranging from 2.5 - 80%. Octacosanol constitutes 50 - 80% of the total policosanoles.
Other major pharmacologically active components of sugarcane wax are long chain aliphatic fatty acids
(9 - 18) present at lower concentrations. Although fatty acid and fatty alcohol are reported as major
constituents various phytosterols, steroids, and higher terpenoids have also been reported in sugarcane
wax.Pharmacognosy Reviews. 2015;9(17):45-54
Grouping proposal: Saccharum officinarum-Derived Ingredients (2 ingredients; 406 combined FOU)
Saccharum Officinarum (Sugarcane) Extract (FOU priority ingredient)
406
Saccharum Officinarum (Sugarcane) Wax
-

Equisetum Arvense Extract

FOU = 369

Definition: Equisetum Arvense Extract is the extract of the whole herb, Equisetum arvense.

Reported Functions: Skin-Conditioning Agents - Miscellaneous
Notes:
Grouping proposal: Horsetail Ingredients (6 ingredients, 396 combined FOU)
Equisetum Arvense Extract (FOU priority ingredient)
Equisetum Arvense Juice
Equisetum Arvense Leaf Extract
Equisetum Arvense Leaf Powder
Equisetum Arvense Powder
Horsetail (Equisetum Arvense) – not in INCI; VCRP only

369
5
22
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Saccharide Isomerate

FOU = 365

Definition: Saccharide Isomerate is a carbohydrate complex formed from a base catalyzed rearrangement of a
mixture of saccharides.

Ex.
Reported Functions: Skin-Conditioning Agents - Humectant
Notes: Many of the saccharide ingredients used as humectants in cosmetic formulation have been
previously assessed for safety (e.g., calcium gluconate, fructose, fucose galactose, galactosyl fructose,
galacturonic acid, gluconic acid, glucose, isomalt, kefiran, lactitol lactose, lactulose, maltose, mannose,
melibiose, potassium gluconate, rhamnose, ribose, sodium gluconate, sucralose, sucrose, trehalose,
xylobiose, and xylose were found safe as used in 2014 (Final Report)).
Grouping proposal: Saccharide Humectants (7 ingredients, 498 combined FOU)
Saccharide Isomerate (FOU priority ingredient)
365
Saccharide Hydrolysate (mix of saccharides)
21
Anhydrogalactose
Anhydroglucitol
Anhydroxylitol
112
Arabinose
Psicose
-

Portulaca Oleracea Extract

FOU = 363

Definition: Portulaca Oleracea Extract is the extract of the whole plant, Portulaca oleracea.

Reported Functions: Skin-Conditioning Agents - Humectant
Notes: Common name, Purslane
Grouping proposal: Portulaca oleracea-Derived Ingredients (4 ingredients, 363 combined FOU)
Portulaca Oleracea Extract (FOU priority ingredient)
363
Portulaca Oleracea Flower/Leaf/Stem Extract
Portulaca Oleracea Juice
Portulaca Oleracea Water
-
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Ubiquinone

FOU = 343

Definition: Ubiquinone is the organic compound that conforms to the formula:

Reported Functions: Antioxidants; Skin-Conditioning Agents – Miscellaneous
Notes: Common name is Coenzyme Q10
Grouping proposal: Ubiquinone Ingredients (3 ingredients, 350 combined FOU)
Ubiquinone (FOU priority ingredient)
343
Disodium Ubiquinone (salt for of Ubiquinone)
Hydroxydecyl Ubiquinone (93% structural similarity to Ubiquinone)
7

Diatomaceous Earth

FOU = 337

Definition: Diatomaceous Earth is a mineral material consisting chiefly of the siliceous frustules and fragments of
various species of diatoms, which may or may not be calcined.

Reported Functions: Antiacne Agents; Chelating Agents; Skin-Conditioning Agents - Miscellaneous
Notes:
Grouping proposal: None

Sodium Levulinate

FOU = 331

Definition: Sodium Levulinate is the sodium salt of Levulinic Acid

Reported Functions: Skin-Conditioning Agents - Miscellaneous
Notes: These are “keto acids,” alkyl moieties with a ketone and carboxylic acid functional group.
Grouping proposal: Levulinic Acid and Sodium Levulinate (2 ingredients, 425 combined FOU)
Sodium Levulinate (FOU priority ingredient)
331
Levulinic Acid
94
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Gluconolactone

FOU = 329

Definition: Gluconolactone is the lactone that conforms to the formula:

Reported Functions: Antiacne Agents; Chelating Agents; Skin-Conditioning Agents - Miscellaneous
Notes: 5 such oxidized monosaccharides are found in the Dictionary.
Grouping proposal: Glycolactones (5 ingredients, 329 combined FOU)
Gluconolactone (FOU priority ingredient)
329
Galactonolactone
Glucarolactone
Glucoheptonolactone
Ribonolactone
-

Acetyl Hexapeptide-8

FOU = 318

Definition: Acetyl Hexapeptide-8 is product obtained by the acetylation of Hexapeptide-8. Hexapeptide-8 is a
synthetic peptide containing arginine, glutamic acid, glutamine and methionine. The specific sequence is
Ac-Glu-Glu-Met-Gln-Arg-Arg.

Reported Functions: Skin-Conditioning Agents - Humectant
Notes: These two ingredients share the same sequence and only differ at the C-terminus
Grouping proposal: Acetyl Hexapeptide-8 and its Amide (2 ingredients, 318 combined FOU)
Acetyl Hexapeptide-8 (FOU priority ingredient)
318
Acetyl Hexapeptide-8 Amide
-

Calcium Sulfate

FOU = 317

Definition: Calcium Sulfate is the inorganic salt that conforms to the formula:

Reported Functions: Abrasives; Bulking Agents; Opacifying Agents
Notes:
Grouping proposal: None
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Chondrus Crispus Extract

FOU = 299

Definition: Chondrus Crispus Extract is the extract of the whole plant [red alga], Chondrus crispus.

Reported Functions: Skin-Conditioning Agents - Miscellaneous
Notes:
-most are from the complex cell wall
-source of stabilizers and thickeners used in: salad dressing, soft serve ice cream, puddings, icings,
sauces, creamed soups, laxatives, lotions, creams, etc.
-source of Agar (safe as used by CIR (Final Report))
Grouping proposal: Red Alga (73 ingredients, combined 876 FOU)
Chondrus Crispus Extract (FOU priority ingredient)
299
Chondrus Crispus (aka “irish moss” in VCRP)
5
Chondrus Crispus Powder
28
Hydrolyzed Chondrus Crispus Extract
2
Ahnfeltiopsis Concinna Extract (aka AHNFELTIA CONCINNA EXTRACT)
13
Asparagopsis Armata Extract
42
Betaphycus Gelatinum Extract
Botryocladia Occidentalis Extract
Calliblepharis Ciliata Extract
Calliblepharis Jubata Extract
Ceramium Kondoi Extract
Ceramium Rubrum Extract
Chondracanthus Teedei Powder
Chondracanthus Tenellus Extract
Chondracanthus Tenellus/Saccharina Angustata/Ulva Linza Extract
Chondrus Elatus Extract
Chondrus Elatus/Saccharina Angustata/Monostroma Nitidum Thallus
Extract
Corallina Officinalis Extract
69
Corallina Officinalis Powder
Digenea Simplex Extract
1
Dilsea Carnosa Extract
Eucheuma Serra Extract
Eucheuma Serra/Grateloupia Sparsa/Saccharina Angustata/Ulva
Linza/Undaria Pinnatifida Extract
Eucheuma Serra/Saccharina Angustata/Ulva Linza Extract
Furcellaria Lumbricalis Extract
Galaxaura Rugosa Extract
-
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Galaxaura Rugosa/Sargassum Pacificum/Turbinaria Ornata Extract
Gelidiella Acerosa Extract
Gelidium Amansii Extract
Gelidium Cartilagineum Extract
Gelidium Sesquipedale Extract
Gigartina Skottsbergii Extract
Gigartina Stellata Extract
Gigartina Stellata/Kappaphycus Alvarezii Extract
Gloiopeltis Furcata Extract
Gloiopeltis Tenax Extract
Gloiopeltis Tenax Powder
Gracilaria Vermiculophylla Extract
Gracilaria Verrucosa Extract
Gracilariopsis Chorda Extract
Grateloupia Elliptica Extract
Grateloupia Livida Powder
Grateloupia Sparsa Extract
Hydrolyzed Asparagopsis Armata Extract
Hydrolyzed Corallina Officinalis
Hydrolyzed Corallina Officinalis Extract
Hydrolyzed Gracilariopsis Chiangii Extract
Hydrolyzed Porphyra Yezoensis
Hydrolyzed Rhodophyceae Extract
Hypnea Musciformis Extract
Kappaphycus Alvarezii Extract
Lithothamnion Calcareum Extract
Lithothamnion Calcareum Powder
Lithothamnion Corallioides Powder
Mesophyllum Lichenoides Extract
Palmaria Palmata Extract
Palmaria Palmata Powder
Phymatolithon Calcareum Extract
Pikea Robusta Extract
Polysiphonia Brodiei Extract
Polysiphonia Elongata Extract
Polysiphonia Lanosa Extract
Porphyra Columbina Extract
Porphyra Linearis Powder
Porphyra Tenera Extract
Porphyra Umbilicalis Extract
Porphyra Umbilicalis Powder
Porphyra Yezoensis Extract
Porphyra Yezoensis Powder
Rhodymenia Palmata Extract (synonym for Palmaria Palmata Extract?)
Rissoella Verruculosa Extract
Sarcodiotheca Gaudichaudii Extract
Sodium Porphyra Yezoensis Extract

89
22
9
5
25
122
5
12
11
72
36
9
-
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Rosa Damascena Flower Oil

FOU = 298

Definition: Rosa Damascena Flower Oil is the volatile oil obtained from the flowers of Rosa damascena.

Reported Functions: Fragrance Ingredients; Skin-Conditioning Agents - Miscellaneous
Notes: ROSA DAMASCENA (DAMASK ROSE) FLOWER OIL according to the VCRP.
Grouping proposal: Rosa damascene-Derived Ingredients (10 ingredients, 806 combined FOU)
Rosa Damascena Flower Oil (FOU priority ingredient)
298
Hydrolyzed Rosa Damascena Flower Extract
Rosa Damascena Bud Extract
Rosa Damascena Extract
48
Rosa Damascena Flower
3
Rosa Damascena Flower Extract
148
Rosa Damascena Flower Powder
Rosa Damascena Flower Water
289
Rosa Damascena Flower Water Extract
Rosa Damascena Flower Wax
20

Salvia Officinalis (Sage) Leaf Extract

FOU = 292

Definition: Salvia Officinalis (Sage) Leaf Extract is the extract of the leaves of Salvia officinalis.

Reported Functions: Oral Care Agents; Skin-Conditioning Agents - Miscellaneous
Notes:
Grouping proposal: Salvia officinalis-Derived Ingredients (8 ingredients, 309 combined FOU)
Salvia Officinalis (Sage) Leaf Extract (FOU priority ingredient)
292
Salvia Officinalis (Sage) Extract
Salvia Officinalis (Sage) Flower/Leaf/Stem Extract
Salvia Officinalis (Sage) Flower/Leaf/Stem Juice
Salvia Officinalis (Sage) Flower/Leaf/Stem Water
Salvia Officinalis (Sage) Leaf
8
Salvia Officinalis (Sage) Leaf Water
9
Salvia Officinalis (Sage) Root Extract
-
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Dicaprylyl Ether

FOU = 288

Definition: Dicaprylyl Ether is the ether that conforms to the structure:

Reported Functions: Skin-Conditioning Agents - Emollient
Notes: These ingredients are all simple alkyl ethers.
Grouping proposal: Fatty Ethers ( 8 ingredients, 304 combined FOU)
Dicaprylyl Ether (FOU priority ingredient)
Dicetyl Ether
Didecyl Ether
Diisononyl Ether
Dilauryl Ether
Dimyristyl Ether
Distearyl Ether
Cetyl Dimethylbutyl Ether

PEG/PPG-8/3 Diisostearate

288
16

FOU = 277

Definition: PEG/PPG-8/3 Diisostearate is the polyethylene glycol ether of the propoxylated diester of isostearic acid
containing an average ethoxylation value of 8 and propoxylation value of 3.

Reported Functions: Surfactants - Emulsifying Agents
Notes: Glycereth-7 Diisononanoate (“Glycereth” means a glyceryl PEG ether) previously assessed
(Published Report). These ingredients are linear alkoxyl chains, capped at both ends with stearyl esters.
Grouping proposal: Fatty Ester End-Capped Alkoxylates (13 ingredients, 282 combined FOU)
PEG/PPG-8/3 Diisostearate (FOU priority ingredient)
277
PEG-15 Butylene Glycol Diisostearate
PEG-10 Glyceryl Diisostearate
PEG-20 Glyceryl Diisostearate
PEG-30 Glyceryl Diisostearate
PEG-60 Glyceryl Diisostearate
PEG-12 Glyceryl Dimyristate
PEG-12 Glyceryl Dioleate
[PEG-3 Glyceryl Distearate] (VCRP listing only)
1
PEG-4 Glyceryl Distearate
PEG-12 Glyceryl Distearate
4
PEG-23 Glyceryl Distearate
PEG-4 Polyglyceryl-2 Distearate
-
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Polyquaternium-51

FOU = 274

Definition: Polyquaternium-51 is the polymeric quaternary ammonium salt that conforms generally to the formula:

Reported Functions: Film Formers; Skin-Conditioning Agents - Humectant
Notes: All of these ingredients share a acryloyloxyethyl phosphorylcholine monomer in common
Grouping proposal: Acryloyloxyethyl Phosphorylcholine Polymers (8 ingredients, 303 combined FOU)
Polyquaternium-51 (FOU priority ingredient)
274
Polyquaternium-61
9
Polyphosphorylcholine Glycol Acrylate
20
Acrylic Acid/Phosphorylcholine Glycol Acrylate Crosspolymer
C4-18 Alkyl Methacrylate/Methacryloyloxyethyl Phosphorylcholine Copolymer
Hydroxyethylcellulose/Phosphorylcholine Glycol Acrylate Copolymer
Phosphorylcholine Glycol Methacrylate/PEG-10 Dimethacrylate Crosspolymer
Polyquaternium-10/Phosphorylcholine Glycol Acrylate Copolymer
-

Diacetone Alcohol

FOU = 268

Diacetone Alcohol is the ketone that conforms to the formula:

Reported Functions: Fragrance Ingredients; Solvents
Notes:
Grouping proposal: None

Acetyl Glucosamine

FOU = 265

Definition: Acetyl Glucosamine is the organic compound that conforms to the formula:

Reported Functions: Skin-Conditioning Agents - Miscellaneous
Notes:
Grouping proposal: Glucosamine and Acetyl Glucosamine (3 ingredients, 403 combined FOU)
Acetyl Glucosamine (FOU priority ingredient)
265
Glucosamine
7
Glucosamine HCl
131
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Polyquaternium-6

FOU = 265

Definition: Polyquaternium-6 is a polymeric quaternary ammonium salt of Diallyldimethyl Ammonium Chloride
(DADMAC)

DADMAC:
Reported Functions: Antistatic Agents; Film Formers; Hair Fixatives
Notes: homopolymer
Grouping proposal: None

Olea Europaea (Olive) Leaf Extract

FOU = 257

Definition: Olea Europaea (Olive) Leaf Extract is the extract of the leaves of Olea europaea.

Reported Functions: Skin-Conditioning Agents - Miscellaneous
Notes: Olea Europaea (Olive) Fruit Oil has been previously assessed by CIR (Published Report)
Grouping proposal: Olea europaea-Derived Ingredients (20 ingredients, 502 combined FOU)
Olea Europaea (Olive) Leaf Extract (FOU priority ingredient)
257
Olea Europaea (Olive) Bark Extract
Olea Europaea (Olive) Branch Extract
Olea Europaea (Olive) Bud Extract
Olea Europaea (Olive) Flower Extract
186
Olea Europaea (Olive) Flower Water
Olea Europaea (Olive) Fruit
6
Olea Europaea (Olive) Fruit Extract
Olea Europaea (Olive) Fruit Juice
Olea Europaea (Olive) Fruit Oil Ethyl Ester
Olea Europaea (Olive) Fruit Unsaponifiables
36
Olea Europaea (Olive) Fruit Water
Olea Europaea (Olive) Husk Powder
Olea Europaea (Olive) Leaf
Olea Europaea (Olive) Leaf Powder
3
Olea Europaea (Olive) Leaf Water
Olea Europaea (Olive) Sap Extract
Olea Europaea (Olive) Seed
Olea Europaea (Olive) Seed Powder
14
Olea Europaea (Olive) Wood Extract
-
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