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SYNOPSIS

A one year old male died from aspiration of baby oil which
resulted in hydrocarbon (mineral oil}) pneumonitis. The child was
lying in a bed next to a television. The mother who had just
changed the baby's diaper placed a sixteen ounce bottle of baby
o1l on the television next to the bed where the child was lyaing.
She left the room and went downstairs for short time. When she
returned, she found her son, on the floor, lying on his back, in

a puddle of baby o:11. He had ingested approximately ten to
fourteen ounces of baby oil.

PRE-INCIDENT

The information presented in this in-depth 1nvestigation is very
limited and came cnly from the medical examiner's office, even

though the site where the incident occurred was visited by thas
investigator.

A trip was made to the shelter home where the mother and one year

old male ch:ild had stayed, but they had left to live in another
state. The woman in charge was very reluctant to give out any
informaticn that was not already obtained.

The mother, and her one year old son, were livaing in a shelter
for women. Because of limited information, 1t could not be

determined 1f the child had been 111 and taking medication, or 1if
he had any physical abnormalities.

INCIDENT

The mother and her son were living upstairs at the shelter. She
had been changing the baby's diaper so she put the bottle of baby
o1l on a TV next to the bed where the child was lying. The mother
stated that she went downstairs to the kitchen on the second
floor for az couple of seconds. When she returned to her bedroom
she noticed that the victim was lying on the floor on hais back
covered with baby ©01l1l. Other creams and clothing which also were

on the floor. The baby had ingested approximately ten to fourteen
ounces of baby o1l and had aspirated it into his lungs.

POST-INCIDENT

The victim was taken to a local hospital that afternoon in

Illinocas and, later that evening, transferred to a children's
hospital in Missoura. The victim was placed on Extracorporeal
Membrane Oxygenation until his death twenty three days later.

The cause of death was chemical pneumonitis caused by aspiration
of the baby oil.
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St. Louis City Medical Examiner

Case Type: BR

Day: Monday Date- 09/23/96 Time: 10-45 AM Case No.: 96-2031

neceived From:

L e Phone No.: 577-5600
Notifying Agency/Institution Mhlldren's Hospital
DECEASED

s St marers Phone NO A,
Race: Black Sex: Male ,Age. 1 vyears : 07/12/95
Marital Status:

Never Married

SSN:
Address. il City Aalton State: IL
Occupation: Pre-School Age Child Zip: 62202 .
Next of Kin: Phone No. : poitinstasSsiisanis
Address- " City. Alton State- IL
Relationship-+ Mother- Z1p: 62202
‘Notified. 09/23/96 N
Police Agency No Police Involved During App/Cust?® _
+ ——————————————————————————————— EY
| Date By l
e m e m e m e e e e e m e e m e b= m e = m e e m e = = = e m m m e m mm e ——mmmm———
Illness 08/3¢/96 1
_ Fm e e m o m e EE o s e e e e e e e e e e e e e e e e b e e e e e e e mm e m — - — ===
Pronounced| 08/23/96

Physician- m

Children’s Hospital
(IN-PT)

Manner of Death- Accident
Type of Death Asphyxia. Other Aspnyxia.
How Injury Occurred Suffocat:ion
Injury at Work No
Premises- Miscellaneous. Sheltexr for women

Deaths Asscociated with Incident N& Other Deaths Associated with Incident
Activityv of Decedent: Lying Down [Reclining]

Aspiraticn of oxrl;

Depth of Investigation (Investigator)- Telephone
Pathologist No Pathologist Involved
Death Certificate Saigned By. St. Louls City Medical Examiner Date 11/08/9

fe2cords Being Sent From Sueapai

Notes:

Investigator:

Pr-nted 11/21/96 at 09:34 AM



IDI 97»#;/66 7037 A#,qc},me,,f# / - 3/1,

Case No.: 56-2031

R o mor1al Hospital,
09 23/96 reporcing the death o iEREw.

_‘eﬁated that the deceased was originally hospitalized at

et e ospital, Alton, Illinois on 08/30/96 and then transferrec
coniiipigeiygs the same day The deceased had aspirated baby o1l while
a

t home and was taken to the hospital at 4.15 p.m., 08/30/96.

- -

: - pEiprstated that in reading from the original admitting notes
the decease- was found lying on the floor covered with baby oil

the child was a 13 ounce bottle of baby o1l with approximately two (2)
OUNCes remainlng The mother was unable toc state how much was last see-

in tne bottle or when she purchased the botrcle of o1l The flocor and
baby were both covered with the o1l, which was on the floor with cther
d.aper creams and clothing

Near

Tne -nfant was placed on an Extracorporeal Membrane Oxygenation until
hrs a=zath this date.

¥ stated that the child had no other unusual or questionable
marks on admission and that doctor’s found nothing suspicious during

the hospitalization. The family had granted permlsSLOn for a limited
autopsy {(heart and lungs) at EEEETIREIIRNEEGE ;

I noctified ®

Lo e Chief Medical Examiner of these
clLrcumstances and he adv1sed that the hospital could perform the autops
with this office to sign the death certificate

I notified m the same and_reguested copies of

the medical
records from Gl e ndm}{ospwtal via written

reqguasts (see attached coples)

I also requested copies of the autopsy findings.

On contactlng the Alton Police Department, -

i BRFPetective Bureau - Alton PD,. who denied that his offic-
was ever made aware of the original incident. ent on

to say that the home address shown by the hospital was the Oasis Shelt
for women

I spoke with

I next contacted the Division of Family Services,
o tr2end spoke with M

omen Center had filed a report
The report was taken as an

Child Abuse Hotline
: - for tllinois - CTERERS

ik lacer notified me that th
to the State Central Registry on 09/03/96.
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St Leus, MO

- = CHiD
ACCIDENT INVESTIGATION’R—-EQUEST FORM 324a
DOCUMENT NUMBER X96C0820A

DATE OF INCIDENT 04 August 1986 “CATID CHNNO1

——

FOLLOW-UP REQUESTED )

HAZARD ANALYSIS x )
SEC.15 ()

_ TYPE OF FOLLOW-UP

TELEPHONE ()
ON-SITE (x )

HEADQUARTERS CONTACT Susan Aitken (301) 504-0477 X1185

ASSIGNMENT MESSAGE

Use attached telephone guestionnaire for hydrocarbon poisonings. If a CR
closure was involved, and there is an indication of container fallure, collect sampie
and forward to Chuck Wilbur, HSPS, for evaluation. If treated at emergency room,

determine type of treatment. [f fatal, collect medical records and all official
documentation.

Person to contact

Task Number 970304HCCS033 Date 04 Mar 1997

Assigned to CH{D

-

Requested by Susan Aitken

HS3)



Attachment B

THE COSMETIC, TQILETRY AND FRAGRANCE ASSOCIATION
110 I7TH ST NW  SUITE 300 WASHINGTON D C 20036 4702

December 15, 1998

Suzanne Barone, Ph D

Drrectorate of Epidemiology and Health Sciences
U S. Consumer Product Safety Commussion
4330 East West Highway

Bethesda, MD 20814

Dear Dr Barone

The following comments are submutted on behalf of mnterested members of The Cosmetic,
Toiletry, and Fragrance Association' at the request of the agency at a November 18 public meeting
with affected industnes to discuss household products contaimng petroleumn
distillates/hydrocarbons and child-resistant packaging

I Cosmetics Shouid be Excluded from the Hvdrocarbon Rulemaking -

CTFA strongly believes that cosmetic products should not be subject to thus rulemaking
based on a thorough survey of companies’ product mcidents Qur 1997 comments to CPSC
demonstrated that the companies that manufacture these products rarely encounter ingestions,
much less aspirations (See CTFA Comments to CPSC on ANPR regarding Petroleum Distillates
(September 1, 1997)) These CTFA member compames work with the top Poison Control Centers

n the country, publicize thewr consumer information 800 number and take extensive measures to
ensure that their products are safe on an on-going basis.’

! CTFA, founded in 1894, is the national trade association for the personal care products industry CTFA members
consist of approximarely 275 actuive member comparnies that manufacture or distnbute the vast majonty of cosmetic products in
the United States CTFA also represents approxmmately 275 associate members that provide goods and services such as
mgredients and packaging to the cosmencs industry

2 CTFA planned to subrmut an analysis of preduct category incident data from the Amencan Associanon of Poison
Control Centers (AAPCC) to demonstrate further that cosmetics should be excluded from thus rulemaking However, since late
October-early November, the AAPCC did not respond to CTFAs requests for data. This data was obtained by CPSC earlier
from the AAPCC, but the agency has not made this data available to the public Therefore, the fact that essennal incident data
which the agency 15 relying on in this investigation was unavailable to CTFA until a few days ago has put us at a significant
disadvantage 1n filing these comments
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Therefore, CTFA proposes that only “hazardous products” as defined by the Federal
Hazardous Substances Act (FHSA) be subject to a CRC requirement for hydrocarbons It was
mentioned by CPSC staff at the November 18 public meeting with industry that the purpose of the
present investigation mto hydrocarbons was to bring internal consistency between the FHSA
labeling requirements for products contaming hydrocarbons and the Poison Prevention Packaging
Act (PPPA) packaging requirements for the same products.’

Currently, all applicable products contamning 10% by weight of petroleum distillates are
considered hazardous and therefore must bear certam warning statements on their packaging under
the FHSA However, only some of these same products are required to have CCS under the PPPA
At thus nme, the agency seeks to broaden the scope of the PPPA regulation to requure all the
products that must bear labeling under the FHSA also have child resistant closures

Cosmetic products are specifically excluded from the jurisdiction of the FHSA They are
not part of the internal inconsistency 1n the current CPSC regulations that the staff 1s trying to
remedy and should they be a part of this rulemaking. These products are not “hazardous” and do
not requure the CPSC-mandated warmungs under the FHSA.

II. Other Packagine Exclusions

The purpose of the November 18 meeting was to discuss “‘exclusions” from any future
regulation that would require child-resistant closures (CCS) for household products “contaiung
more than 10% hydrocarbon(s)* by weight with a viscosity of less than 100 SUS at 100 degrees
F " CTFA supports several exclusions suggested by CPSC staff such as “prepackaged,
nonemulsion-type hquid products ” CTFA also supports an exclusion for “pressurized spray
containers that are expelled as a must” because of the lack of evidence indicating an aspiration nsk
from such a product dehivery system.

CTFA, however, proposes revised draft language relating to the scope of a future proposed rule.

Prepackaged nonemulsion-type liquid hazardous products as defined by the Federal Hazardous
~ Substances Act containing more than 10% hydrocarbon(s)* by weight with a viscosity of less
than 100 SUS at 1002 F, must be packaged in accordance with the provisions of 1700.15(a) and
(b), except for the following: (i) those packaged in pressurized spray containers that are expelled
as a mist; (ii) pen-like devices distributing the product through an absorbent dispensing tip; (iii)

? The Advance Notice of Proposed Rulemaking descnibed this “anomaly” as the “[v]arying scope of the
Federal Hazardous Substances Act and PPPA regulations ™ 62 Fed Reg 8661 (February 26, 1997)
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products with a “restricted flow” orifice as defined in 1700.15(d); and (iv) products delivered as
a non-aerosolized mist with an affixed, non-removable cap.

In the revised draft language, CTFA thinks that delivery systems that absorb the product
such as impregnated pads and absorbent tip pen-iike devices should be excluded from any future
regulation because they pose no aspiration hazard due to the small amount of product delivered and
the fact that they do not permit the free flow of the substance. CTFA also favors an exclusion from
any CRC requirement for products that meet the CPSC regulations for “restricted flow™ closures.

In additron, non-aerosol packages that dispense the contents as a mist should be excluded 1f
equipped with a cap or pump affixed to the rest of the package The rationale to exclude non-
aerosol packages that dispense a nust 1s sumular to the reason to exclude aerosols that dispense a
must -- there 1s not an aspiranon hazard in erther case to justify special packaging Also, the means
of dispensing the product for pumps or other permanently affixed caps 1s sumlar to the design of an
aerosol package which also has a spray mechanism attached to the rest of the package. Therefore,
because of the sumularities m delivery and package function, non-aerosol packages dispensing a
mist with a permanently attached top should be excluded.

In conclusion, CTEA believes a cosmetic exclusion 1s warranted due to a lack of meident
data on aspirations of hydrocarbons by children under 5 years old indicating a need for special
packaging Also, m this comment, CTFA subnutted draft regulatory language aimed at addressing
the staff’s desire to exclude those product delivery systems or packaging components that make
aspiration extremely remote

Since receiving the AAPCC data last week, CTFA 1s having 1t reviewed by an outside
expert, but 1t was not possible to do a thorough job 1n such a short time for purposes of this
comment. Therefore, CTFA respectfully requests that we be granted permmssion to submit an
anaiysis of the data, 1f appropnate, at a later date before a briefing package 1s submutted to the
Comrmission

Thank you for consideration of our comments

Respectfully submutted,

OMecise O . Beak

Cathenne C. Beckley
Associate General Counsel

cc: Chairman Ann Brown
Comrmussioner Mary Sheila Gail



Commussioner Thomas Moore



Attachment C

A .

THE COSMETIC, TOILETRY, AND FRAGRANGE ASSOCGIATION

E. EDWARD XAYANAUGH
November 10, 1999 PLESIDENT

The Honorable Mary Sheila Gall
Commissioner

U. S. Consumer Product Safety Commission
Washington, DC 20207

Dear Commissioner Gall,

Once again, CTFA and its members would like to thank you for taking the time to mest
with us to discuss the Commission’s PPPA rulemakang on low-viscosity hydrocarbons
(somerimes called pewroleum distiliates). In the course of that mesting, you and your staff asked
for mformaton on several points. CTFA was able to obtain some mformation that is responsive
10 these questions.

1.Are all hvdrocarbons the same?

The term “hydrocarbons” can be misleading. Strctly spealang, the term should be
apphed to any single chemical entity consisting only of carbon and hydrogen. In practicz (and
for the purposes of the proposed rule-making) the term is used to descrive various complex
mixturss corpnsing 2 number of different chemical entities (each of which compose only carbon
and hydrogen). Dhiferences in the composition of “hydrocarbons” have a sign:ficant umpact on
the safety of products containing such complex mixtures.

Mineral ouls used in cosmetic products are highly refined mixtures of petroleum
hydrocarbons. The refining process eliminates aromatie and other unsaturated compounds which
could otherwise lead to an mcreased risk of toxicity. These are the compounds typically found in
significant concentrations in other petroleum derived marterials such as kerosene, gasoline,
mmeral spirits, and mmeral seal oils. Aromatic compounds, and in particular polynuclear
aromatics, are known for ther toxic effects. Mineral oils used in cosmetic applications mest
purity tests in the USP/NF (United Stares Pharmacopeta/National Formulary) as well as FDA
regularion 21 CFR 172.878. The tests prescnbed in these standards assure the absencs of
polynuclear aromatic compounds so that these matenals cag be used in medical and direct food
applications.

P10V ITTHST , N.W., SUITEJ00 WASHINGTON, D C 20034-4702
02331770 rax 102 321.196F

hilp f/www gifo,0fg

SECURING THE INDUSTRY'S FUTURE SINCE 1894



Letter to Commissioner Gall
November 8, 1999
Page 2

Ingestion of mmen.l oil without aspiration poses essentially no nsk of poisoning as
opposed to such low viscasity hiydrocarbons as kerosene, lighter fluid and gasoline. Ingesdon of

the latter poses a risk of porsoning because of therr oral toxzeity independent of their aspiranon
Tisk.

More importantly in the context of the proposed regulation, differences i the chemical
and pbysico-chemical properties (which affect things like viscosity, volanlity, surface tension,
etc.) of hydrocarbons will result in differences with regard to (1) the relative sk of aspiranon,
(2) the relative risk of an aspiration leading to some degres of toxiaity, (3) the relanve degree of
toxicity, and (4) the type of toxicity. In this context, mineral cil 1s very different from other
“hydrocarbons.”

2. Are mineral oil-contaimmne cosmetic products less likelv to be aspirated than other
hydrocarbon produets?

Clinical evidence suggests this is the case.

During the Public Briefing, AAPCC test data was provided by staff In spite of its
limitations in identifying the specific ingredients in the data, the TESS datz clearly shows that
aspiration (as opposed to ingestion) of mineral orl is a rare event. Of the 742,042 cases of
cosmetic products ingestons reported to TESS, less than 1% (726) had symptoms possioly
suggestive of aspuation. Less than 0.01% had evidence suggestve of aspiraton prewmonia.
(One fatal case was reported and will be discussed in the next section.) Despite the ubiquuty’ of
mineral oil-contaiming cosmetic and personal care products in the home and consequently the
opportunity for exposurs, there is a general lack of cases of consequence that would suggest that
there is any significant degree of aspiration risk from an acute or accidental® exposurs. There s
only one case that the staff cites that could be construed as represennng an acute or accidental
exposure that resulted in 2 non-fatal but serious consequence. That single case was reported in
the medical literature in 1585 by Dr. Santiago Reyes de la Rocha, et al. Despite the authors’
“publicizing” of this case and their call for the reporting of similar cases, m the 15 years since
publicanon of this isolated incident there has besn no confirmation or concurrence from the

! Since 1935, one manufacturer estimates that 1t has sold over 1 billion units of baby oil.
A market research firm recently reported to 2 major baby oil supplier that 93% of these products
are s0ld to households with no children or children over 3. Only 7% of baby o1l was bought by
households with children aged 0-3 years old.

" 2The major focus of the PPPA is on preventing acute or accidental exposures. These ars
one-time exposures as opposed to chronic, every day exposures. Unlike other hydrocarbons,
mineral oil aspiration has been shown to be a chronic rather than an acute complication of

ingestion and it is typically seen with purposeful administration, such as in the case of EIR
981026HEP9021.
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medical community that there is an “mrecognized problem’” with acute exposures to these
products. Indeed, the authors of this study themselves have not published an article detailing

another such incident as 2 follow-up. Importantly, this case nvolved product removed fom 1ts
original contaimer.

The one fata) case reported in the TESS data involving 2 mineral ou-bassd cosmetic was
where a massive exposure resulted in death. In that very disturbing case, police and other local
authorities conducted an investigation into the crrcumstances surrounding the case. It is also
important to note that part of the actual container 1id was found in the pateat’s stomach’. Thers
wers no subsequent medical reports or publicanons regarding this case and no suggessons fom
the medical commuruty that this single event demonstrated an unrsasonable aspiration nisk
associated with mmeral oll. The circurnstances of this case stmply do not suggest an aspiration
risk from accidental exposure © mineral o1l containing products.

3. If mineral o1l is aspirated, is there a significant nsk of toqgeity?

The nsk of toxacity is very low. Anything can and has been aspirated (ses attached
references). But an aspiration does not automatically result in serious symptoms.

Mineral oil aspiration producss a different type of pulmonary effect (bpoid pneumonia)
than does aspiration of low viscoaity hydrocarbons. Lipoid pneumoma is se=a not only with
mineral oil but with any mineral, animal or vegetable o1l; it has besn reported in the medical
literature with substances such as olive oil, cod liver oil, paraffin oil, and poppy seed oil. In
contrast, petroleum distllates with small molecules or carbon chain lengths are, m general,
hghly volanle and swonger solvents, and as such have a greater tendency to interact with fatty
tissues and fluids and cause sexious toxicity. The higher molecular weight compounds used 1n
mineral oil do not have the same effect.

. Aspiration of mineral oil can lead te lipoid pneumomnia but this 1s rare and typically non-
fatal Im fact, very few aspirations of mineral o1l-based baby oil require medical treatmment

Mineral oils used in cosmetic products have high molecular weight , and average carbon
chain lengths of at least C-20. Gasoline and petroleum solvents can have much shorter carbon
chain lengths in the range of C-5 to C-15. As a higher molecular weight substance, the mineral
oil used in cosmetics has igher viscosity, lower volathty, and hugher surface tension. Unlike,
hydrocarbons with lower viscosity, higher volatility and lower surfacs tension, mineral oil is
much less likely to reach the lung and, once there, spread along the lung surfacs. As artesult the
risk of aspiration when a mineral oil product is ingested is very low.

} 1996 AAPCC Annual Report at 49, Case 89.
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4. Is mineral o1l so fu;r_zda.mm v different from other hydrocarbons that it should not be
considersd under the same mlineg as Jow viscosity hvdrocarbons?

Yes. The toxicology studies and amimal data differentiate mineral oils from other
hydrocarbons. The landmark work in this area was done by Horace W. Gerarde, MDD , Ph.D and
resulted in an article entitled Toxicological Studies on Hydrocarbons: The Aspiration Hazard
and Toxcity of Hydrocarbons and Hydrocarbon Mixures. Gerarde’s approach to this issue was

to evahuate petroleumn disullates for both acute aspiration hazard and toxicity. He amved at the
following conclusions:

a) Risk of aspiration resulting in pneumonia. Gerarde conciuded that any petroleum
distillate with an SUS less than 45 posed a high aspiration hazard. Petroleumn distllates with an
SUS in excess of 53 (including mineral oil) had 2 low risk of aspiration resultng 1n pneumoma
when ingested.

b) Toxicity of aspirated petroleum distllate. By directly instilling various peroleurn
distillates in the trachea, Gerarde concluded that, when aspirated, the toxicuty of compounds with
viscosities below 45 (e.g gasoline, lighter fluid, Xerosene) was greater than for other petroleum
dwstillates products with higher viscosities. For some petroleum distillates wath an SUS betwesn
45-59, chemical composition of the petroleumn disnllate and the viscosity dictaied the bkelihood
of injury after aspiraion. He further cited the difference between mineral o1l and other
petrolemmn distillates stating that:

“mineral oil and motor oils of comparable viscosity do not cause severes, acute pulronary
edema and hemorrhage charactenistic of kervsene and similar low-viscosity hydrocarbeon
mixtures. The pulmonary effects produced by these hydrocarbons are the “lipoid
pneumonia” type of reactien—low-grade, chronic localized tissue reactions which ars not

; Dr. Gerarde also reported that “the study with individual hydrocarbons shows that Jarger

molecules ars less irmitating on direct contact with endothelium than are smaller molecules.”
This finding helped explain the lack of acute toxacaty of mineral oil, 2 larger molecular
compound, on respiratory endothelial tissue.

CPSC’s scientists evaluated the Gerarde method to see if it could accurately assess tae
hazard and toxicity potennals of products capable of bemng aspirated. CPSC validated® the
published Gerarde method regarding petroleumn disti]late evaluanon for aspiration hazard and
toxicity, concluding that it “showed the best potental for predicting asprration hazard and
toxicity”.

“Osterber, RE; Bayard, SP; and Ulsamer, AG, 4ppreisal of Exisnng Methodology tn
Aspiration Toxicity Tesnng, Journal of the AQAC, 59 (3): 516-25, May 1976.
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s t is the ap riate viscosity level to require special packa for hvdrocarbans?

The scientific literature does not support an SUS level of 100 for muneral o1l Several
commentators have siated that the greater viscosines of meral ¢ils make it “unlikely o be
aspirated and cause pulmonary complications”.

The CPSC 100 SUS minimurmr acceptable cutoff is understandably designed to
incorporate a substantial margin of safety. Although 1t may be useful as a means of identifying
substancss which warrant scrutiny, it 15 mmportant to evaluate @/l relevant factors (including
climical experience ) which impact on determination of the actual isk of aspiration om vanous
types of hydrocarbon-containing products, It is cartainly unreasonable to apply the standard in
specific cases where there is no clear danger from a parneular product.

CPSC staff have recommended exemptions for other products or spesific types of
packaging for covered products cihng “insufficient evidence” demonstrating an aspoation sk
The evidence demonsirabng an unreasonable aspiration risk for mineral oil-containing products
appears to be equally insufficient in thzs case.

In conclusion, we hope that you will find this information to be helpful In your
consideration of the 1ssues raised by the staff bniefing package. The pending rulemaking
represents a new approach for the Commission to the PPPA, 1.e. regulating by class rather than
product by product. By proposing such broad criteria, products that do not pose an aspiraton
hazard, such as mineral oil-based cosmetic and personal care products, could wmadvertenrly be
included simmply because of their chemical composition.

Should you have any further questions, please do not hesitate o contact me.

Smcmly,
032

Catherine C. Becklcy
Associate General Counsel

Enclo_surcs
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November 10, 1959

The Honorable Mary Sherla Gall
Commissioner

U. S. Consumer Product Safsty Commission
Washington, DC 20207

Dear Commissioner Gall,

 Ispeakto You 25 2 Board Certified Pediamcian, Medical Toxicologist and
Clinical Phazrpzt_COquIsL Ihave had 19 years of chinical experience since my
fel]ov.:sh.}p wanmg m Toxicology. For these 19 years ] have been the Director of
the Cincmnat Dmg & Poison Control Center which Jast year answered 180,000
calls. Iam alsc_: affiliated wath a tertiary care Emergency Deparunent that serves
90,000 pediatric patients each year,

Let me give you a brief overview of lung problems refated to
hydrocarbons (“HC™). For this discussion I will limit myself to straight chains
bydrocarbons (SCH), excluding the aromatic hydrocarbons which are known to be
inherently more toxic. The SCE hydrocarbons produce their toxicity when they
accidentally get into a buman's ung, As fliustrated many years ago by Gerarde's
expeniments, SCH producs two disanct problems based on the viscosity of the
hydrocarbon.

_Thc less viscous HC are likely to get fnto the lung. Due to their physical
properues, they “cresp” along mucosal surfaces and produce a significant
preunonia due to their irritant effects. Children exhibir shormess of breath,
hypoxemia and significant changes on chest X-rays. These can sometrmes have 2
fatal outcome. Also, the TESS data wall attest to the fact that these EC produce
many many encounters with Poison Centers and Hospitals each year.

The second problem is related to more viscous HC. When they get into
the lung, they producs 2 more localized mflammatory procsss in the lungs which
results in 2 less devastating problem. Typically mineral o1l aspirations have besn
reported 1 humans takung it for constpation on a long-term basis. Most cases
have occurrsd 1 patisnts with neurologic imparment who perhaps may also have
some abnormalities with their swallowing mechamsm These pneumonias are
localized and the diagnosis can only be confirmed by demonstrating fat laden lung

" macrophages,



In my experience, I have seen hundreds of chuldren with a HC poeurnontts secondary to
low viscosity products, gasoline, furniture polish, ste. Most recover but [ am aware of at least a
single fatality due to low viscosity HC. Ihave probably seen 3 or 4 cases of lipoid paeumoria
secondary to chronic usage of mineral oil. There were na fatalines. In fact, I tried to get one of
these cases published but was unable to do so because I believe the journal editors felt that there
was nothing new In my case report. Inmy case, the dizgnosis was confirmed by a lung biopsy.

Of course, you have seen correspondence form Dr. Rick Kingston of the PROSAR
Internagonal Powson Center and University of Minnesota reportng that the TESS and NEISS
data confire the relaqve propertions with which these two types of problems are encountersd.

The first case, preseated by Dr. Santiago Reyes de 1a Rocha, preseats a picture of 2
diffiuse pueumonua (which is Dot the classic presentation of'a lipoid pneumonia) which as the
anthors note was not diagnostically confirmed with a Iung biopsy. They surmise tiat the
exposure and subsequent events suggest swongly that the baby oil was responsible. Indesd, one
could present a fauly compelling case that this was 3 severs atypical (i.e. viral) poneumonia 1t
which the circumnstances of the baby o1l were secondary. Nonetheless, 1 the 15 years sines,
neither the authors nor others have reported such cases m the medical litezaturs. Also, the report
states that the child had access to a2n OPEN bottle, Oune of my conceras 1s that if a safety closure
15 dzemed by the caretaker to be difficult to open, many more opex bottles may present
themselves to children

The second case of the 3-month-old fom Columbus 1S not relevant 10 our discussion
todzy. The chuld was actually grve the baby oil by mouth as a fe=d. The resultans large amount
probably caused the prodlem. Thus is a situation which would not have been avoided by a safely
eaclosurs.

The thurd case of the thirteen month old from St. Louis is an unformunate cass where the
child seems to literally have choked on baby ol I do not beheve thar the baby oil per se caussd
the death. Any viscous liquid, pethaps even soap or shampoo could cause an asphixial death 1 2
large amount was forced mto the oropharynx and then the lungs, 25 probably happened m ths
case.

In summary, [ would like you to consider these points 2s you make your finai decision.

Gerarde's studies have remained valid to date. Most medical professionals will agres that
thers are two types of pathology reported after HC, viz. the acute diffuse chemucal pneumonttis
due to Jow viscosity HC and the chronic lipoid pneumoma associated with hugh viscosity EC.

Of the three reported cases, only one is suggestive of mineral o1l toxzeity that is Liksly to
be prevented if safery enclosures are insttuted. This case does kave some Ymitanons thar do not
fit with a classic mineral oil asprranon.



o The nwmbers of cases of mineral oil ingestion resulting in morbidiry, the numerator if you
will, remains low dcspm? the large denominator reported to NEISS, TESS and the two major
manufactarers of baby oil products,

T urge you not to "throw out the baby with the bath water”.
Thank You
Sincerely,
 Suman Wason
Medical Director
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The Honorable Thomas Moore 1395 Hagden Bind St
Commissioner 812 917
- o - e fac 611 441
U.S Ceonsumer Product Sﬂie[_\ C()'I'anIlSSIOn Wil EtdrLee,

Washington. DC 20207

Dear Commissioncr Moore

[ very much appreciated the vpportunity to meet with you and your staff regauding the
proposed rulemaking for hydrocarbons and cluld resistant closures I just received a copy
of the memo from Ronnld Medford and Suzanne Barene to the CPSC Commission
conceming our recent meeting. 1t appears that there 1s sull some confusion aver what
was said and 1rs implications as it pectain o the rule T am particularly troubled by the
statf charactenization ol comments that | have made 1egarding the establishment of an

SUS of 100 as a reasoniole curetl for inclusian of hydrocarben contaimng substances for
the rule

As [ siated in the meetirg I have alwavs baen supportive of the 100 SUS cutoff as a
teasonable “first tier” assessment for hy drocarbon 2ligibility for inclusion i thus rule-
making  Since this rule covers literally tens of thousands of substances it is unreasonable
to expect that the Comraission. or any other scientific bady, would be able to
systeriiaticzlly assass ezch and evenn hivdrocarbon substance for its inherent abulity to
pase an asprration risk - Rather. a more appropriate and undetstandable approach s to
establish an “arbitrary”™ SUS cututt that would he expecled Lo capture 100 pluy percent of
the substanzes that could pose an unreasonable risk nf aspirat:on. [he staff’s approach,
by defimnon, examines only one of several pmameters that influence aspiration tisk and
ts expeetad to capture the vast majanty of those substancas that do puse an unreasonable
risk as well as capture substances that do not. In this scenano [ would expect that
exceptions would be co1sidered 1n order to accommodate the Limitations of the approach
used Mineral oil containing cosmetics shauld be one of the exceptions to the rule for all
ot the reascas that we discussed

There also appears 10 be conunued conlusion regarding the significance of cases coded in

- . the TESS database as “aspiration™ As a practicing clinician who has personally coded
tens of thousands of cases in the TESS database [ know that in many cases a mere cough
results in “aspiration” bing coded

It is also troubling that isolated incidents of aspiiation contuiue to be presented as “proof™”
that an unreasonable risk sxists 1f “aspiration” cuntimues fo be the single primary clinical
endpoint to jusufy inclusion n the rule, nothing n the gnvironment could be excluded.
As regards lipowd pneumonia, the rule would have to apply Lo the variety of other

substances where lipoid pneumonia has been reported (eg. olive oil. cod hinver oil, poppy
secd a1l etc )
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Qver the [ast 24 months, CTFA has sought the counse! of outside practicing experts in the
field of medicine, pediatrics, toxicology and poison control on the issue of an exemption
for "mineral oil containing cosmetics™ for this rulemaking As one of those experts, |
have worked with my other colleagues ra articulate a view that differs from that of the
CPSC staff but one that we believe atcurately represents our combined academc. climeal
and professional experience that is so speaific (o thrs area.

Again, [ appreciate your willingness to consider this information.

Sinceiely,

Richard Kingston PharmD

Senior Clinteal Toxicalogst

PROSAR Intemational Poison Center

&

Assistant Professor .

Dept of Experimental and Clinical Pharmacology
College of Pharmacy

University of Minnesota

Cec: The Honorable Mary Shetla Gall
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THE COSMETIC, TOILETRY AND FRAGRANCE ASSOCIATION

E EDWARD KAVANAUGH
January 12, 1999 PRESIDENT

Suzanne Barone, Ph D

U S Consumer Product Safety Commission
4330 East West Highway

Bethesda, Maryland 20814

Dear Dr Barone

Attached 1s information that The Cosmetic, Tailetry, and Fragrance Association
(CTFA) stated in its December 15, 1998 comments would be supplied to the agency
after our poison control consuttant, Dr Richard Kingston, could review the data of the
American Association of Poison Control Centers (AAPCC) on ingestion of cosmetic
hydrocarbons

Or Kingston's findings include an analysis of 1996 and 1997 “baby oil’ incident
data complied by the AAPCC for CPSC CTFA respectfully requests that Dr Kingston's
recommendations to CTFA and findings be added to the record for consideration by the
staff and Commussioners n the hydrocarbon rulemaking

| will be out of the country from January 11 through January 20, so if you have
any questions regarding the matenal, piease contact CTFA's outside CPSC counsel
Mary Martha McNamara at 703-971-8008 If you are unable to reach her in a timely
fashion, please contact Tom Donegan, CTFA Vice President-Legal & General Counsel
- at202-331-1770

Thank you for considering CTFA's earlier comments and Dr Kingston's report

Sincerely,

Cmc&@%

Catherine C Beckiey
Associate General Counsel

1101 17TH ST, N W, SUITE300 WASHINGTON, D C 20034-4702
202 3311770 Fax 102 331 1949

http //www ctfa org

SECURING THE INDUSTRY'S FUTURE SINCE 1894
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PRODUCT SAFETY RESQURCES

1293 Bandana Bivd Suite 3115
Suirit Paul MN 55104
612 917-6100

January 8, 1999 N ::'pﬂi‘:f,:pof,f.
Catherine C Beckley

Assaciate General Counsel

The Cosmetic, Totletry, and Fragrance Association

1101 17th Street, NW, Suite 3Q0

Washington, DC 20036

Dear Ms Beckley,

This correspandence Is in response to your request on the part of The Cosmetic,
Totletry, and Fragrance Association (CTFA) and a number of CTFA member companies
that | review poisan center incident data regarding cosmetic products containing mineral
all, specifically products encompassed by the name “baby ail” In the poison center
database | have also been requested to comment on the Consumer Product Safety
Commission’s intent to expand its coverage of the Poison Prevention Packaging Act
(PPPA) to require child resistant closures (special packaging) for mineral ol containing
cosmetic products, meeting certain viscosity and percentage concentrations

As you know | am a practicing clinician with the International Poison Center and
serve on the faculty of the University of Minnesota | have spent much of the last twenty
years In the area of publtc poison control and have had a special interest in paiscn
prevention packaging and continue to conduct research and speak on the topic s
with this expenence that | provide a response to your request

Much of the debate on the mnvestigation of this 1ssue ¢enters around the concem
over the possibility of “aspiration " Generaily speaking, aspiration of foreign material into
the lung by children or adults with an immature or otherwise compromised gag reflexts a
known complication assoctated with poison exposures by the oral route In the case of
ingested sohds, vomiting may occur resulting i aspiration of iquid and particulate solid
materal from gastnc contents Because of their physical nature, iquids may be
aspirated into the lungs either directly dunng ingestion or after ingestion in the event of
emesis Some low viscosity iquids have been purported to “muigrate” to the lungs along
mucus membranes In some cases, but not all, a chemical pneumonia occurs as a
complication of aspiration. 1t 1s also well recognized that volatile hquids are more
commonly assoctated with aspiration and certain of these volatile hiquids mare frequently
cause chemical pneumonia The seventy of the pneumonia is influenced by the physical
charactenstics as well as the amount of the substance introduced mnto the lungs.

As a general rule, iIngestion of "hydrocarbons” more frequently results in
aspiration and chemical pneumonia as compared to other categones of substances
This has prompted the CPSC to consider expanding the PPPA by strictly defiming the
broad class of substances included in the term “hydrocarbons™ and apply the special
packaging requirements to all substances in this class. When attempting to determine
which substances should or should not be included, the question for manufacturers,
toxicologists, regulatory officials and others involved in poison prevention efforts 1s
simply stated-
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}Nhuch "hydrocarbon”-contaming household products or substances, when
ingested, have been shown to present such an unreasonable level of risk of both

aspiration and chemical pneumonia that additional measures of safety are
warranted?

In therr efforts to answer this question, the Commussion has struggled with
language and specifications that would establish a large enough safety net whereby ail
such substances posing an unreasonable nsk would be identified

As with any approach that establishes a broad catchment poiicy, there will be
some products, although they meet the general definiion and physical characteristics of
covered substances, whose specific physical, toxicoiogical, or observed nsk
characteristics do not meet the intent of the rule making One substance that falls into
this category 1s “mineral oil”-containing cosmetic products

[ have commented on this propased rule in previous correspondence to the
Chemical Specialties Manufacturers Association (CSMA) as 1t regards products
manufactured by a number of therr members That correspondence has been shared
with the Commuission  In that review of the proposed rule making, | discussed
nformation provided by the Commussion and others as it pertained to reported incidents
of exposure to a number of hydrocarbon-contamning products Mineral oil-containing
cosmetics were not included in that review | have subsequently examined exposure-
related poison center data specific to the general mineral oil category of “baby cil” 1n an
effort to help the CTFA and its members better understand issues related to reported
product exposure Incidents

Based on my findings, | have concluded that despite concentrations and SUS
ratings In the proposed target range, mineral cil-containing cosmetic products do not
pose the same level of aspiration and chemical pneumonia nsk as other “hydrocarbons”
and, as such, an exemption for this class of hydrocarbon s justified These findings are
also supported by expenmental studies reported in the medical terature tA full
discussion of my findings is attached.

Please note that my findings refer to three types of incident data that the
Commussion has discussed at vanous times dunng these deliberations One of those
sources of data is the poison center database known as TESS (Toxic Exposure
Survelilance System). The TESS database Is often utiized as a source of information
regarding exposure related inquines made to poison centers Since TESS data may
continue to be used in certain circumstances, a few additional comments are
notewoerthy

First, the database 1s exceptionally useful in helping to estabiish a safety record
for products or categones of substances where large numbers of exposures are reported
with miner or no adverse consequences Since toxicity and cutcome are more likely to
be overestimated in this database, lack of significant adverse consequence may help
confirm or establish a positive safety record

! Gerarde, HW Toxicological stdies on hydrocarbons IX. The aspirauon hazard and toxicity of
hydrocarbons and hydrocarbon mixtures Archives of Environmental Health, 1963,6 325-341



Second, the use of the database to establish the toxicity of a given substance or
category of substances is more difficult, especially If the numbers of significant cases
relative to the total category are small [t 1s especially imperative that before considering
cases with reported outcomes of significance the “ongmal” case record should be
reviewed to assure accurate coding of outcome and appropriate and precise
identification of the substance invoived where possible Since this 1s not aiways possible,
the data must be considered in proper context when attempting to draw conclusions for
requiatory purposes

As your member companies evaluate the information that has been assembied
they may want to compare it with their own surveillance experience so that they may be
able to respond to any unanswered questions In my expenence, the Commission has
always been eager to consider any information a company can provide that would help
Commussion scientists better understand specific issues of product safety Accordingly, |
would encourage both CTFA and its member companies to continue working with
Commussion staff by explorng any and all methods whereby you can maintain a shared
level of comfort related to the safety of these products

If there are any additional questions related to my review of the incident cata or if
| can be of assistance in any other way during these deliberations pleasa co not hesitate
to contact me

Sincerely, ,,; -
VA /q /
_,,_—f; T Ate .
—Richard Kingston PharmD

Seror Chnical Toxicologist

The PROSAR International Poison Center

&

Assistant Professor

Department of Clinical and Expenmental Pharmacology
College of Pharmacy

University of Minnesota

Attachment [ncident Data Findings & Analysis Report



Summary of Incident Data Findings & Analysis
Richard Kingston, Pharm D, CSPI
Vice President & Sentar Clinical Toxicologist
PROSAR Product Safety Resources
St Paul, Minnesota

For the purposes of this rulemaking the Commission has retied on three specific
types of data to support the expansion of the Poison Prevention Packaging Act
requining Child Resistant Closures (CRCs) for all *hydrocarbon” products meeting
certain viscosity and concentration considerations These would inciude 1) National
Electronic Injury Survesllance System (NEISS) data summarizing a four-year period of
survelllance, 2) reports of iInjury made directly to the Commission, and 3) poison center
data [will comment on each of these individually

1) Nationa! Electronic Injury Surveillance System (NEISS) Data_

Although there were no NEISS reports of injury related to mineral cii-containing
cosmetics for the ime period quoted in the original notice of propeosed rule making, it
may be useful to comment on this system of surveillance for general perspective
Portions of the following comments were included In previous correspondence to the
Commission regarding the proposed ruiemaking as it affects another consumer product
trade association, but are provided here for the benefit of CTFA members that may not
have seen those comments

The Commission operates the NEISS data systern which collects information
from 91 participating hospitals These data represent emergency department vistts
associated with consumer products A summary of emergency department visits
invelving products meeting specific criteria was used to estimate the incidence of
similar events occurning throughout the U S 1t 1s apparent from the report and its
descriptors that any pediatric patient presenting to an emergency department with a
history of exposure to a consumer product within the defined scope of the project was
included in the analysis | have outlined the imitations involved in the interpretation of
incidents reported to this system before, but considering the importance they bear
repeating The imitations include

It cannot be assumed from these data that all patients 1n this senes were
“poisoned” or “injured” Just because they presented to an emergency department for
evaluation This 1s best exemplified n the study completed by Anes, et al “Critena for
Haspitalizing Children Who Have Ingested Products Containing Hydrocarbons”
appearing in JAMA, Aug 21, 1981, 248 8 In this study, the authors examined the
medicai recards of 950 children who by history had ingested products containing
hydrocarbons “Eighty four percent (84%) of these children were asymptc':matic at the
time of initial evaluation and remained so during a six- to eight-hour period of
observation” prior to their discharge from the emergency department



It alsa cannot be assumed that children “admitted” to the hospital after exposure
to petroleum-containing products have experienced serious iInjury  [n the same study
cited earlier, 150 of the 950 children were *admitted” to the hospital Of these chiidren
71% were asymptomatic and remained so duning therr hospital stay Puimonary
complications secondary to aspiration occurred in only 7 (0 74%) of the entire series
and in each of these cases the child was symptomatic at presentation to the emergency
department

“Treatment” of cases of “paisoning” 1s oftentimes confined to simple observation
Unless 1t 1s known what specific treatments were performed it s difficult to assign any
level of severity to a given case that was “treated” in a medical facihity

Without review of the specific medical records related to these emergency
department visits, the data series cannot identify which of the patients actually required
emergency department evaluation 1| suspect that the diagnostic classification of
“porisoning” was the only one possible given the cading and billing structure utilized 1In
most emergency departments |t should be emphasized that cases of suspected
“potsoning” are the only cases that | know of where a completely asymptomatic patient,
requiring no specific treatment, who experiences no adverse consequences of any type
can be assigned to a billing and diagnastic code suggestive of inury 1t 1s also
noteworthy that the descriptive term “poisoning” can be assigned without any labcratory
or octher diagnastic confirmation

Despite the imitations of these types of data in assessing product toxiCity, the
absence of any reported incidents in this database ts a positive statement abcut the
safety profile of a given product This i1s especially true when the product 1s well
represented in the denominator of expected pediatnc exposures This would be the
case for “baby oIl" which 1s used extensively around children and infants and the
cpportunity for expasure Is vast as it 1s essentially ubiquitous to their home
environment The lack of any reported exposure episodes of consequence in this
survelllance system suggests a wide margin of safety

2) Reports of Exposure-Related Imury Made Directly to the Commission

There are 2 incidents of baby o1l exposure resulting in significant outcocmes that
Commission officials have referred to at various times during these deliberations One
Involves a lihgated case where exposure to the product occurred second hand after
transfer of the product contents to another container The role of “special packaging” in
this instance of product misuse would have had no beanng on this incident  Given my
20 years experience in clinical toxicclogy | have also been suspicious of reports of
“poisoning” where the alleged product or substance was in an unlabeled, secondary
container Without the ability to verify the authenticity of the reported events through
laboratory or other methods of confirmation, there 1s always some doubt regarding the
correct identity of the substance invoived



The second case Involved the death of a 13-month-old child under mysterious
circumstances CPSC investigative reports were sketchy due to lack of information
available from those directly involved and refusal on the part of some of those same
individuals to pursue necessary details to add clarity to the case Although not
ncluded in data released by the Commission, a Paison Center Fatality Report
regarding this case was included in the 1996 “Toxic Exposure Surveillance System”
(TESS) annual report  This report made specific mention of the fact that a radiograph
confirmed the presence of the product's Iid in the child’s stomach When all available
facts are considered it is evident that the possibility of child abuse/negiect cannot be
ruled out.

These findings diminish the validity of the incident as one supporting the
proposed rule making requiring “special packaging” for the product believed to have
been involved Had the product cap been lodged in the child’s throat, aspiration of
stomach contents which likely may have included some of the ingested preduct, could
easily have occurred during respiratory distress  Under these circumstances,
subsequent CPR with bag ventilation could account for movement of the cap into the
stomach Given the extenuating circumstances one cannot reasonably conclude that
this exposure represents casual product ingestion resulting in aspiration and death

3) Data from the American Association of Poison Control Centers (AAPCC) “Toxic
Exposure Surveillance System” (TESS)

Legal counsel for the CTFA has worked to secure data from the AAPCC
regarding “baby oil” related exposures since becoming aware of the Commissicn's
intent to extend the rule making to this class of product

It 1s my understanding that CTFA requested the exact same data set previously
provided to the Commussion The data that CTFA has received is an aggregate
summary of reported exposure incidents involving the generic category of "baby oil
There are no copies of individual incident reports and none of the aggregate data 1s
broken down into individual case records with tabulation of all associated data fields
Although an electronic version of this data was requested, CTFA was informed that the
original printed data set provided to both the Commission and the CTFA was all that
was requested by the Commission This is unfortunate Although an electronic version
of the data would not include original case notes, it would allow matching of data fields
for each single incident represented in the database

The information that was provided represents two years of TESS data for the
calendar years 1996 and 1897 The generic category of “baby cil" exposures in
children less than 5 years of age was included Typically, If a specific brand name
preduct is listed in the *Poisindex” database utilized by poison centers it Is assigned a
praduct specific code The product also s matched to an AAPCC “generic code " The
product list in Paisindex also contains “general formulation” names with a product
speclfic code An example would be “Baby Ol General Formulation” for which there 1s



4

a product specific code as well as “Johnson and Johnson Baby Ou" for which there is a
product specific code. Usually each of these product specific codes would be expected
to be matched to a generic code for “baby oil* as well and be represented in the
database Theoretically, all baby o1l products should be generically represented in this
report but not identifiable by product name

Data for each year are broken down into two sections One includes all
exposure inctdents where “baby oil” was involved even If other substances were also
involved in the same incident The other includes “baby oil without concomitants”
meaning only expasures where “baby o1l” was the sole substance 1s included For the
purposes of this summary only “baby o1l without concomitants” 1s discussed

The "medical outcome” category generally describes the intensity of effect and is
typically used to delineate severity of a given case  The definitions for medicai
outcome are as follows

No effect The patient developed no signs or symptoms as a result of the
exposure

Minor effect The patient developed some signs or symptoms as a result of the
exposure but they were mimimally bothersome, and generaliy resolved rapidly
with no residual disability or disfigurement A minor effect 1s often mited to the
skin or mucous membranes

Moderate effect The patient exhibited signs or symptoms as a result of the
exposure which were more pronounced, more prolonged, or more of a systemic
nature than minor symptoms Usually scme form of treatment 1s indicated
Symptoms were not life- threatening and the patient has no residual disability cr
disfigurement.

Major effect The patient exhibited signs or symptoms as a result of the
exposure which were life-threatening or resulted in significant residual disability
or disfigurement

Death The patient died as a resuit of the exposure or as a direct complication
of the exposure Only those deaths which are probably or undoubtedly related
to the exposure are coded here

Not followed, |udged as nontaxic exposure No follow-up calls were made o
determine the patient’s outcome because the substance implicated was
nontoxic, the amount impiicated was insignificant, or the route of exposure was
unlikely to result In a clinical effect

Not followed. mimimal chnical effects possible {field added to database in 1992)
No follow-up calls were made to determine the patient’'s cutcome because the




exposure was likely to result in only mirimal toxicity of a trivial nature (The
patient 1s expected to experience no more than a minor effect )

Unabie to follow, judged as a potentially toxic exposure The patient was lost to
follow-up, refused follow-up, or was not followed but the exposure was
significant and may have resulted in a moderate, major, or fatal outcome

Unrelated effect The exposure was probably not responsibie for the effect

1996 DATA

In 1996, out of 2,155,852 exposure related inquires made to poison centers
nationwide, 1,136 involved baby ol The vast majonity of exposures involved ngestion
(91 73%), although other routes of exposure such as dermal (4 68%), and ccular
(2 59%) were also reported (See 1996 TESS RPT 11) All but one were listed as
“Acute” exposures One was listed as an “Acute-on-Chronic” exposure In 98 4% of
the cases the medical outcome was of a minor, unrelated or nontoxic nature (see
Attachment TESS RPT 22) Six (8) cases (0 53%) were coded as a *moderate”
outcome but 1n only one of the six were there respiratory effects listed Four (4) of the
moderate cases listed a duration of 24 hours, one (1) a duration of less than 3 days,
and in one (1) the duration was unknown [n the one moderate outcome case with
respiratory effects it 1s unknown the duration of those effects as opposed to other
reported effects in the same case There was one death reported The single death
case appears to be the one known to the Commission and discussed in section 2
above

There were S Incidents where aspiration was coded along with ingestion (see
Attachment TESS RPT 72 pp 1-2 ) In these 5 cases the outcomes were listed as
follows (2) minor effect, (2) not followed no more than minor effects pessible, and (1)
death

1997 DATA

In 1997, out of 2,192,088 exposure related inquiries made o poison centers
nationwide, 1,337 involved baby ol  The vast majonty of exposures involved ingestion
(92 05%), although other routes of exposure such as dermal (4 40%), and ocular
(2 77%) were also reported (See 1997 TESS RPT 11) All but two were listed as
“‘Acute” exposures One was listed as “Acute-on-Chronic” and one “Chronic” In 89 2%
of the cases the medical outcome was of a minor, unrelated or nontoxic nature (see
Attachment TESS RPT 22) Three (3) cases (0 22%) were coded as a “moderate” with
2 of the 3 listing “cough/choke” as the only respiratory effect For each of these 2
cases the duration of effect was <2hours and <8hours, respectively There was one
case with a medical outcome coded as “major” with respiratory and neurological
symptoms in duration of >week and <month This case was not coded as an aspiration



but rather as an “ingestion” so it 1s unknown If it was one of the "Acute-on-Chronic” or -
*Chronic” exposure cases

There were six (6) cases in which aspiration was coded along with ingestion (see
Attachment TESS RPT 72 pp 1-2) Inthese cases the outcome was listed as fallows
(1) no effect, (1) minor effect, (1) not followed, nontoxic, and (3) not followed, no more
than minor effects possible

Summary of 1996 and 18997 TESS Data

Qut of 2,534 exposure incidents relating to baby oil included in the database,
only one of the 11 cases coded as invoilving an “aspiration” had symptomatology
suggestive of hydrocarbon pneumonitis This single case appears to have been the
tragic outcome discussed in detail in Section 2 above There were 2 cases where
respiratory effects were coded, however, the duration i1s inconsistent with a diagnosis of
“hydrocarbon pneumonia "

In the one case where a “major” outcome with respiratory and neurological
effects 1s reported there 1s no coding of “aspiration” as having occurred The
respiratory effects could have been the result of “Chronic” or “Acute-on-Chronte”
ingestion A form of *lipoid” pneumonia has been described with chronic ingestion of
mineral oil in certain circumstances It 1s impossible to determine If this applies here
without reviewing the actual case record and corresponding notes as well as the
complete data set

Inexplicably, routes of exposure coded as “parenteral” and “bite sting” were also
included in the two years of data, likely representative of coding errors within the
database which are known to exist at varying frequencies

Conclusion

When considering the available data, the overall general safety profile for “baby
oIl 1s impressive  Given the extensive use of the product in and around homes with
_ small children and infants, the number of alleged significant adverse effects i1s
extremely low These actual epidemiclogical findings support the landmark
toxicological work performed by Dr Horace Gerarde' in which the lubnicant class of
hydrocarbons (including mineral oil) did not demonstrate the aspiration toxicity potential
observed with other hydrocarbons After studying a wide range of induced
hydrocarbon ingestion in unconscious rats, Gerarde concluded

“Mineral oil and motor oils of comparable viscosity do not cause
severe, acute pulmonary edema and hemorrhage charactenstic of
kerosene and sirmilar low-viscosity hydrocarbon mixtures ”

| Gerarde, HW Towcological studies on hydrocarbons  [X The aspiration hazard and tonicity of hydrocarbons and
hvdrocarbon muntures Archives of Environmental Health, 1963 6 329-341



Finally, industry has expressed concern that in the absence of convincing
evidence that an aspiration hazard exists, requiring CRCs on baby cil and personal
care products with hydrocarbons could create another danger to children That 1s,
much of the baby oil and other personal care products with hydrocarbons sold are used
on babies and small children in the bath or on changing tabies [n the bath or on
changing tables, prudent aduits must always keep one hand on the child to prevent the
child's drowning in the bath or faliing off the changing table [f parents must use both
hands to open a CRC on a baby ail container, the risk of injury during that unattended
penod of time 1s considerable |t would be tragic if a propased remedy to a percewved,
but unproven, level of toxicity resulted in the emergence of another type of injury This
would most certainly be unacceptable to both the Commission and responsible
manufacturers

cc Chairman Ann Brown
Commissicner Mary Sheila Gall
Commissioner Thomas Moore
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Attachment E

U.S. CONSUMER PRODUCT SAFETY COMMISSION

WASHINGTON, D C. 20207

STATEMENT OF THE HONORABLE MARY SHEILA GALL ON
PUBLICATION OF A NOTICE OF PROPOSED RULEMAKING TO REQUIRE
SPECIAL PACKAGING FOR LOW-VISCOSITY HYDROCARBONS

December 3, 1999

Today, I voted to publish for public comment notice of a proposed rule (NPR) to
requure special packaging for low-viscosity hydrocarbons My vote to go forward with
this proceeding was conditional upon the Comrussion directing the staff to develop a
detailed plan to capture incident data for mineral o1l based hydrocarbon products. Such
information must be collected and analyzed in order to supplement the paucity of incident
data contained in the staff bnefing package.

On February 18, 1997, I voted in support of an advance notice of proposed
rulemaking (ANPR) to determine whether chuld resistant closures should be required for
certain household products contamming petroleum distillates. [ believed that the evidence
presented to the Commussion, at that time, was sufficient to proceed at that prelimmary
rulemaking stage. To publish an NPR, however, requires more precise mformation and a
greater level of certamty that a rule may be necessary to address an alleged hazard.

Included 1n the published ANPR, was a request for public commentary on the
appropnate scope of this proposed rule. As a consequence, staff eliminated certain
products and certain types of packaging, but decided to expand the general scope of the
rule to mncorporate a broad class of low-viscosity household products containing a certain
threshold of hydrocarbons. After reviewing the staff briefing package, as well as the
staff’s responses to a series of follow-up questions and comments, [ was left unsatisfied
that the information at our disposal justifies the inclusion of all product classes currently
encompassed m the proposed rule.

Specifically, [ agreed that we possessed sufficient information — including
incident data — to support going forward with respect to that class of hydrocarbons
regulated under the Federal Hazardous Substances Act (FHSA) Ths includes a number
of automotive and household products that seem to pose a clear nsk of senous personal
injury or 1llness.

On the other hand, there sumply was inadequate data available to support going
forward with respect to those mineral o1l based hydrocarbons regulated under the Federal
Food, Drug and Cosmetic Act (FDCA) This would include such common household



products as baby oil and sun tan lotion. Indeed, this appears to be considerable
disagreement as to the toxicity and potential hazards posed by such products

There is no need to provide an elaborate analysis of the statutory requirements
under the Poison Prevention Packaging Act (PPPA) at this pownt. It should be noted,
however, that the PPPA does require that the Commussion consider mcident data
“concerning chidhood accidental mgestions, illness and iyjury caused by household
substances” Based upon my review of the available incident data mvolving such mmneral
ot] based products, I concluded that additiopal information 1s needed before this
Commussion can make any final deterrmnation on thus rule.

At our meeting today, the Commussion did direct the staff to collect and analyze
mcident data mvolving these products My vote to proceed forward was couched
considerable reservation. None the less, I feel it is prudent, at this stage of the
rulemaking process, to remam open to the possibility that there may be jusufication to
mclude these products within the scope of the rule The propnety of doing so will be
determined by the information gathered durtng this NPR stage



U.S5. CONSUMER PRODUCT SAFETY COMMISSION
WASIIINGTON, D C 20207

STATENMENT OF COMMISSION THOMAS H. MOORE
ON THE PROPOSED RULE TO REQUIRE CHILD-RESISTANT PACKAGING
FOR LOW-VISCOSITY HYDROCARBONS
December 3, 1999

Today, [ have voled to 1ssue the proposed rule to require cluld-1esistant packaging for
low-viscosity hquid hydrocarbons [ have done so because | believe that the informaton
that has been provided by our staff sufficiently supports their recommendation to issue
the proposed rule | think that the Commusston stall has donc an excellent job of
determining what properties of a product lead to an aspiration hazatd and thereafter
defimng parameters under which products would be regarded as hazardous because of
their potenual for aspiration However, | also believe that there may be some unresolved
tssues conceming the inclusiveness of the scope of the regulation as defined by staff

To 1ssue a final rule under the PPPA, this Commussion must make certain findings First
and foremost, we must [ind that there are potentially ser consequences to the
availlability of a substance to children, that the availability must be by reason of s
packaging, and that special packaging 1s required to protect children from the serious
consequences of that substances’ availability Additionally, the Commussion must find
that that child-reststant packaging 1s technically feasible, practicable, and appropnate for
products that fall within the scope of the regulation.

The substances of concern n tits rulemaking are liquid products that contain more than
10% hydrocarbons by weight and have a viscosity of less than 100 SUS at 100° F  There
1s substantial evidence that, 1f ingested by children, many products within these
parameters pose sertous aspiration risks  Without question, staff’s recommendation
would impact many different classes of products that currently do not require child-
resistant packaging The swecp of stall"s recommendation is much broader than anything
we've previously contemplated covering under the PPPA  This therefore raises the
relevant question of whether the Comnussion should or even could have detailed injury
data informatton on every product that may be covered by this regulation?

I hardly think that it 1s necessary to have detailed uyjury data information on gvery
specific product that may fall within the scope of the proposed rule However, I do think
that we should have gnough specific iyury data mformanon on the classes of products
that may fall within the scope of this rulemaking such that we can reasonably conciude
that 1f a product falls within the recommended criteria (or regulating, then there clearly
exists the potential for serious consequences for chuldren



Therefore, along with my vote to issue the proposed rule, | strongly recommend that staff
actively seek out, during the period of time provide by this step, all avatlable information
relevant to the inclusion and the exclusion of products within the scope of this rule Itis
extremely important that this Comimussion have for its exanunation all of the available
information from every reasonabie source before going into the {inal stages of this
rulemaking

As [ have indicated, I think that staff, based upon the information available to the
Commusston, has done an cxcellent job of recommending reasonable parameters for
regulating and [ have voted lo 1ssue those parameters as a proposcd regulation An
enormous amount of time was spent gathering data and commumnicating with the
regulated community before the scope of the proposal was sctiled upon  Accordingly, the
participation by the regulated community in setting these proposed parameters must be
acknowledged for its importance  Whether by comments, meetings with staff, or
meetings with tlus Conmnussioner, the mput received from indusiry representatives and
others has been invaluable [ am hoping that such participation wiil continuc as we move
forward with this rule

-



< Attachment ¢

R\ UNITED STATES
? CONSUMER PRODUCT SAFETY COMMISSION
WasHINGTON, DC 20207

Memorandum

Date: FgB - A 200

TO : The Commission
Sayde E. Dunn, Secretary

THROUGH: Michael S. Solender, General Counsel AJ
Pamela Gilbert, Executive D[I’ECtOI'{CC,

FROM : Ronald L. Medford, Assistant Executive Director for Hazard |dentification RLM
and Reduction
Suzanne Barone, Ph.D. Project Manager for Poison Prevention,.
Directorate for Health Sciences 5/

SUBJECT : Plan for obtaining additional information about mineral ocil-based
cosmetics.

This memorandum presents an option to obtain additional information about
mineral cil-based cosmetics

BACKGROUND

At the Commission meeting on December 3, 1999, Commissioner Gall requested
that the staff develop a plan for the collection of additional information on mineral oil-
based cosmetic ingestion incidents. This plan is to be forwarded to the Commission for
their review and consideration.

In the briefing package dated August 10, 1999, the staff recommended that the
Commission propose child-resistant packaging requirements for household chemical
and cosmetic products that contain 10 percent or more hydrocarbons and have a
viscosity under 100 SUS at 100°F. The staff presented ingestion data from general
cosmetic categories that may contain low viscosity hydrocarbons collected by the
American Association of Poison Control Centers’ (AAPCC) Toxic Exposure
Surveillance System (TESS). The categories included creams/lotions/make-up,
miscellaneous nail products, bath oil/bubble bath, and suntan/sunscreen products. The
data presented were from the years 1995 through 1997. A total of 74,042 ingestion
incidents from these product categories were recorded. The staff also noted that 114 of
the cases were coded as aspirations.

It is not known how many of these incidents involved products that contain low
viscosity hydrocarbons that would be subject to the rule recently proposed by the
Commission. These data were relied on by the staff to demonstrate that children
access cosmetic products that may contain low viscosity hydrocarbons. ,l
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For this project, the staff purchased TESS data on baby oil ingestions for the
years 1996 and 1997 to examine incidents from products that are known to contain low
viscosity hydrocarbons. A total of 2,560 ingestions of baby oil were in the database for
these two years including a death in 1896 These ingestion cases are a subset of the
creams/lotions/make-up category.

POSSIBLE STUDY

As described above, the ingestion incident data that CPSC purchases annually
from the AAPCC does not identify specific products or brand names. dentification of
specific brand name cosmetic products would provide more information about the
cosmetic products that are being ingested and aspirated by children under five years of
age.

The AAPCC collects brand name information when a poisoning occurs. According
to Dr. Toby Litovitz, Executive Director of the AAPCC, brand names are identified about
70 percent of the time in the TESS database. This percentage may vary for individual
product categones. However, the product is identified generically (i.e. bubble bath or
suntan oil) even when the brand name is not known. This additiona!l information would
provide more specificity than is currently available. However, it may not be possibie to
identify only products that would be included in the proposed rule. If a product is only
identified as suntan oil, the staff has no way of determining the chemical composition
and viscosity of the product.

Even if the additional information identifies the brand name of the product, it will not
identify the percent of mineral ail in the product or its viscosity. Therefore, unless the
staff has already tested a particular product in the laboratory (currently 23 cosmetic
products have been tested), there will be no way to know if the product falls within the
definition of the proposed rule. This information could only be obtained by requesting it
from the manufacturer or by laboratory analysis. To collect and test the potentially large
number of products identified from the data (depending on the number of brand names
identified) could place a large burden on the CPSC chemistry iaboratory. Any lotions,

" creams, or other emulsions identified by the study can be eliminated from the data since
they are specifically excluded from the proposed rule. In addition, baby cil may be
assumed to be in scope, unless it is a gel or lotion, because the viscosities of baby oils
measured previously by the staff were all below 100 SUS.

In order to purchase information on specific brand names, the CPSC must obtain
special permission from the AAPCC Board of Directors. The rationale for the need to
identify the products in the interest of public health must be provided to the Board for
their consideration. The CPSC staff has made requests for brand name data twice in
the past and was granted permission on both occasions. The estimated cost of buying
brand name data for the four cosmetic codes is $3,400 per year for an electronic copy.



CONCLUSION

if the Commussion determines that'these data are necessary, the staff
recommends purchasing 1998 brand name data for the four cosmetic categories.
These data should be readily available if permission for the purchase is granted to
CPSC by the AAPCC Board of Directors.
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RE: NOTICE OF PROPOSED RULEMAKING (NPR) TO REQUIRE CHILD-RESISTANT® ~ X ({7

PACKAGING FOR HOUSEHOLD PROBUCTS CONTAINING HYDROCARBONS o
(65 Federal Register 93) (January 13, 2000)
In response to the Notice of Proposed Rulemaking (NPR) on the extension of the Poison
Prevention Packaging Act (PPPA) by the Consumer Product Safety Commission (CPSC) to certain products
containing hydrocarbons, The Art and Creative Materials Institute, Inc. (ACMI) 1s pleased to submit the
following comments relating to consistency with applicable Federal Hazardous Substance Act (FHSA)
requirements. ACMI has no background as to products covered by the Federal Food, Drug and Cosmetic Act
requirements. ACMI is an international non-profit association of manufacturers of art and creative materials
who are commutted to providing non-toxic products to children and products that have been evaluated for
toxicity risks, and, if any, labeled with cautionary warnings and safe use instructions for adult consumers.
ACMTI's certification program began evaluating children's art materials as non-toxic in 1940 and continues to

this day. Its program was expanded in 1982 to evaluate and properly label adult art materials.



The NPR explains that the Commussion 1s considering the extension of the PPPA regulations,

contamned in 16CFR1700.1 through 1700 20, to some additional products containing hydrocarbons because

"gaps" in coverage have been identified. Some products requiring simlar or identical warnings under the

special labeling regulations of 16CFR1500.14 do not require child-resistant packaging under the 16CFR1700

regulations.

Wniting and Drawing Implements Exempt Under 16CFR 1500 83

ACMI urges CPSC, in its consideration of this subject matter, to maintain the specific exemptions for

writing and drawing implements contained m 16CFR1500 83 (7), (9), (12) and (38), Under 16CFR1500 83,

CPSC has granted exemptions from labeling generally for small packages, mmnor hazards, and special

circumstances Those relating to toxicity and writing/drawmg implements include:

1500 83(7)

1500.83(9)

1500.83(12)

1500.83(38)

Rigid or semi-rigid ballpoint ink cartridges provided the product meets the
specifications of 1500.83(7)(i), (ii) and (iu)

Porous-tip, ink marking devices with ik containing 10% or more by

weight of toluene, xylene or petroleum distillates as defined in CFR1500.14(a)(3)
and/or because the ink contamns 10% or more by weight of ehylene glycol provided the
product meets the specifications of 1500.83(9Xi), (iD)A or B.

Contamers of dry ink intended to be used as liquid ink containing a toxic substance or
10% or more by weight of ethylene glycol provided the product meets the
specifications of 1500.83(12)i), (u) and/or (iii).

Rigid or semi-rigid writing instruments and ink cartridges having a writing point and
an ink reservoir containing a toxic substance and/or because the ink contains 10% or
more by weight of ethylene glycol or diethylene glycol if all of the specifications of

1500.83(38)i), (i), (iii) and (iv) are met.



These specific exemptions were justified essentially by the very limited amount of their contents and the
construction of the product that is already a form of child-resistant packaging, although not contained in the
16CFR 1700 regulations

Pens, ink cartridges and markers are constructed so that their inks are dispensed through ponts or
nibs 1n a manner that does not present an aspiration risk under any reasonably forseeable condition of
manipulation or use, as specified in 1500 83(7)(1), 1500.83(9XiXA&B), and 1500.83(38)(1).

Pens, ink cartridges and markers contain very small quantities of ink, and thus do not present risk of
exposure of large amounts of the contents, including listed hazardous substances, even for some under
abusive conditions, as specified ;n 1500 83(7)(ui), 1500.83(9)1.)B), and 1500 83(38)iii) and (1v)

Pens, ink cartridges, dry inks and markers in the certification program of ACMI are thoroughly
evaluated and tested for any acute or chronic hazards under FHSA, including the Labeling of Hazardous Art
Materials Act (LHAMA) These evaluations are based on conservative risk and exposure assessments, which
were developed by ACMI's consulting tox:cologist at Duke University Medical Center and which meet or
exceed requirements of LHAMA and FHSA. ACMI and its consulting toxicologist, Woodhall Stopford, MD,
are not aware of any aspiration incidents mvolving these exempt products that would in any way call into
question the current validity of these exemptions For these reasons, ACMI would not see any health-related
need to require exempt products to meet any additional child-resistant packaging requirements as a result of
this NPR. ACMI also agrees with CPSC staff that paint markers should be exempt from these PPPA
regulations for the same reasons stated above in reference to exempted ink markers.

ACMI also urges that the definitions be consistent in the FHSA regulations as well to avoid creating
additional "gaps.” For example, if a marker contained a newly-covered substance in any new PPPA
regulations and the substance was not covered 1n the existing FHSA writing instruments exemptions, the
marker would be required to comply with the PPPA regulations, even though current exemptions should

apply to newly-covered substances.



Extension of PPPA Regulations to Household Products Contaiming Hydrocarbons

ACMI recommends that the PPPA regulations be extended to household products contaming
hydrocarbons unless they do not present an aspiration hazard, on the basis of the recommendation of ACMI’s
Toxicologist. Our recommendation would not include aerosol products that do not form a discrete stream
when sprayed, as they would not present an aspiration hazard. Our recommendation does include the retention
of the viscosity level of less than 100 SUS at 100° F. and urges that it be applied to all ingredients, including
turpentine.

Viscosity and Percentage Composition

ACMI supports the retention of" the current viscosity level of less than 100 SUS at 100° F found in
FHSA regulations at 16CFR1500.83 (13) and in PPPA regulations at 16CFR1700.14(7) and (15) and the
percentage compositions, also found in FHSA and PPPA regulations. This viscosity level was established
based on appropriate animal aspiration studies and we do not believe that very limited aspiration incidents
would require a change i this level. We would, however, urge that this viscosity criterion be consistently
applied to all hydrocarbons where a toxicologic assessment shows an aspiration concern Matenials that meet
this viscosity criterion and would be a health risk if aspirated include petroleum distillates, hydrocarbons,
turpentine and other terpenes, such as D-Limonene. The adverse effects from asprration of these materials can
include sudden death, intense lung injury, and a lipoid pneumonia. Although all petroleum distillates,
hydrocarbons and terpenes may not have been tested for aspiration risk, there is sufficient evidence of risk of
harm from members 1n each class that meet the viscosity criterion such that extension of concern to all
members of each class (meeting the viscosity criterion) is reasonable. Extending the viscosity criterion to all
such products, including turpentine to which the viscosity level does not currently apply, would standardize the

PPPA regulations and facilitate labeling and packaging of products for those manufacturers who sell the same

product in the global market.



Types of ingredients to be Included

ACMI also supports the extension of PPPA regulations to hydrocarbons and terpenes that present an
aspiration risk as listed in the NPR at the percentage compositions contained in the FHSA regulations with the
viscosity criterion discussed above. In the case of art matenals, this would extend PPPA regulations to any art

material containing 10% or more of xylene, toluene, petroleum distillates, and D-Limonene.

Art Matenals to be Included in Extended PPPA Regulations

The effect of our recommendation would be to extend PPPA regulations on an ingredient-specific
basis, rather than product-specific, which would help to elimnate current gaps in the regulations. In truth, the
ingredient presents the hazard, no matter the type of product, provided the viscosity and current packaging
allows aspiration of the product In the case of art materials, driers, mediums, ceramic specialty products,
ceramuc stains and overglazes, and liquid metallic paints with 10% or more hydrocarbons at a viscosity of less
than 100 SUS at 100° F would be covered under our recommendation, not just solvents and brush care
products which are currently covered Other art materials that would be covered under our recommendation

include glass stains and medums, varnishes, fixatives, some ceramc thickeners, and some ceramic glazes.

Inclusion of Aerosols

ACMI recommends that aerosols contaming hydrocarbons and that form a coherent stream be
included in the extension of the PPPA regulations. We would support a specific regulatory definition based on

scientific testing and study of whether a coherent stream is formed.



Additionai Information

While information on the formulations of the art materials in question 1s confidential and unavailable
to ACMI, a very limited survey of members reveals that these products are produced 1n both liquid and aerosol
forms at viscosities varymg from 60-150 SUS at 100° F  These products are normally used by the serious
professional artist or ceramicist 1n a home or studio  The products vary in size from two ounces to one gallon
and are packaged in glass or plastic containers. Some ACMI-member manufacturers currrently are
voluntarily using child-resistant packaging for matenals that have DANGER warnings for aspiration hazards
but are not currently covered under the PPPA regulations We do not at this time have sufficient cost-related
information from members. But, as members tend to support the proposal and have products already wn child-

resistant packaging, it would not appear to raise major cost obstacles.

Conclusion
As a major contributor to the development of ASTM D-4236, the pioneering chronic hazard labeling
standard for art materials, the development of LHAMA, and a member of the Poison Prevention Week
Council, ACMI 1s committed to the provision of safe products and information to consumers of its members'

products and is pleased to submit these comments for consideration by CPSC.

Respectfully submutted,

Deborah M. Fanning, CAE
Executive Vice President

Of Counsel:  Neville, Peterson & Williams
80 Broad Street, 34th Floor
New York, NY 10004

ce Woodhall Stopford, M.D.
Susanne Barone



