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Memorandum 

 
To:  CIR Expert Panel Members and Liaisons 
From:  Alice Akinsulie Scientific Analyst/Writer 
Date:  May 10, 2019 
Subject:  Re-Review of the Safety Assessment of BHT (Butylated Hydroxytoluene) 
 
 
 
The CIR Expert Panel first published an assessment of BHT in 2002 with the conclusion “safe as used in 
cosmetic formulations” (BHT062019origrep).  Minutes from is the original proceedings are included in this 
packet (BHT062019min). 
 
Because it has been at least 15 years since the report was published, in accord with CIR Procedures, the Panel 
should consider whether the safety assessment of BHT should be re-opened.  An exhaustive search of the 
world’s literature was performed for studies dated 1997 forward.  A brief synopsis of the relevant data is 
enclosed (BHT062019newdata).   
 
Also included for your review are current and historical use data (BHT062019usetbl).  The frequency of use has 
increased significantly since the initial review.  According to VCRP data, BHT was reported to be used in 1709 
formulations in 1998.  In 2019, the VCRP data indicate that BHT is used in 9485 formulations (BHT062019fda).  
The current maximum concentration of use in leave-on products (0.5%) is the same as reported in 1999 (0.5%; 
BHT062019data1-data2).  A data profile is included for the original report and for the new data discovered 
(BHT062019prof) 
 
If, upon review of the new studies and updated use data, the Panel determines that a re-review is warranted, a 
full draft amended report will be presented at an upcoming meeting. 
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Butylated Hydroxytoluene (BHT)  Data Profile* – June 6th-7th 2019 – Alice Akinsulie  
 Use   Toxico-

kinetics Acute Tox Repeated 
Dose Tox DART Genotox Carci Dermal 

Irritation 
Dermal 

Sensitization  Ocular 
Irritation 

Clinical 
Studies 

 N
ew

 R
pt

 

O
ld

 R
pt

 

M
et

ho
d 

of
 M

fg
 

Im
pu

ri
tie

s 

lo
g 

P 
D

er
m

al
 

Pe
ne

tr
at

io
n 

A
D

M
E

 

D
er

m
al

 

O
ra

l 

In
ha

la
tio

n 

D
er

m
al

 

O
ra

l 

In
ha

la
tio

n 

D
er

m
al

 

O
ra

l 

In
 V

itr
o 

In
 V

iv
o 

D
er

m
al

 

O
ra

l 

In
 V

itr
o 

A
ni

m
al

 

H
um

an
 

In
 V

itr
o 

A
ni

m
al

 

H
um

an
 

Ph
ot

ot
ox

ic
ity

 

In
 V

itr
o 

A
ni

m
al

 

R
et

ro
sp

ec
tiv

e/
 

M
ul

tic
en

te
r 

C
as

e 
R

ep
or

ts
 

BHT-final report 2002  X X X   X X X  X X   X X X X X  X X  X  X  X  X 
BHT-Re-review 2019 X   X     X X  X    X X            X X 

 
* “X” indicates that new data were available in this category for the ingredient 
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[Butylated Hydroxytoluene (BHT] 
 

Ingredient CAS # InfoB SciFin PubMed TOXNET FDA EU ECHA IUCLI
D 

SIDS ECETOC HPVIS NICNAS NTIS NTP WHO FAO NIOSH FEMA Web 

Butylated 
Hydroxytoluene (BHT) 

128-37-0 X  18/778          X X LISTED/
NO 

RESTRIC
TIONS  

     X X N/A N/A X N/A N/A N/A X X N/A X X 

X” indicates that data were available for the ingredient  
N/A” indicates that no new data was found from >1997 
 
Search Strategy 
[document search strategy used for SciFinder, PubMed, and Toxnet]  
 
[identify total # of hits / # hits that were useful] 
 
 
Typical Search Terms  
Butylated hydroxytoluene OR 128-37-0 [rn] 
2,6-di-tert-butyl-4-methylphenol 

1,3-di-teri-butyl-2-hydroxy-5-methyl benzene 

 

2,6-DITERTIARY-BUTYL-p-CRESOL; 4-METHYL-2,6-DITERTIARY-BUTYL-PHENOL 

 
LINKS 

 
 
Search Engines 

 Pubmed  (- http://www.ncbi.nlm.nih.gov/pubmed) 
 Toxnet (https://toxnet.nlm.nih.gov/); (includes Toxline; HSDB; ChemIDPlus; DART; IRIS; CCRIS; CPDB; GENE-TOX) 
 Scifinder  (https://scifinder.cas.org/scifinder) 

 
appropriate qualifiers are used as necessary 
search results are reviewed to identify relevant documents 
 
 
Pertinent Websites 

 wINCI -  http://webdictionary.personalcarecouncil.org   
 

 FDA databases http://www.ecfr.gov/cgi-bin/ECFR?page=browse 
 FDA search databases:  http://www.fda.gov/ForIndustry/FDABasicsforIndustry/ucm234631.htm;,  
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 EAFUS:  http://www.accessdata.fda.gov/scripts/fcn/fcnnavigation.cfm?rpt=eafuslisting&displayall=true 
 GRAS listing:  http://www.fda.gov/food/ingredientspackaginglabeling/gras/default.htm 
 SCOGS database:  http://www.fda.gov/food/ingredientspackaginglabeling/gras/scogs/ucm2006852.htm  
 Indirect Food Additives:  http://www.accessdata.fda.gov/scripts/fdcc/?set=IndirectAdditives  
 Drug Approvals and Database:  http://www.fda.gov/Drugs/InformationOnDrugs/default.htm  
 http://www.fda.gov/downloads/AboutFDA/CentersOffices/CDER/UCM135688.pdf  
 FDA Orange Book:  https://www.fda.gov/Drugs/InformationOnDrugs/ucm129662.htm  
 OTC ingredient list: https://www.fda.gov/downloads/aboutfda/centersoffices/officeofmedicalproductsandtobacco/cder/ucm135688.pdf  
 (inactive ingredients approved for drugs:  http://www.accessdata.fda.gov/scripts/cder/iig/  

 
 HPVIS (EPA High-Production Volume Info Systems) - https://ofmext.epa.gov/hpvis/HPVISlogon  
 NIOSH (National Institute for Occupational Safety and Health) - http://www.cdc.gov/niosh/  
 NTIS (National Technical Information Service) - http://www.ntis.gov/ 
 NTP (National Toxicology Program ) - http://ntp.niehs.nih.gov/  
 Office of Dietary Supplements https://ods.od.nih.gov/  
 FEMA (Flavor & Extract Manufacturers Association) - http://www.femaflavor.org/search/apachesolr_search/  

 
 EU CosIng database:  http://ec.europa.eu/growth/tools-databases/cosing/  
 ECHA (European Chemicals Agency – REACH dossiers) – http://echa.europa.eu/information-on-chemicals;jsessionid=A978100B4E4CC39C78C93A851EB3E3C7.live1 
 ECETOC (European Centre for Ecotoxicology and Toxicology of Chemicals) - http://www.ecetoc.org  
 European Medicines Agency (EMA) - http://www.ema.europa.eu/ema/  
 IUCLID (International Uniform Chemical Information Database)  - https://iuclid6.echa.europa.eu/search  
 OECD SIDS (Organisation for Economic Co-operation and Development Screening Info Data Sets)- http://webnet.oecd.org/hpv/ui/Search.aspx  
 SCCS (Scientific Committee for Consumer Safety) opinions:  http://ec.europa.eu/health/scientific_committees/consumer_safety/opinions/index_en.htm  
 NICNAS (Australian National Industrial Chemical Notification and Assessment Scheme)- https://www.nicnas.gov.au/  

 
 International Programme on Chemical Safety http://www.inchem.org/  
 FAO (Food and Agriculture Organization of the United Nations) - http://www.fao.org/food/food-safety-quality/scientific-advice/jecfa/jecfa-additives/en/ 
 WHO (World Health Organization) technical reports - http://www.who.int/biologicals/technical_report_series/en/  

 
 www.google.com  - a general Google search should be performed for additional background information, to identify references that are available, and for other general 

information 
 
 
 
Fragrance Websites, if applicable 

 IFRA (International Fragrance Association) – http://www.ifraorg.org/  
 Research Institute for Fragrance Materials (RIFM)  

Distributed for Comment Only -- Do Not Cite or Quote

http://www.accessdata.fda.gov/scripts/fcn/fcnnavigation.cfm?rpt=eafuslisting&displayall=true
http://www.fda.gov/food/ingredientspackaginglabeling/gras/default.htm
http://www.fda.gov/food/ingredientspackaginglabeling/gras/scogs/ucm2006852.htm
http://www.accessdata.fda.gov/scripts/fdcc/?set=IndirectAdditives
http://www.fda.gov/Drugs/InformationOnDrugs/default.htm
http://www.fda.gov/downloads/AboutFDA/CentersOffices/CDER/UCM135688.pdf
https://www.fda.gov/Drugs/InformationOnDrugs/ucm129662.htm
https://www.fda.gov/downloads/aboutfda/centersoffices/officeofmedicalproductsandtobacco/cder/ucm135688.pdf
http://www.accessdata.fda.gov/scripts/cder/iig/
https://ofmext.epa.gov/hpvis/HPVISlogon
http://www.cdc.gov/niosh/
http://www.ntis.gov/
http://ntp.niehs.nih.gov/
https://ods.od.nih.gov/
http://www.femaflavor.org/search/apachesolr_search/
http://ec.europa.eu/growth/tools-databases/cosing/
http://echa.europa.eu/information-on-chemicals;jsessionid=A978100B4E4CC39C78C93A851EB3E3C7.live1
http://www.ecetoc.org/
http://www.ema.europa.eu/ema/
https://iuclid6.echa.europa.eu/search
http://webnet.oecd.org/hpv/ui/Search.aspx
http://ec.europa.eu/health/scientific_committees/consumer_safety/opinions/index_en.htm
https://www.nicnas.gov.au/
http://www.inchem.org/
http://www.fao.org/food/food-safety-quality/scientific-advice/jecfa/jecfa-additives/en/
http://www.who.int/biologicals/technical_report_series/en/
http://www.google.com/
http://www.ifraorg.org/


Minutes from the 70th meeting, March 3-4, 1999 
 

BHT (Butylated Hydroxytoluene) 

 Dr. Schroeter recalled that, at the December 2, 1998 Team meetings, his Team concluded that this 
ingredient is safe up to a concentration of 1% in cosmetic products and that Dr. Belsito’s Team concluded that the 
following data are needed: (1) Current concentrations of use, (2) Photoirritation and photosensitization, and (3) 
Ocular irritation, if available. 

 Dr. Schroeter noted that current concentration of use data have been provided.  Concerning the issues of 
photoirritation and photosensitization, he noted that the section on Photoprotective Effects in the report text contains 
a number of studies indicating that BHT increases the MED and may provide some degree of photoprotection.  
However, after evaluating these studies, he determined that though BHT increases the MED, whether or not it 
precludes photoallergenicity is not known. 

Dr. Schroeter also noted that a section on Ocular Effects is included in the report text, but that the study does not 
contain information on the ocular irritation potential of BHT.  

 Dr. Belsito said that his Team eventually determined that BHT is safe as used, but had expressed concern 
over the production process yielding up to 93.5% BHT, meaning that impurities may account for up to 6.5% of its 
composition.  However, he noted that data (received on preceding day) indicating that cosmetic grade BHT is more 
than 99% pure alleviates his Team’s concern about impurities and will be incorporated into the report text. 

 Dr. Belsito indicated that the issue of photoirritation was addressed in the studies by Roshcupkin in the CIR 
report section on Photoprotective Effects.  He noted that the MED doses would have induced 
photoirritation/photosensitization in these studies if this were a problem, and, therefore, determined that 
photoirritation/photosensitization data are not needed for completion of the Panel’s safety assessment on BHT.  

 Dr. Schroeter said that the observations that would have been necessary for determining photoallergy 
induction were not made.  In other words, this issue was not addressed. 

 Dr. Belsito said that the assumption is that the issue of photoallergy was not addressed because 
photoallergic reactions did not occur, and acknowledged that this may be a false assumption.  He also said that had 
this reaction occurred, this would have made it difficult for the investigators to say that they did not have an MED, 
because the MED would be interpreted as redness at the exposure site (which is also seen with allergies).  Therefore, 
he said his assumption that BHT raised the MED was based on the fact that if BHT had induced allergy, then the 
investigators would have detected it. 

 Dr. Belsito also said that, clinically, no problems that are related to the photoallergenicity of BHT have 
been identified.   He noted that BHT is a widely used antioxidant, and, if there were any problems associated with its 
use, many clinical cases would be reported in the published literature.  Concerning his Team’s request for ocular 
irritation data, Dr. Belsito acknowledged that a safe as used conclusion could be reached in the absence of these 
data. 

 Dr. Schroeter said that the reason why photoirritation and photosensitization data are not needed should be 
stated in the report discussion. 

 Dr. Andersen wanted to know how the issue of ocular irritation should be addressed in the report 
discussion, considering that these data were requested by Dr. Belsito’s Team. 

 Dr. Belsito recalled that his Team had requested ocular irritation data (if available), and that these data were 
not received.  He also noted that BHT is widely used and that its ocular irritation potential has not been a noticeable 
concern. 
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 Furthermore, Dr. Belsito noted that because BHT is not irritating to the skin, it is not likely that it would be 
irritating to the eye, and that it is used at a concentration of 0.5% max. in cosmetics. 

 Dr. Bailey stated that BHT is listed as being used in indoor tanning products as well as other tanning 
preparations.  Therefore, he said the issue relating to the photoirritation/photosensitization potential of BHT is 
relevant. 

 Dr. Belsito said that one would expect to see many case reports in the literature if BHT were a 
photosensitizer. 

 The Panel voted unanimously in favor of issuing a safe as used conclusion on BHT.  The Panel also agreed 
that concerns about the photoirritation/photosensitization potential and ocular irritation potential of BHT will be 
addressed in the report discussion. 

 The 70th meeting of the CIR Expert Panel was adjourned.  

 

Minutes from the 72nd meeting, September 9-10, 1999 
BHT (Butylated Hydroxytoluene)  

 Dr. Schroeter stated that a Tentative Report with the following conclusion was issued at the March 3-4, 
1999 Panel meeting: On the basis of the animal and clinical data included in this report, the CIR Expert Panel 
concludes that BHT is safe for use in cosmetic formulations.  He also noted that his Team recommended revision of 
the conclusion to include the terminology “safe as used” rather than “safe for use”. 

 Dr. Belsito noted that the section on Method of Manufacture indicates that BHT is synthesized with yields 
up to 93.5%, but that the Panel received new information from CTFA indicating that BHT is 99% pure.  He 
requested that the new information be incorporated into the report text.  Additionally, Dr. Belsito requested that the 
study on the induction of differentiation in mouse N1E-115 neuroblastoma cells be deleted from the report. 

 Dr. Carlton agreed that the neuroblastoma study should be deleted because it gives the wrong impression 
(that BHT is a teratogen) and because is not a defined test for teratogenicity. 

 The Panel voted unanimously in favor of issuing a Final Report with the following conclusion on BHT: On 
the basis of the animal and clinical data included in this report, the CIR Expert Panel concludes that BHT is safe as 
used in cosmetic formulations. 

 

Distributed for Comment Only -- Do Not Cite or Quote



Current and historical frequency and concentration of use of BHT according to duration and exposure 
 

 # of Uses Max Conc of Use (%) 
 BHT 
 20191 19982 20183 19992 
Totals* 9485 1709 0.0000007 – 0.5 0.0002 – 0.5 
Duration of Use     
Leave-On 7367 1460 0.0000007 – 0.5 0.002 – 0.5 
Rinse-Off 2044 196 0.000001 – 0.5 0.01 – 0.5 
Diluted for (Bath) Use 74 53 0.00024 – 0.15 0.05 – 0.1 
Exposure Type     
Eye Area 976 610 0.00009 – 0.3 0.0002 – 0.5 
Incidental Ingestion 981 261 0.000001 – 0.29 0.03 – 0.5 
Incidental Inhalation-Spray 1708; 847a; 1581b 146; 84a; 108b 0.0000035-0.21;0.0003-0.09a; 0.0000007-

0.5b 
0.02-0.5; 0.008-0.5a; 0.02-

0.5b  
Incidental Inhalation-Powder 226; 847a 42; 84a 0.0021-0.3; 0.0003-0.09a; 0.00005-0.5c 0.05-0.5; 0.008-0.5a 

Dermal Contact 8071 1385 0.000001-0.5 0.008-0.5 
Deodorant (underarm) 140b 10b 0.000001-0.4; 0.012-0.19b NR 
Hair - Non-Coloring 270 40 0.0000007 - 0.5 0.02 - 0.5 
Hair-Coloring 13 6 0.0015 - 0.005 0.05 
Nail 37 8 0.0005 - 0.25 0.02 - 0.5 
Mucous Membrane 2654 404 0.000001 - 0.31 0.03 - 0.5 
Baby Products 6 5 0.0013 – 0.031 0.1 

* Because each ingredient may be used in cosmetics with multiple exposure types, the sum of all exposure types may not equal the sum of total 
uses. 
a. Not specified whether a powder or a spray, so this information is captured for both categories of incidental inhalation.  
b. It is possible these products may be sprays, but it is not specified whether the reported uses are sprays. 
c. It is possible these products may be powders, but it is not specified whether the reported uses are powders. 
 
 

References 
 

 1.  U.S. Food and Drug Administration. 2019. U.S. Food and Drug Administration Center for Food Safety & 
Applied Nutrition (CFSAN). Voluntary Cosmetic Registration Program - Frequency of Use of 
Cosmetic Ingredients.   

 2.  Andersen F.A.(ed). Final Report on the safety of BHT. International Journal of Toxicology.  2002;21(2):19-
94.  

 3.  Personal Care Products Council. 2016. Concentration of Use by FDA Product Category: BHT. Unpublished 
data submitted by Personal Care Products Council.   
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New Data – BHT 

STRUCTURE 

 
Figure 1. BHT (Butylated Hydroxytoluene) 

IMPURITIES 
Specifications for BHT indicate that the ingredient should not contain more than 0.5% phenolic impurities and not 
more than 2 mg/kg lead.1 

ACUTE TOXICITY 
Oral  
In an acute oral toxicity study, mice (number/sex not specified) were administered 2000 mg/kg of BHT in olive oil.2 
The LD50 was 2000 mg/kg.  

Inhalation  
In an inhalation study, 6 groups of 4 male Swiss Webster mice were exposed to BHT at concentrations of 4.54, 16, 
32, 42.9, 66.6, and 82.6 ml/m3 (head only exposure) for 30 minutes.3 The respiratory rate observed (RD50) was 
calculated to be 59.7 ml/m3. No indication of sensory irritations was observed at concentrations of 4.54 and 16 
ml/m3.  

SHORT-TERM TOXICITY 

Oral 
In a 28-day dietary exposure study, the effects of BHT on plasma and tissue concentrations were studied in a group 
of 8 male Sprague-Dawley rats (starting body weight 60 g) and a control group also consisting of 8 males.4 The rats 
were fed a restricted diet containing 350 mg/kg bw/day at the beginning of the experiment and 165 mg/kg bw/day at 
the end. BHT did not affect feed intake, but decreased the body weight (p < 0.0005), the amount of liver lipids and 
liver cholesterol (p < 0.0001), and increased the weight of livers (p < 0.0001) and lungs (p < 0.05) relative to body 
weight. Also, α-tocopherol was elevated (p < 0.0001) and γ-tocopherol was reduced (p < 0.005) in blood plasma and 
liver.  

In a 28-day oral study in Sprague Dawley rats, the ability of BHT to induce liver changes (e.g. increase in relative 
liver weight and induction of gene expression of Phase I and II enzymes in the liver and increased serum 
cholesterol) was evaluated using male rats (6/group).5 Animals were administered BHT at doses of  27.8, 87.8, 
166.9, 321.4, and 1158.8 mg/kg-day in the diet for 4 weeks.  Body weight gain was decreased in the highest dose 
group, relative liver weight was increased dose-dependently at doses of 87.8 mg/kg bw/day and above. Also, 
histopathological investigation revealed enlargement of hepatocytes, hepatocellular hypertrophy with nucleolar 
enlargement in 1158.8 mg/kg dose group. The no-observed-adverse-effect-level (NOAEL) for effects to the liver 
was 28 mg/kg bw/day.  
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SUBCHRONIC TOXICITY 
Oral and Parenteral 
In a study to evaluate the nephrotoxic and pneumotoxic effects of BHT, adult albino rats were administered doses of 
BHT for 12 weeks.6  Animals (15/groups) were divided into a negative control group, two vehicle control groups 
(administered olive oil orally or intraperitoneally (i.p).), a group receiving 15 mg/kg orally, and another group was 
administered BHT by i.p. injection at a dose of 400 mg/kg bw/week. BHT exposure resulted in both nephrotoxicity 
and pneumotoxicity. (No further details provided.) 

GENOTOXICITY 

In Vitro  
In a chromosome aberration test, BHT alone induced a significant increase in the frequency of chromatid and 
isochromatic breaks in relation to the control dimethyl sulfoxide).7 However, the increase in aberrant cells did not 
show a dose-response relationship at concentrations of 1, 2.5, and 5 µg/ml.  

The genotoxic potential of BHT was assessed in vitro in a mouse lymphoma gene assay (MLA).8  BHT was assessed 
at concentrations up to 40 μg/ml in a 3-hour short-term treatment, and up to 50 μg/ml in a 24-hour long-term 
treatment in the absence and presence of metabolic activation.  BHT showed no induction of gene mutations nor of 
chromosomal damage in the L5178Y mouse lymphoma assay. 

In Vivo  
BHT was tested in an in vivo micronucleus assay with mouse peripheral reticulocytes.8  In this study, ICR mice 
(6/sex/dose) were administered a single dose of 17.3, 34.5, and 69.0 mg/kg BHT by i.p. injection. BHT did not show 
any clastogenic potential in the in vivo mouse micronucleus assay. 

In another study, genotoxicity was evaluated using a comet assay.2 BHT, at doses between 10 and 1000 mg/kg, was 
administered in olive oil to groups of 4 male mice. No death, morbidity, or clinical signs were observed after 
treatment, at any dose. BHT induced DNA damage in the glandular stomach and colon 3 hours after administration. 
BHT also produced genotoxic effects in the urinary bladder and brain of mice in the100 mg/kg bw group. No effects 
were seen in the liver, kidney, lung, or bone marrow.  

CARCINOGENICITY STUDY 

Oral 

The association between dietary intake of BHT and stomach cancer risk was investigated in the Netherlands Cohort 
Study in 1986 among 120,852 men and women aged 55-69 years.9 Mean intake of BHT was 351 ug/day; mean 
intake of butylated hydroxyanisole (BHA) was 105 µg/day. After 6.3 years of follow-up, no association with 
stomach cancer risk was observed for consumption of mayonnaise and other creamy salad dressings with BHT.  A 
statistically non-significant decrease in stomach cancer risk was observed with increasing BHA and BHT intake.  

CLINICAL STUDIES 
Retrospective and Multicenter Studies 
The allergenicity to preservatives was studied from January 1990 to December 1994 in 11,454 patients with 
suspected allergic contact dermatitis.10 Patients were patch tested with 2% BHT and readings were made 72 hours 
after application. BHT at 2% gave a positive reaction in 11 patients, and 51 patients showed a questionable/irritative 
response.  

To evaluate the allergic response to BHT, 244 patients  were patch-tested between 1997 and 2000.11 An occlusive 
patch containing the test substance was applied to the back of each subject. Patches were removed after 2 days, and 
readings made on day 2 and day 3.  Positive allergic response was noted in 5/224 patients. 
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Case Study 
A 37-year old woman, with no past history of allergy, had developed an itchy inflammatory edema of her scalp and 
face with occipital lymph node swelling one day after the second application of a new hair-coloring preparation.12 
Patch tests were then performed with the 20 ingredients of the hair dye at their use concentration. BHT at 1% 
produced positive reactions on day 2 and 4.  

 

Other Clinical Studies 
Incidence of contact allergy to monomers in p-tert-butylphenol-formaldehyde resin (PTBP-F-R) and potential cross 
reacting substances, including BHT, was studied.13 Twelve patients were patch-tested on the back for 2 days using 
the Finn Chamber technique. Reaction to 1.77% BHT was negative in the patch-test with 12 patients. 

From April 2001 to December 2002, a group of 514 patients (178 men, 336 women) suffering from chronic eczema 
were patch tested in an occlusive epicutaneous test for contact hypersensitivity to selected auxiliary substances of 
dermatological external and cosmetic preparation.14 BHT at 2% induced a positive allergic reaction in 2/514 
patients.  In another patch test study, 2/900 patients showed a positive allergic reaction in a patch test with 2% 
BHT.15 
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CATEGORY MAINTERM CPIS_COUNT 
01B - Baby Lotions, Oils, Powders, and Creams BHT 2 
01C - Other Baby Products BHT 4 
02A - Bath Oils, Tablets, and Salts BHT 28 
02B - Bubble Baths BHT 31 
02D - Other Bath Preparations BHT 15 
03A - Eyebrow Pencil BHT 64 
03B - Eyeliner BHT 355 
03C - Eye Shadow BHT 279 
03D - Eye Lotion BHT 69 
03E - Eye Makeup Remover BHT 5 
03F - Mascara BHT 113 
03G - Other Eye Makeup Preparations BHT 91 
04A - Cologne and Toilet waters BHT 890 
04B - Perfumes BHT 663 
04C - Powders (dusting and talcum, excluding aftershave talc) BHT 28 
04E - Other Fragrance Preparation BHT 149 
05A - Hair Conditioner BHT 93 
05B - Hair Spray (aerosol fixatives) BHT 6 
05C - Hair Straighteners BHT 13 
05E - Rinses (non-coloring) BHT 5 
05F - Shampoos (non-coloring) BHT 43 
05G - Tonics, Dressings, and Other Hair Grooming Aids BHT 54 
05I - Other Hair Preparations BHT 56 
06A - Hair Dyes and Colors (all types requiring caution statements and patch 
tests) 

BHT 5 

06B - Hair Tints BHT 1 
06D - Hair Shampoos (coloring) BHT 1 
06G - Hair Bleaches BHT 1 
06H - Other Hair Coloring Preparation BHT 5 
07A - Blushers (all types) BHT 123 
07B - Face Powders BHT 196 
07C - Foundations BHT 130 
07D - Leg and Body Paints BHT 4 
07E - Lipstick BHT 980 
07F - Makeup Bases BHT 29 
07G - Rouges BHT 19 
07H - Makeup Fixatives BHT 5 
07I - Other Makeup Preparations BHT 163 
08A - Basecoats and Undercoats BHT 3 
08B - Cuticle Softeners BHT 8 
08C - Nail Creams and Lotions BHT 5 
08E - Nail Polish and Enamel BHT 6 
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08G - Other Manicuring Preparations BHT 15 
09C - Other Oral Hygiene Products BHT 1 
10A - Bath Soaps and Detergents BHT 1266 
10B - Deodorants (underarm) BHT 140 
10D - Feminine Deodorants BHT 3 
10E - Other Personal Cleanliness Products BHT 330 
11A - Aftershave Lotion BHT 105 
11D - Preshave Lotions (all types) BHT 5 
11E - Shaving Cream BHT 27 
11F - Shaving Soap BHT 4 
11G - Other Shaving Preparation Products BHT 18 
12A - Cleansing BHT 180 
12B - Depilatories BHT 19 
12C - Face and Neck (exc shave) BHT 330 
12D - Body and Hand (exc shave) BHT 514 
12F - Moisturizing BHT 1363 
12G - Night BHT 104 
12H - Paste Masks (mud packs) BHT 22 
12I - Skin Fresheners BHT 7 
12J - Other Skin Care Preps BHT 239 
13A - Suntan Gels, Creams, and Liquids BHT 19 
13B - Indoor Tanning Preparations BHT 32 
13C - Other Suntan Preparations BHT 2 
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Concentration of Use by FDA Product Category – BHT 

Product Category Maximum Concentration of Use 
Baby shampoos 0.01-0.031% 
Other baby products 0.0013% 
Bath oils, tablets and salts 0.09-0.15% 
Bubble baths 0.00024-0.064% 
Eyebrow pencils 0.0012-0.1% 
Eyeliners 0.0004-0.056% 
Eye shadows 0.0002-0.17% 
Eye lotions 0.0004-0.11% 
Eye makeup removers 0.015-0.1% 
Mascara 0.00009-0.3% 
Other eye makeup preparations 0.002-0.1% 
Colognes and toilet waters 0.00014-0.21% 
Perfumes 0.21% 
Powders (dusting and talcum) 0.0021% 
Other fragrance preparations 
     Leave-on 
     Rinse-off 

 
0.0021% 
0.016% 

Hair conditioners 0.00042-0.5% 
Hair sprays 
     Aerosol 
     Pump spray 

 
0.00005-0.006% 
0.000007-0.00012% 

Hair straighteners <0.01% 
Shampoos (noncoloring) 0.000007-0.5% 
Tonics, dressings and other hair grooming aids 0.0000007-0.5% 
Wave sets 0.000007% 
Other hair preparations (non coloring) 0.000008-0.1% 
Hair dyes and colors 0.0015% 
Hair tints 0.005% 
Hair bleaches 0.0025% 
Other hair coloring preparations 0.004% 
Blushers 0.00013-0.081% 
Face powders 0.0076-0.3% 
Foundations 0.001-0.1% 
Lipstick 0.0076-0.29% 
Rouges 0.02-0.03% 
Basecoats and undercoats (manicuring preparations) 0.0005% 
Cuticle softeners 0.0006-0.09% 
Nail polish and enamel 0.2% 
Nail polish and enamel removers 0.25% 
Other manicuring preparations 0.05% 
Dentifrices 0.03% 
Mouth washes and breath fresheners 0.000001-0.0015% 
Other oral hygiene products 0.27% 
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Bath soaps and detergents 0.009-0.31% 
Deodorants 
     Not spray 
     Aerosol 
     Pump spray 

 
0.012-0.19% 
0.00006-0.4% 
0.000001-0.0031% 

Vaginal douches 0.0006% 
Feminine hygiene deodorants 0.09% 
Other personal cleanliness products 
     Hand soap 

 
0.098% 

Aftershave lotions 0.051-0.099% 
Preshave lotions 0.00017% 
Shaving cream 0.0003-0.09% 
Shaving soap 0.0001-0.1% 
Skin cleansing (cold creams, cleansing lotions, liquids and 
pads) 

0.00084-0.3% 

Depilatories 0.1% 
Face and neck products 
     Not spray 
     Spray 

 
0.0005-0.5% 
0.0000035-0.0012% 

Body and hand products 
     Not spray 
     Spray 

 
0.00005-0.33% 
0.01-0.09% 

Foot powders and sprays 0.0003-0.06% 
Moisturizing products 
     Not spray 

 
0.001-0.2% 

Night products 
     Not spray 

 
0.003-0.051% 

Paste masks and mud packs 0.01-0.09% 
Other skin care preparations 0.001-0.1% 
Suntan products 
     Not spray 

 
0.05-0.1% 

Indoor tanning products 0.01-0.2% 
Other suntan preparations 0.05-0.1% 

Information collected in 2018 
Table prepared October 22, 2018 
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