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CPIN-2- 19
Amvweay Corporation, 7575 Fulten Street, Bast, Adc, Michigan 49355-0001
To:  Office of the Secretary - Date: 7/10/97
Consumer Product Safety Commission
Washington, DC 20207-0001

Subject: Comments on ANPR for Petroleum Distillates

The following comuments are submitted on behalf of Amway ® Corporation regarding the
Advanced Notice of Proposed Rulemaking for Household Products Containing Petroleum
Distillates and other Hydrocarbons published February 26, 1997, 62 Federal Register
8659. Amway ® Corporation is & manufacturer and distributor of 3 wide variety of
quality personal care and home care products sold by thousands of independent
distributors throughout the country. Although Amway ® chooses to respond separately
to this notice we are supportive of comments made by CSMA (Chemical Specialty
Manufacturing Associstion) and we believe the following key points, consistent with
CSMA’s input, should be given strong consideration when developing any future
regulations affecting household products containing petroleum distillates.

Summary Points

(1)  Child Resistant Packaging should not be required “across the board” for
household products containing petroleum distillates,

(2)  Maintain as a scientific basis the need for Child Resistant Packaging
for products that have 10% or more by weight petroleum distillates and a
viscosity of less than 100 Saybolt universal seconds at 100 F where it is
technically feasible, practicable and appropriate to impose such 2
requirement.

(3)  Aecrosols should be exempt from a requirement for Child Resistant
Packaging.

(4)  Exposure data collected from independent sources (Poison Control
Centers) does not indicate that CRP’s would prevent the occurrences of
aspiration pneumonitis becanse a cross section of the data indicates that it
is not occwting. (See Attachment [ entitled “Human Experience
Data For Petroleum Distillate” pages 1-S, prepared by: Phil Casterton, Sr.
Research Scientist Amway ® Corporation)
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In addition to these summary points, following you will find responses to itemized
questions that were asked in the ANPR (Advanced Notice of Proposed Rulemaking}.

Q.

Responses to Itemized Questions posed in ANPR

Should a petroleum distillate requirement for child-resistant packsging
include acrosol products that contain low-viscosity petroleum distiiintes?

Aerosols should be exempt from the requirement of Child Resistant
Packaging for the following reasons:

(1) the exposure data collected from the Poison Control Center on behalf of
products marketed by Amway ® does not indicate that there is & need for CRP for
aerosol products.

(2) toxicological evidence indicates that pressurized aerosols do not present
a risk of aspiration pneumonitis from oral or inhalation exposures. Reference
CSMA comments for details.

What is the appropriate viscosity for requiring child resistant packaging of
products that contain petroleum distilintes?

Consider Child Resistant Packaging only for those products containing s
concentration of 10 % or more by weight of petroleum distillate and having a
viscosity of less than 100 Saybolt Universal Seconds (SUS) at 100F.

Should restrictive flow be an additional requirement for certain
products?

The use of restrictive flow/orifice is not required for safety purposes, as it will not
provide sufficient restriction in liquid products to avoid ingestion in abuse
situations. Additionally, in some products the absence of restricted flow/orifice is
required for proper product use. For these reasons, restricted flow/orifices should
not be mandated.

Shouid a rulemaking for child resistant packaging requirement for
petroleum distillates include products that contain other bydrocarbons?

No. The proposed rulemaking should include only petroleum distillates. Other
non-petroleum based hydrocarbons should be considered on a case by case basis
as determined 10 be needed by the Commission.
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Should you require additional information please do not hesitate to contact this
department at 616/787-1075.

Sincerely,
. LA
in L. Uh!

Research Scientist
Amway ® Corporation
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ATTACHMENT 1.

Human Experience Date For Petroleum Distillate-Containing Amway Products
From June, 1902 through March, 1997

Foliowing is @ summary of Poison Controi Occurrence calls to Amway Corparation on
all petroleum distiliate-containing Amway products since June, 1982; which is the point
in time when Amway begen a contractual agreement with the Pittsburgh Poison Center
(PPC). The PPC handies, and keeps records on, all poisoning calis related to Amway
products in the United States.

The six Tables provided below contain outcome summaries of cails to PPC for each
Amway product that contains petroleum distillates and which would be potentially
subject to future CPSC regulations pertaining to Child Resistant Closure-requiirements.
The amount of petroieum distiliate in each product is aiso inciuded. [Note that for some
calls, two routes of exposure were reported in tha same call. The number of times this
happened for each product is provided directly above each Table. Note alec that
exposures to household pets are edditionatly captured in the PPC database. The
number of times this happened for each product is likewise provided directly above
"each Table.}

LEGEND FOR OUTCOME DATA

No Effect: The patient developed no signs or symptoms related to the
exposure.
- Minor : . The patient developed some signs or symptoms as a result of the
exposure but they were minimally bothersome and generally
resolved rapidly with no residuat disabiiity or disfigurement.
mm: seif limited GI symptoms, drowsiness, skin and eye
i n.

Moderate: The patient exhibited symptoms as a result of the exposure which
wers more pronounced, more prolonged or more of & systemic
nature than minor symptoms. Usually some form of trestment
would have been indicated. Examples: corneal abrasion, high
fever, disorientation, G| symptoms causing dehydration.

Unknown: Exposures where is was impossible to follow the patient to a known
outcome. Could be when a person has provided
inaccurate/unreliable follow-up information or who does not return

repeated phone messages attempting follow-up.

Unreiated: Based on the information presented to the Poison Control Canter,
the effect reported was not attributable to the alisged exposure.
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l. An aerosol furniture polish formulation containing 35% petroleum
distillate compounds:

Total Calls = 59
Calis with 2 routes of exposure= 3
Number of calls involving housshoki pets: 1
Route of Outcome '
re | NoE Minor T Moderate | Unknown | Unrelwied
Ocular 0 12 0 0 0
Dermal 2 2 0 0 0
inhalstion Y] 2 0 0 0
Oral 41 2 0 0 0
Sum 45 18 k) 0 0

‘Il. An aerosol automotive cleaning formulation containing 56.4%
petroleum distillate compounds:

Total Calla = 14 :
Calts with 2 routes of exposure = 1
Number of calis involving household pets: 5

Route of

Dermal
inhaiation |
Oral

Sum

q?
%

(=] {a]iajlalle)
O] - 10
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I1l. A liquid car polish formulation containing 30% of a petroleum distillate.

Total Calls = 3
Calls with 2 routes of exposure = 0
Number of calls involving household pets: 0

[ Route of Qutcome
Exposure | No E Minor M Unknown | Unrelsted
Qcular [ 0 0 0
Dermal 0 0 0 0 0
inhaiation 0 0 0 0 0
Oral 3 0 0 0 0
Sum 0 0 | 0 i 0 .I

V. A liquid automotive cleaning formulation containing 8.0% of &
petroleum distillate .

Totsl Calls = 7 \
Calls with 2 routes of exposure = 2
Number of calls involving household pets: 0

Route of Qutcome
e | No Minor U
Qcular 0 0 Q 0 0
Dermai 2 Q 0 0 0
inhalation 0 0 0 0 0
Oral 7 0 0 0 0
: Sum - I 7] | 0 l 0 i 0 0
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V. An aerosoi pre-wash formulation containing 38.8% petroleum distiliate

compounds.

Total Calls = 169

- Calls with 2 routes of exposure = 12
Number of calls involving household pets: 4

—p—

Route of Quicome
E e | No Effect Minor Unknown
Qculsr 4 ‘
Dermal ] 8 1 1 1
Inhalgtion | 1 28 2 4 1
Oral 43 14 0 1 0
Sum 3 1 10 ] | 2
VI. An aerosol all-purpose lubricant formulation containing 89%
petroleum distiliate compounds:
Total Calle = 22

Calls with 2 routes of exposure = 0

Oral | 5 0
Sum 1

Number of calis involving househoid pets: 0.
" Route of Outcome
Exposure | No Effect | Minor Moderste | Unknown ! Unrelsted
.. Oculsr 1 13 0 0 0
Dermal | 0 1 0 0 0
inhalation | 0 1 0 0 1
0 ]
1

|
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Discussion

It is important to note that none of the recorded Poison Center calls involving oral
exposure resulted in anything other than a minor effect. This is particularty impressive
dsts when sales dsta for the same compounds over the same time period is evaluated.

The following Table provides that sales data:

Amway Product Type of Product | % Petroleum Total Domestic
Distillates S.bt._, 6/92 through
[furniture polish Aarosol % iELW
automotive cleaner Asrosol 56.4 S§7.064 Cans
[car polish Liquid 30 683,148 Boties
automotive cleaner Liquid ] 425,600 Boftles
laundry Aerosol 0.6 5,085116 Cane
pre-treatment , _
all-purpose Aesrosol 88 439,860 Cans

While seling aver 7.6 million cans and botties of petroleum distillate-containing
products over & 4.5 year period, Amway recorded no poisoning-related calls for
anything other than minor effects.

The above data shows that these product types are being used responsibly by
.consumers in the United States and without the use of Child Resistant Ciosures (CRCs)
on the product packaging. This data does not suggest thet the addition of CRCs to
these product types wouid prevent occurrences of aspiration pneurnonitis because, for
this representative cross-section, aspiration pneumonitis is not occurring in our '
population.

‘While Amway does not, in general, dispute the aspirstion pneumonitis hazard posed by
petroleum distiistes, a requirement of CRCs for asrceol and automotive products, as
‘typified by our products, does not appesr to be necessary.

Prepared By: Phil Casterton
Title; Senior Rasearch Scientist
Date: 7/97
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Amway Corporation, 7575 Fullon Streel, East, Ada. Michigan 49355-0001

Amway Technical/Regulatory Services Fax Number : (616) 787-5625

FAX TRANSMITTAL
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CSMA Comments
on the
ANPR for Household Products
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and other Hydrocarbons
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Founded 1914

1913 Eye St NW.
Washingion, DC 20006

2027 872.810

CHEMICAL SPECIALTIES MAI"GUFAG‘IURERS ASSOCIATION Telefax 202 1 B72-8114

HAND DELIVERED

July 11, 1997

Office of the Secretary _
Consumer Product Safety Commission
Room 502

4330 East-West Highway

Bethesda, MD 20814

RE: Advance Notice of Proposed Rulemaking for Household Products Containing
Petroleum Distillates and other Hydrocarbons, 62 Federal Register 8659.

Dear Madam:

These comments are submitted on behalf of the Chemical Specialties Manufacturers
Association (CSMA) regarding the Advance Notice of Proposed Rulemaking for Household
Products Containing Petroleum Distillates and other Hydrocarbons published February 26,
1997, 62 Federal Register 8659. CSMA is a voluntary, nonprofit trade association composed
of over 400 companies engaged in the manufacture, formulation, distribution, and sale of non-
agricultural pesticides, antimicrobials, detergents and cleaning compounds, industrial and
automotive specialty chemicals and polishes and floor maintenance products for household,
institutional and industria) uses. Many of our member companies market consumer products
containing petroleum distillates or other hydrocarbons and are, therefore, subject to the
provisions of the Poison Prevention Packaging Act (PPPA), 15 US.C. § 1471 et. seq., and the
regulations promuigated thereunder. Accordingly, CSMA is keenly interested in this ANPR.

I. OVERVIEW

CSMA supports the use of child-resistant packaging when it is technically feasible,
practicable and appropriate and necessary "to protect children from serious personal injury.”
Our members adhere 1o the packaging and labeling requirements of the PPPA and the Federal
Hazardous Substances Act (FHSA), 15 U.S.C. 1261, and support of objectives of each.

Senving ARICEOL. Anhmacrobnal, Duntaciont, SanMps, Deodoront insechcrde Scap. Dotergent Poahes Weeres Flar Frgres Buhoigivg and industos! Fite T T s VAT



II. SPECIAL PACKAGING

In developing standards for special packaging, the Commission is required to consider
the following factors: -

1. The reasonableness of such standard;

2. Available scientific, medical, and engineering data conécming special
packaging and concerning childhood accidental ingestions, iilness and injury
caused by household substances;

3. The manufacturing practices of industries affected by the act; and

4. The nature and use of the household substances. 15 U.S.C. 1472.

Act request, the data of our member companies and various poison control centers, CSMA

light of the data.

Many companics in the chemical specialties industry have embraced the goals of the
American Association of Poison Control Centers (AAPCC) and have supported their
continued existence through service and consulting contracts. Industry has endorsed
POISINDEX (the subscriber system poison centers use for keeping up-to-date with products
and product categories) by freely providing product ingredient and toxicity information so that
poison centers can accomplish their goals with up-to-date knowledge of marketed products.

In addition, CSMA and several of its members were supportive of the creation of the Toxic
Exposure Surveillance System (TESS) by AAPCC. TESS was designed to provide both
poison centers and industry with very current information for cvaluating exposures and
chemical product toxicity.

We believe that POISINDEX and TESS data provide a more in-depth analysis of
chemical specialty products than National Electronic Industry Surveillance System (NEISS)
data. As you know, NEISS represents a very narrow database, that of injurics requiring
treatment in a sampling of hospital emergency rooms. The data are not appropriate to
evaluate an entire category because they do not include medical outcomes of the
overwhelming majority of exposures, those that do not require treatment in 2 hospital
emergency room. The TESS data, on the other hand, provides a statistically significant
database for evaluation of a category.

According to the ANPR, CPSC had a contractor conduct 43 in-depth investigations of
some of the NEISS incidents. In our review of this analysis we note that none of the



exposures resulted in serious personal iliness or injury’ to children under the age of five.
Many of these incidents resulted from leaving the closure off, placing the product in another
container, or using a product inconsistent with the label directions and cautions, and therefore
use of child-resistant closures would not have prevented the exposures. In at least one of
these cases, the product had a child-resistant closure which had not been properly resecured.

The print-out of NEISS data from 1990-1994 provided in response to our FOIA
request indicates that the majority of the exposures fall into category 1 - treated and released
or examinéd and released without treatment. Therc were no cases in category 8 - fatalities.
It is difficult to assess those incidents in category 3- treated and transferred for
hospitalization, and category 4 - hospitalized, without the circumstances surrounding the
exposure. Although, it is important to note that in at least the following cases a child-
resistant closure would not have prevented the incident:

1) pt ingested quellum soap and pine oil mixed together in a glass on top of
cabinet (945 Pine Oil, page 1).

2) pt ingested pine oil stored in a coke bottle (945 Pine Oil, page 4).

The staff briefing package entitled Child-Resistant-Packaging of Petroleum Distiliate-
Containing Products states that since 1973 there have been 10 deaths from petroleum
distillates involving children under the age of 5. We were provided with in-depth
investigation reports on only two of these deaths. In the first case a one year girl died as &
result of ingesting an automotive cleaning compound that she found. The second case
involves a 19 month-old girl who died after ingesting automotive cleaning fluid she retrieved
from a cup on the living room table. Both of these cases are tragic, however, child-resistant
closures may not have prevented these incidents. In both cases the child had access to the
product. In the first case the product was likely not stored properly, and in the second case
the product was in a secondary container.

A review of AAPCC fatalities to children under the age of 6 from 1990 to 1994
reveals 20 deaths listed in the category entitled "Hydrocarbons,” see attachment A. It is
important to note that 6 of these cases were from products already regulated under the PPPA
and packaged with child-resistant closures (lamp oil-4 and charcoal lighter-2). Two were
associated with chloroflucrocarbons are therefore not relevant to this discussion. Ten pertain
to gasoline and kerosene. The other 2 are from: 1) an unknown hydrocarbon, and 2) fabric
protector (mineral spirits). We encourage the Commission to investigate the circumstances of
these two cases.

IThe American Association of Poison Control Centers Toxic Exposure Surveillance
System) defined "Major effect” as follows: the patient exhibited some symptoms as 8 result
of the Exposure. The symptoms were life-threatening or resulted in significant residual
disability or disfigurement.



While CSMA does not support the across-the-board expanded use of child-resistant
closures we do think it would be appropriate for CPSC to partner with CSMA, and other
interested trade associations, on an education campaign to encourage consumers to read the
product label and follow the use directions and cautions. Such an effort scems appropriate
based on the exposures in many product categories from children having easy access to
products and/or the secondary containers with product (i.e. buckets).

III. ISSUES RAISED IN THE ANPR

CSMA supports the current threshold, viscosity not less than 100 SUS at 100°F, and a
concentration of less than 10% petroleum distillates. Prodicts meeting this criteria should not
be required to be packaged with child-resistant closures.

The issue of aspiration hazard and its relationship to the toxicologic and physical
properties of hydrocarbon petroleumn distillates'Tan be most appropriately evaluated by
reviewing the experimental result of a six year period of intensive research by one of the
world’s most renowned medical toxicologists, Horace W. Gerarde, M.D., Ph.D. The results

of these studies were published in the journal of Archives of Environmental Health, Volume
6, p. 35-47, 1963, see Attachment B. ,

The results of these studies were thoroughly evaluated in 1961 when the U.S. Food
and Drug Administration held public hearings on the issue of aspiration toxicity of
hydrocarbon petroleum distillate type materials. The experimental findings presented by Dr.
Gerarde were considered to be the most definitive evaluation of this issue, and as the major
scientific basis for the current regulations which define exemptions for certain products
containing hydrocarbon petroleum distillates based on a higher viscosity (not less than 100
SUS at 100° F) and lower concentration (less than 10% by weight). The experimental
findings that served as the basis for establishment of the current exemptions are still the most
scientifically valid basis upon which the issue of aspiration hazards of hydrocarbon petroleum
distillates can be evaluated.

The tendency of a substance to constitute an aspiration hazard depends primarily on its
physical properties. The combination of low viscosity/low surface tension and higher
concentration levels of the hydrocarbon petroleum distillates increases the aspiration hazards
of the substance.

Viscosity is the most important single physical proi)crty that determines the aspiration

potential of a liquid material. Viscosity also detcrmines the likelihood of entry, the rate of
entry and the extent of penetration into the deeper lung structure via the bronchial tree.

4



In studies of various petroleum distillate based materials ranging in viscosity from 39
to 156 SUS at 100°F, it was established that there is a sharp break in the toxicologic response
when the viscosity is greater than 81 SUS at 100° F. The attached two figures, sce
Attachment B, from the publication of Gerarde depict the sharp break in the dose-response
relationship between viscosity and lung response due to aspiration toxicity. These data
indicate that there appears to be no unique hazard from aspiration toxicity for hydrocarbon
petroleum distillate type of materials with viscosity greater than 81 SUS at 100° F.

Therefore, CSMA recommends that the current exemptions, viscosity not less than 100 SUS
at 100° F and a concentration of less than 10% petroleum distillates, be retained.

Furthermore, CSMA recommends that the Commission consider child-resistant packaging only
for those products containing 10% or more petroleum distillates, and which have a yiscosity
of less than 100 SUS at 100° F, where is it is technically feasible, practicable and appropriate
to impose such a requirement. '

CSMA does not support a requirement for child-resistant packaging on aerosol
products containing petroleum distillates. The great weight of the data available from poison
control centers indicates that pressurized aerosols are extremely unlikely to present a risk of
aspiration pneumonitis. One CSMA member company reports that between 1991 and 1996 it
sold 302 million units of presurized acrosols which contained petroleum distillates. Poison
control center data for these products indicates that there were no reported cases of aspiration
following exposures to this members products during this imeframe.

Animal studies were conducted by Dr. Gerarde to simulate the improbable scenario
wherein a child places the nozzie of an aerosol can directly into the mouth and activated the
release valve. Using kerosene aerosol as a worst-case type of petroleum distillate, the direct
dosing into the mouth of rats with 1 ml of aerosolized kerosene (2-3 seconds delivery time)
caused no evidence of pulmonary or systemic toxicity.

Tt was concluded that aerosols containing hydrocarbon petroleum distillates, even when
sprayed directly into the mouth, do not present the acute aspiration hazard which may exist
with the same hydrocarbon in liquid form. The reason for this difference is that the aerosol
droplets sprayed into the mouth tend to collect on the oral tissue surfaces as minute droplets.
These minute aerosol droplets do not coalesce to form a pool of liquid which would be the
obligatory prerequisite to an aspiration hazard. Based on these experimental findings, there
appears to be no basis to consider aerosol type products containing hydrocarbon petroleum
distillates as presenting any unique aspiration hazard.

In addition, the average pressure of an automotive maintenance product in an aerosol

form is 60 p.s.i. The majority of the products are of a high stream delivery. If an average
child five years of age or younger were to take a can and spray it at his/her face, the pressure

5



of this stream would most likely stun the child and cause the child to drop the can without an
ingestion occurring. Therefore, acrosols should be exempt from a requirement for child-
resistant closures.

The CPSC also asked for comment on technical feasibility of child-resistant packaging-
As stated in the ANPR, "technical feasibility” means that technology exists to produce
packaging that conforms to the standards. Based on the experience of our member
companies, technically feasible and practicable technology for child-resistant packaging does
not currently exist for all aerosol products. An example of this is aerosol adhesives or
lubricants. Although there is a child-resistant valve and actuator currently used for acrosol
oven cleaners, this assembly is not technically feasible for aerosol adhesives or lubricants.
The chemical composition of adhesives and lubricants (which are mixtures of rubbers and
resins) is thicker than the liquids that comprise oven cleaners. In addition, aerosol adhesives
and lubricants are much more dependent than are oven cleaners on the proper mixture of
product output and spray pattern to provide adequate coverage and final product performance.
The child-resistant valve and actuator currently used for aerosol oven cleaners does not allow
adequate coverage for aerosol adhesives or lubricants. In addition, it does not allow adequate
ultimate bond strength and long-term durability for aerosol adhesives. Therefore, not only is
it not necessary for aerosol products containing petroleum distillates to have child-resistant
closures, in some cases such a requirement would not be technically feasible.

In view of the procedural requirements of the PPPA, we question the appropriateness
of regulating multiple substances on the basis of a possible medical effect (aspiration hazard.)
No other substance or product category reguiated for special packaging includes such a broad
range of chemicals and products. Each of the substances, or class of substances, should be
evaluated separately for its channels of distribution, use history, health effects resulting from
exposure, labeling, packaging, formulation variations, and other mitigating factors.

Pine Oil

Since the 1960’s pine oil has been widely utilized in consumer household cleaning
products. In these products pine oil functions as a cleaning agent, antimicrobial agent and
fragrance. As a cleaning and antimicrobial agent, the typical concentrations range from 5% to
30%. As a fragrance in both cleaning products and EPA-registered disinfectants, the
concentration ranges from 0.2% to 1%.

Products containing pine oil are marketed in two package forms - pourable bottles and

trigger sprayers. In pourable products the pine oil functions as a cleaning agent and/or an
antimicrobial agent. These products are used either full strength or diluted and are applied
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with a cloth, sponge, or mop. In trigger sprayer products, pine oil typically functions as a
fragrance at a very low concentration, usually less than 1%. There is no evidence that the
low concentration of pine oil in these trigger sprayer products would be an aspiration hazard
or present any other toxicological hazard.

According to a study done for one member company, acute aspiration testing
conducted with rats on a pine oil-containing product with about 22% pine oil showed no
changes in absolute or relative lung weights, macroscopic observations, or histomorphologic
lung findings versus a distitled water control.  Additionally, the most recent product specific
poison center data (1990-1992) on one pinc-oil cleaner shows no evidence of aspiration-
related effects.

Based on the above information, CSMA does not believe that child-resistant packaging
is warranted for household cleaning and disinfecting products solcly because of their pine oil
- content from an aspiration hazard standpoint.

CSMA is not aware of use patterns of liquid products that necessitate the use of the
additional requirernent of restricted flow. There are many liquid products on the market
without restricted flow, and the child-resistant closures are adequate to protect children.

IV. ADDITIONAL REQUESTS FOR INFORMATION
1.  Chemical Propertics '

Petroleum distillate products are sold in liquid, solid and aerosol form. Formulations
of these products are considered confidential business information and are therefore not
included in this submission. The level of petroleum distillates in these products range from .1
to 100 percent.

2. Users and Use Patterns

Petroleum distillates are used in formulating several consumer products intended for
use in and around the household. These products include the following categories:
automotive, cleaning fluids, general purpose cleaners, metal polishes, shoe polishes, and spot
removers. In addition to aerosols, CSMA believes that products such as paraffin candles,
paste, and waxes should be exempt from a child-resistant packaging requirement since these
product forms do not present an aspiration hazard.



3. Current packaging and labeling

CSMA member companies package and label products in accordance with the CPSC
requirements under the Poison Prevention Packaging Act and the Federal Hazardous
Substances Act.

4 E ic informati

A survey of just a few CSMA member companies reveals that between 1992 and 1997
over 400 million units of petroleum distillate/hydrocarbon containing products (including
automotive, laundry pre-treaters, furniture polish, air fresheners and EPA products) were sold.
These same companies note that there were no exposures greater than moderate and no cases
of pneumonitis during this time.

5. Incident information

Several CSMA member companies had Dr. Richard Kingston a senior clinical
toxicologist with the International Poison Center review proprictary data of products that
would be affected by the new rulemaking. Aerosol products containing concentrations of
petroleum distillate in excess of 10% by weight were included in the review. Data from
company directed product stewardship programs which monitor product exposures in the
marketplace were reviewed from these products. The data covered more than 400 million
units of product in the marketplace. No incident of exposures resulting in an outcome of
moderate or greater was identified. This data supports the premise that aerosol products do
not pose the aspiration risk of similar concentrations of ingredients in the liquid form. See
Antachment C, comments of Dr. Kingston on the ANPR,

V. CONCLUSION

CSMA appreciates the opportunity to comment on the Advance Notice of Proposed
Rulemaking on Household Products Containing Petroleum Distillates and other Hydrocarbons.
We trust that the Commission will find this information to be useful. CSMA believes that the
current threshold of 100 SUS at 100° F and less than 10% concentration of petroleumn
distillate should be retained, and that the Commission consider child-resistant packaging only
for those products containing 10% or more petroleum distillates, and which have a viscosity
of less than 100 SUS at 100° F, where is it is technically feasible, practicable and appropriate
to impose such a requirement. Acrosols should be exempt from a child-resistant closure
requirement since they do not present an aspiration hazard. We also believe that petroleum
distitlates and the other hydrocarbons noted in the ANPR should be evaluated separately. In
addition, CSMA would like to explore working with the Commission on an education



campaign to educate consumers on proper storage and use of consumer products under the
jurisdiction of the CPSC. As always, we looks forward to continuing to work with the
Commission on this issuc as well as other issues of importance.

Brigid D. Klein
Regulatory Counsel

Sincerely,

cc: Chairman Brown
Commissioner Gall
Commissioner Moore
Dr. Barone-
Mr. Wilbur



- ATTACEMENT A -

Summary of Fatalities/Children under the age of 6
AAPCC/TESS “Hydrocarbons™ Category

Year Substance Child’s Age Route of
Exposure
1990 Charcoal lighter 2 years Ing/Inh/Ocular
fluid
1990 Kerosene 13 mos. Ing/Inh
1990 Lamp oil (mineral 12 mos. Ing/Inh
oil 58%/vegetable
oil 40%/ perfume
oil 2%) -
1990 Lamp o1l 2 years Ing/Inh
(kerosene)
1991 Charcoal lighter 17 mos. Ing/Inh
flud
1991 Fabric protector 3 years Ing/Inh
(mineral spirits)
1991 Gasoline 15 mos. Ing/Inh
1991 Gasoline 2 years Ing/Inh
1991 Kerosene 11 mos. Ing/Inh
1991 Kerosene 11 mos. Ing/Inh
1991 Kerosene 2 years Ing/Inh
1991 Lamp oil (Liquid 11 mos. Ing/Inh
paraffin)
1992 Kerosene 13 mos. Ing/Inh
1993 Gasoline 15 mos. Aspir/Ing
1993 Gasoline 18 mos. Aspir/Ing
1993 Unknown 15 mos. Aspir/Ing
, hydrocarbon
1994 Chlorofluorocarbon 3 years Inhalation
1994 Chlorofluorocarbon 4 years Inhalation
1994 Kerosene lamp oil 14 mos. Asp/Ing
1994 Kerosene 3 years Asp/Ing
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Toxicological Studies

on Hydrocarbons

HORACE W. GERARBE, M.D.,

PAD.
LINDEN, N.J.
1X. The Aspiration Hazard and Toxicity
of Hydrocarbons and Hydrocarbon
Mixtures

The accidental ingestion of petroleum dis-
tillates is.an important cause of poisoning in
children in the United States (Carithers,
1955). The principal pathological finding in
dinical kerosene intoxication is 2 chemical
paeumonitis which may be complicated by 2
bacterial pneumonia (Waring, 1933; Lesser
et al., 1943; Daeschner et al., 1957). Death
results in 4%-10% of the reported cases
(Blatmer, 1951).
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tion, the prcpondum of evidence indicates
that the toxigty is due to aspiration and
spread of the liquid in the lung rather than
to absorption through the gastrointestinal
tract. For kerosene the ratio oral LDsy/in-
tratracheal 1Dy, is 140/1, which gives some
idea of the relative magnitude of the toxicty
by these 2 routes (Gerarde, 1959).

The tendency of a substance to constitute
an aspiration hazard to the lung depends pn-
marily on its physical properties. The com-
bination of 2 physical properties, low
viscosity and low surface tension, increases
the aspiration hazard of light hydrocarbons.

Accidental aspiration of liquids from the
mouth into the [ungs is an acute incident
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which occurs in a few seconds-—the time re-
quired to take a breath. The volume of liquid
aspirated is self-limiting. As soon as liquid
enters the lung, normal physiological reac-
tions occur which oppose further entry of
liquid. These responses are: {1) momentary.
reflex cessation of breathing, and (2) the
expulsive mechanism of coughing.

Clinically, the individual accidentally as-
pirating poison receives a single dose; usu-
ally aspirating once. In an anesthetized or
unconscious individual, 2spiration may occur
more than once because of the temporary ab-
sence of normal physiological mechanisms.

Viscosity is the most important single
physical property determining the aspiration
tendency of a liquid. It determines the like-
lihood of entry and the rate and extent of
penetration into deeper lung structures via
the bronchial tree.

Based op studies in our laboratory over
the past 6 years, it has been possible to re-
late aspiration tendency, lung injury, mor-
tality, viscosity, and surface tension for a
large number of individual hydrocarbons
and hydrocarbon mixtures. Initially, liquid
was injected directly into the trachea of
anesthetized experimental animals. As work
progressed, it was found that aa anesthetized
rat could be induced to aspirate liquid placed
in the mouth. It is well known in dlinical

. medicine that it is hazardous to put liquids

into the mouth of an unconscious patient be-
cause of the danger of aspiration in the
absence of the swallowing reflec. The pro-
cedure used in our laboratory is based on this
fact. The method eliminates the surgicl pro-
cedures involved in direct tracheal instilla-
tion. Furthermore, it simulates more closely
conditions which prevail during clinical as-
piration of poison, because it measures aspi-
ration hazard as well as aspiration toxicity.
The procedure described has its own built-in
safety factor, since each dosing consists of
several potential aspirations of the material in
contrast to the single aspiration (or at most
2 aspirations), that take place in human as-
piration accidents.

Although individual hydrocarbons are used
in industry and commerce, the hydrocarbons
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that figuratively and literally “wgrn gl
wheels” of industry are complex mixmruh‘
which may contain hundreds of hydrocar. |
bons belonging to the 3 major dasses, ali. :
phatic , alicyclic, and aromatic. The magt 0
familiar are lighter fluid, gasoline, kerosene,- 3
jet fuels, petroleum ether, Stoddard Solvm: $
home-heating oil, diesel fuel, mineral 0il, mo- ¢
tor oil, and rubber. Breadly speaking thess ¥
mixtures can be grouped into 3 classes, fuels:
and solvents, lubricants, and polymers’§
These materials vary in their chemital com.: §
position, vapor pressure, and viscosity, all of 3
which influence the aspiration hazard and
toxicity. The foels and solvents in generai 4
have a higher vapor pressure and lower vis- :
cosity than lubricants. Although paints, ad-.
hesives, and protective coatings my contain’
as much as 30%-40% of hydrocarbon sol.:
vents, the viscosity of the fnished prepary?
tion will be high due to the dissolved o)
suspended materials. The kydrocarbon ol
vent could be n-hexane, benzene, or kerosen
which is readily aspirated in the normal liqu
state but as a component blended into 2 vis 3
cous preparation may be almost impossible K
aspirate. n
piration stodies with a mumber of figuid

Materials and Methods

I{y&«m and Hydrovarbon Mistwres—In-
dividual hydroczrbons were purchased from com: ]
mercial suppliers or supplied by chemical rescarch
laboratories in the petroleum industry. Keroseoe
was purchased from 2 local filling station. 3
verted to Saybolt Seconds Univerml (SSU) a
100 F {American Society for Testing Materials::
1957). Surface tension was measured with a da Nour -
tensiometer and recorded in dynes per centimeter
at 77F.

.D.o.n'ng Procedure.~Male albino rats of Wisar
strain weighing from 200-300 gm. were used -
less otherwise indicited. The rats were anesthetized
to the point of apnea in a coversd wide mouth jar
(capacity 1 galion) containing about 1 inch of wood ]
shavings moistened with approximately 1 ounce of
anhydrous dicthyl ether. The animal was
from the jar and piaced on its back or side an i

Vol 6, March, 1943 4




C oy, TS

LYDROCARBONS—T kel ¢

1able 0P The mouth was held aoen and the toague
pulled forward (Fig. 1). With the animal's head
dﬂau:d. 0.2 ml of the test material was delivered
into the mouth with 2 Becton-Dickinson onc-half
milliliter syringe. This dose is a “mouthful” for
the rat and i¢ the maximal quantity that can be
inte the rat’s mouth without danger of
pilling. As breathing resumed and became regular,
the nostrils were closed with the Angers at the end
of the expiration phase in the breathing cycle. This
was repeated until the liquid had been aspirated or
the animal showed signs of regaining consciousness,
asvally preceded by return of the swallowing reflex-
For aerosocl dosing, Tats, anesthetized in the same
as for liquid dosing, were placed on 2 plat-

form 8-10 inches above the table-top level 50 that
the aerosol spray could be directed horizontally into

Fig- 2.—Procedure for inducing pulmonary as-
piration of acrosols in rats.

Results and Comment

A. Individuwal H ydroqarbm.—-‘l‘able 1
summarizes the results obtained with an ho-
mologous series of Tiquid normal panaffin
hydrocarbons. Note that n-hexadecane {the
largest n-alkane molecule which is hiquid at

Fig. 3—Modified aerosol spray kit used to de-
liver measured volame

Unopﬁurwuirmmﬂoiw

Fig. 1-~Procedure for inducing pulmonary as°
piration in rats.

the mouth. Thcmthwabddopaandmemm
pulled iomrdasshmh':'igurez. A Universal
Aerosci Spray Kit, { Nutritional Biochemicals Cor-
poration, Cleveland) was modified 10 fit 2 smail
polyethylene container (Unopette reservoir) so that
2 kmown volume of hydrocarbon could be dosed
(Fig. 3)}. The liquid placed in the reservoir is
completely aergsolized.  The dase used (1.0 mi)
required 2-3 seconds to deliver. .

After dosing, the anumals were cbserved for 2
minimum of 4 hours at intervals ranging from S
minutes to 2 maximum of 30 minutes, depending on
response. Lungs were removed and weighed 2s soon
after death as possible. Twenty-four hours after
dosing the survivors were killed under ether anes-
thesia by exsanguination from the abdominal aorta.
The lungs. dissected free from the heart, trachea,
and mediastinal structures, were blotted on 2 paper
towel and weighed to the nearest centigram on 3
triple beam or torsion laboratory balance.

37 Grrarde
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Tame 1.—Mortality and Lung Weights of Male Albimo Rats 2¢ Howrr After ',
Aspiration of 0.2 M. of n-Paraffin Hydrocarbons (w-Alkaner) d.
— 3
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Lung Wi (Gm.) *34 [ir. Afar Daging -

Viscosity Mortlity K

Hydrocarbon  SSU (100 F) (3 1lr)  Individusl Values Roangs Avg.

w-Hezace ¥ 30,1483L3212 1533 13 :
n-Octhoe 5 13.2827,30.28 1333 29 =
nDecase < Vi TBISIAIRII 1 e o
n-Dodeose s 85, 5.4, 5% 41,34 2442 11 !
w-Tetradecane b ¥ 8687, SLALEE iy oty 52 i

29,55, 43,1222 1243 24 =

s-Hezadocans k] Vs
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* Underscoved welghts—Antmala died in less than 24 hr,
Lung weights of 20 ondosed controls: Range 1.1-1.5 pu.
Ave LA,

room temperature) differs markedly from
lower homologues in its effects on pulmonary
tissues. n-Héxadecane is a high boiling
(287.5 C), bland, oily hydrocarbon which is
less irritating to pulmonary endothelium than
the smaller hydrocarbon molecules in this
series. There is a sharp “break” in mortal-
ity and lung weight between n-tetradecane
and n-hexadecane. These hydrocarbons dif-
fer only slightly in viscosity and were readily
aspirated. The differences in response must
be due to the extent of spread in deeper lung
structures and/or differences in effects on
capillary and aiveolar endothielium. The next
higher homologue, n-octadecane, is a solid at
room temperature so presents no aspiration
hazard. .

Animals dosed with n-hexane and n-octane

" convulse and die in a few seconds after the

hydrocarbons enter the lung. Rapid deaths
due to n-hexane and n-octane are attributed
to cardiac arrest, respiratory paralysis, and
asphyxia rather than to pulmonary edema or
hemorrhage. These hydrocarbons are suffi-

* these hungs were typical “Bver-liee lungs”

ciently volatile at body temperature to fi1l the
lungs with vapor, dispiacing air. The in-
crease in lung weight is doe t transudatiog
from alveolar capillaries into kg specer
Thulsnotthepmuyauofdmh. 'W'xlh

occurredmud:more:lnw!y(nhnnnnthci
than seconds) due to progressive pulmonary ;
edema and hemorrhage. mpmnpddi.ﬁ;=
cal signs in these animals were dyspne,.
tachypnea, cyanosis, Mnhﬂtdyabbod-.t
tinged frothy exudation from the nose. Note<
themarhdmammhn'we'hnm&e—ed
Cie to Cy dosed animals. The heaviest lungss i
were found in animals which survived Jong--1

est after dosing. Grossly and microscopically

(Figs. 4, 5) described previously in kerosene- ¢
dosed animals (Gerarde, 1959).

The results obtained with an hmologom
series of liquid m-allkenes (m-olefins) are .
summarized in Table 2. n-Pentene is not in- -
cluded in the table, because ity volatility is ~
5o great at body temperature that the liquid

u,..u —
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TABLE 2.—-Mortality ond Lung Weights of Male Albino Rats 24 H 4
Aspiration of 0.2 ML, of n{Alhnw: {n-Olefins) owrs After

Lung Wis. (Om.) ~ 3¢ 1Irs. Alter Dosing

Viscosity  Monality

Tiydroesruon 38U (o0 F3 4 Urd Individusl Valuss Range AVE
1-Eexens vs  20.20,241834 1834 23
1-Octane <« W 16253338, 40 1440 u
1:Decane M5 ALARGLINIL 1 i3
1-Dodacens ] 4 51, i8, 4, 48 4,155 “e
1-Tsiradacton n vs tX Y 4.7, 243 1.243 [*3
1-Hezadecent E- /3 32,28, 40,38, 34 1548 i
1-Ootadsoene k-] 1/ 33,11, & 314,10 1343 34
2-Nonadecat® L /s 2.8, 2.9, 27, 2827 2.429 21

a—

» Undarseored Mn—umwuu-mmm.
mu-dﬂudnm«nmu Rsngs L1-1.5 gm.
Avg. l3gm.

_evaporated, when placed in the tnouth, mak-
ing testing impossible. As with n-alkanes,
death occurred rapidly after aspiration of the
smaller olefin molecules. 1-Hexene was diffi-
cult to dose because of its volatility. Two
animals survived because the hydrocarbon
“boiled” out of the mouth before it was as-
pirated. effects

in mortality between Cis and Cye (1-tetra-
decene and 1-hexadecene). The difference in
lung weight was oot SO great as with the
corresponding n-alkanes.

All the s-alkene hydrocarbons (except
|-hexene) were readily aspirated so that dif-
ferences found in the lungs of animals dosed
were due to extent of penetration into deep
lung structures and/or endothelial toxiaty
rather than to differences in the amount of
hydrocarbon entering the trachea Patho-
logically, the lungs presented the same picture
described for the n-alkanes.

Fig- 5.—Micro-~
scopic appearance of rat
lungs after aspiration of
02 ml. of kerosene. Left
normal ; reduced about
129 from mag. X 430.

39 Gerarde

With n-alkynes and n-alladiynes, 25 shown
in Table 3, death due to respiratory failure,
cardiac arrest, and asphyxia from displace-
ment of air by hydrocarbon vspor occurred

logues. The relatively low lung weights n

-theseanima!smduewnpidduth;ﬁu

dosing. The lungs were not groesly edem-
atous or hemorrhagic. The high volasility of
these hydrocarbons at body temperature
made dosing difficult. The tendency of the
liquid to “hoil” out of the mouth accounts-
for&w?wﬂhonin&cl-huyn:dond
group.

A number of individuat

absence of mortality and the normzal hung
weights in animals dosed with cyclopentene
are due to the high vapor pressure of this
hydrocarbon, precluding aspiration This

annot explain the results obtained with the
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Tane 3.—Mortaiity and Lung W eights of Mele Albino Rats 24 Howes Afier
Aspiration of 02 M1, :7-.4 o5 and n-Alkadiynes

Luang Wtg. (Gm.) * ¥ Hres. Adar Dosiog

Mortalivy

Ilydrocazbon 2t Hr) Individosl Velues Raage Avg
+Hayos s 28,14, 23.25 18 1318 3 o
1-Oetyns &8 35 2.5, 2.4, 2.4, 17 2430 18 g
1-Decyne LY 13 25,10, 2%, 3.0 2333 w '
1,6-Beptadiyue W 1B1420,20. 14 1421 E ] ,
1,7-Octadiyne /3 LL24 13,24, 22 L1324 19
1,3-Notadiyne 3 13, 1.7, 20, 1612 1337 19

-uuu-uwu—ummuum-n br,
mmdnmmmwu
Arl3om.

cyclooctadienes and cyclooctatetraene, since
 these were not observed to “boil” out of the
mouth during dosing. These hydrocarbons
are unstabie and wadergo oxidation to alde-
hydes, alcohols, or other oxidized inter-
mediates which presumably do not possess

hydrocarboas.

Table 5 presents results obtained with
benzene and an homologous series of alkyl
derivatives of benzene. Note that with the
lower homologues death occiarred in minutes
.due to cardiac arrest and/or respiratory
paralysis rather than to pulmonary edema.

Tamy 4—Mortality and Lung Wrights of Mol
Albino Ratr 26 Howrs Afier Aspiration of
02 ML of ABcydic Hydrocarbons
Lung Waeights
Hydromrbon (34 Hoars) {Om)
Cyclopeniling
Cyadopmtsse Y 24,1413
Cysicherane 23 427,22
Cryaioheptane %3 24,114,235
Cyaesesne 3 1, 38, 24
Methyleyciopantane 3 122,18
Methyisyalebazans 3 22,23, 72
Viayleyueheans 33 23,237,123
w-Datyisyslshazane V3 18 40, 40
Phunyleyciohatene E e 38, 30, 4.8
CycloDiefine
Cyulopentans /3 12,13, 1.5
Cyciobwzsas 13 14, 20,22
Cyeooetaas 3/3 11,2828
&alathyicyciobezene-l 3 24,22, 24
1,3 Cycicoctadiena 3 25,2213
1,5 Cyelosctadlane 03 24,11,13
Cyeiooctaisiraene 03 18, 1.4.13

One of the 3 animals dosed with s-hexyl-
benzene died 18 minutes after dosing and -
had a lung weight of 7.5 gm. Sufficient time _
had elapsed before death to allow extensive -
infiltration of fuid and blood into the alveok.

AN LR e o B - R - o S

il onded

All individual hydrocarbeas of the 3 prin: '
cipal classes studied had a low viscosity (be- "
Jow 40 SSU at 100F) and were readily.
aspirated with the exception of those with 3 -
high vapor pressure (Ce, Ce Cr) which ]

5—M ond Lung Weights of Male' |
Albino Rais ( u Hur.rffta T
Aspiration of 0.25 of Aromatic .
Tang Wis.
Hydroearbon Obsarvatious * (O}
Bsnsane Died instantly, sdise 11,1814
arrast. broathing ewn-
timusd & fow see.
Toloens Died instemtly, cardiee 18,12 12
arrest.
Ethylbanseos Diad instantly. 43218
a-Propyibeamos Died in s ow sz 21,3827
s-Butyibensens  Died instantly. 12,1424
n-Haryibenzens Died tn 33 mia, 44,37
Disd ia IL. mim. 74
L.Phsnyidodecans Klled in | by, 20,20,12

* 3 apimals dosed per chamieal,

Vol. 8, March, 1963 L4



_

HYDROCARBONS—TOXICITY \

evaporated rapidly at the temperature of the
oral cavity. In general, it appears that all
lower molecular weight hydrocarbons, on
entry into the lung, are absorbed rapidly
causing central nervous system stimulation,
ardiac arrest, respiratory paralysis, and
asphyxia due to rapid displacement of air.
This causes death in minutes. The larger
molecules in an homologous series are slower
acting; although they are probably absorbed
from the lung into the blood stream, they
do not cause marked evidence of systemic
intoxication. Direct contact of these hydro-
carbons with endothelium causes increased
permeability resulting in the passage of
plasma and blood into the alveoli which may
be sufficiently extensive to cause death. A
large, bland molecule such as m-hexadecane
is a slow-acting endotheliai irritant of low

potency.

Tams G—depivation Tosicity of 02 ML of
Gm.)

HMW‘ (Male
- ]

‘Name of Miruwe Mertality O4 Hr.)
Tusls & Selvents

Lightse Gaid 72t

CGassline 2t

O of tarpwstios - 3t

Doy sloaning salvent ]

EKavmne e

Dl ol 2

Kegaa baating foal all 12

Labrisnts

Maltigrada motor oil (BAX 10W- b7
WWI0) .

High detarpency type sdditive moter ¥
d .

Hady ol f1 s

Minaral ot oS

Agtemutis tranmniagion Neid s

Stnight mineral arsnkaise off with- o5
ont addiives

Multigrade motor ol /s

Protectiee Coatlogs & Adbesives

Extarior primer paint (mineral spirie [ 77
R

Easmel (aliphatic bydrooarbons: w2
2I7%

Alkyd snamel (miners] spirits: 02
2%

Polybutadlene, Jiquid 0/2

* Armuged in approzimate order of ineressing viscoaity.
{ Daath {astantanocus.

41 Gerarde

ns

A systernatic study of the effects of indi-
vidual hydrocarbons makes it possible to pre-
dict and anticipate the effects that may be
elicited by mixtures of hydrocarbons of
known chemical composition.

B. Hydrocarbon Mistures~—The effect of
a hydroarbon mixture is illustrated in Ta-
ble 6. The preparations in the third group
in this table (protective coatings and adhe-
sives) were so viscous that they coated the
inner surfaces of the mouths of rats dased
and could not be aspirated. Attempts were
made to promote aspiration of these viscous
materials by keeping the nostrils of the ani-
mal closed to the point of asphyxis. These
materials pooled slowly over the tracheal
opening and sesled the airway but were not
aspirated into the lung. It is apparent that
preparations such as asphaits, roof cements,
paints, Jotions, emulsions, or gels may con-
tain high concentrations of petroleum dis-
tillates but present littie or no bazard of
chemical paeumonitis, because their viscosity
precludes aspiration (Gerarde, 1961).

No apologies are made for the smal} rum-
ber of animais used to study the aspiration
hazard of the viscous materials shown in
Table 6. The answer could have bee ob-
tained with half as many animals with equally
conclusive and reliable resuits. Many more
animals were used to establish the safe vis-
cosity “cut off” point in the “gray-area™—
the transition zene between fuels and solvents
and light lubricants.” The heavier lubricants
such as motor oils were similar to mineral
oil causing a “lipoid pnenmonia” rather than
an acute chemical pneumonitis characteristic
of kerosene.

The Relationship Between Viscosity and
Aspiration Hazard: Five biends of kerosene-
lubricating oil were used to study the influ-
ence of viscosity on aspiration toxicity. These
blends contained from 20%-30% kerosene
and ranged in viscosity from 385 to 58 SSU
at 100 F. The surface tension of these mix-
tures was also determined, since this was
considered an important variable, The kero-
sene without diluent was used as a control
(Table 7).
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Tase 7. —Mar!amy
Aspiration of 02';?}
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Weights of Male Albino Rats 24 Hours After
of Ktrmc-l.ubnmlmg Oni Blends

Sarfacs Lung Wis, (Om.) * 24 Hr. Afler Desing
[ A Visoosity Teaglon Moratity
Keossns 83U (100 F} (Dynes/Cm) (24 Hr) Individual Values Range Avg 3
- 100 n %1 ¥ 80,25 480,27 1540 ™
28,6431, 48, 83 '
20 “ 24 /1% 14141810513 1319 L
12,12,12,13, 1.4 -
1 n /10 14,1418, 145 13 1319 Ot
17,1215 13,14 ¥
s 122 ns /10 13185181714 1317 7
1A1L 121,18
2 wr 010 1A LLL4LLLS JEEE SR ¥ ]
1414131117 %
] s ¥ 010 17,14,15 14,14 1340 13
15 24,40, 1.4, L3

* Undorsstved weighta—Anismls disd in Jem tham 36 br.
Luog weights of 3 undosd sontrols: Bange LI-L§ g,
Avg. 1igm.

The relationship between mortality and
viscosity is shown in Figure 6 and between
lung weight and viscosity in Figure 7. It is
striking to find that a mixture with a vis-
cosity of 58 SSU at 100 F containing 50%
kerosene is readily aspirated into the lungs
but produces minimal pulmonary irritation.
There is no doubt that the 02 ml of the
mixture dosed was aspirated quantitatively.
This is also true for the other blends, al-
though it became increasingly difficult to in-

duce aspiration as viscosity increased. The™

amma.lsnostrilshadwbepm:hd:hutinr'

the more viscous blends, causing asphyxia

andcynmusmmeanmk the degres de-
pend.:ngonthenmereqmudmmdnnnm-'

Ongrossmspecuon,ﬂnlmgsw:

minimal injury confirmed by essentially nor-

mal lung weights.
Speculating on the mechanism of action of

the lubricating oil blended with kerosene, the

MALE ALAND
00SED 0.2 =l MEFATION
LUBRICATING O BLENOS
;.m--

MOATALITY QUT OF 10 Q4 HOURS)
L N L
| J— T L L AL T T

-
1

Fig. 6—The relation-
- ship of viscosity 0 mor-
tality in raty dosed with
7 kerosene-iubricating  oil
y blends.
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MALL ABING RATS LZ00- 330 SRAMS)
MWSEN G, 7 m AWSPIRATION KEROSINE
WUBRICA T L ALENDS

% KEROSINE
100 50 43 38 28 n
ol J
) s sb -
Fig. 7—Lung weights g
of rats 24 hours after 2 ||
dosing with kerosene-lu- ¥ 4T -
briatieg ol blends of ¢
varying viscosity. 3 s 4
P18 .
o o e B — ——saum
\.—ﬂm—ﬂ——— f
1k IS e e
2 s 0 122 9T -

VESCOSTTY 3.8.4. 100°F

surface tension of the 50% kerosenc-blend
was 30.5 compared with 28.1 dynes per centi-
meter for the kerosene. The increased sur-
face tension would tend to decrease the
spreading tendency. The increased viscosity
would also make it more difficuit for the
blend to penetrate into the bronchioles and
alveoli. In addition to physical factors which
control spread of liquid, the lubricating oil
also diminishes the direct endothelial irmitant
effect of kerosene, at least by a factor in pro-
portion to its concentration in the blend. If

Tasx 8~Mortality and L:

it is simply a dilution effect, the blend is knlf
as irritating as the undiluted kerosene,
Ancther experiment similar in design to
that just described was carried out to stady
the relationship between viscosity and aspira-~
tion hazard. The samples were straight
petroleum products, mixtures of hydrocar-
bons varying in viscosity from 39 o 156
SSU at 100 F and in surface tension from
31.6 to 33.4 dynes per centimeter. The re-
sults, shown in Table 8 and Figures 8 and
9, revealed a sharp drop in mortality and

Weights of Male Albino Rots 24 Howrs After
Distillater and Privolesn Oils

Aspiration of 0.2 ML of Petrolowm

Surfsce Lang Wia. (Gm.) ° 34 Hz. After Dosing
Viecouity Teasion Mortality
BEU (100 F) (Dyves/Cm.) (34 Hr) Individosl Valne ~ Reage  avp
» ns /0 32,85,20,3347 2040 Q
40,34 00, 44,38
" 124 270 I03%,48141 L4 2
1440151019
n 21 110 36,20, 38 1441 1801 15
- 14 24,21, 18,10
<7 ®m ns /10 43,25 19,1428 1443 28
29, 5.443,28 18
109 Nl /10 24, 1.5 1.6, 1.6 1.7 1520 1.7
20,14, 1% 1513
138 Y 0/10 14 LI 15, 17,17 L118 1.4

12,1413 1.1, 13

* Undarscored weights— Anirsuls died iu iess than 24 hr.
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TION PETROLIUM
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OOSED 8.1 ML ASPMATION
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HYOROCARBONS
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lung weights with an increase in viscosity
from 39 to 59 SSU at 100 F. The resuits
are qualitatively similar to data cbained with
kerosene-lubricating oil blends. The straight
petroleum product or oil with 2 viscosity of
59 and surface teasion of 32.6 was more toxic
than the kerosene-lubricating oil blend with
a viscosity of 48 and surface tension of 30.5.
Smceﬂ:eseZpreparmons differed in hydro-
carbon composition, it is reasonable to as-
sume that the difference in “toxicity is due

to chemical composition rather than to physi-
cal factors (wsms:tyandmfm-.tumn)
mﬂummgpmmnmudspmdmhg
tissue. The straight petroleum product had
ammmofmm
molecules than the

blend. The lubricating oil, hvmgah'ha-

boiling point, contains larger hydrocarbon . ¢
molecules. The study with individwal hy- :

drocarbons shows that larger molecuies are _°
less irritating on direct contact with endo~ |
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HYDROCARBONS-TOXICITY . -

Tastx 9—Mortality and Lung Weights of 10 Male Atbino Rats Doted with 10
M1 of Kevasene Aerosol (Killed 24 Hows After Dasng)

Mortalisy Clinicat Obsarvatioos After Dosing Lang Welghts (Ge)*  Avg.  Gross Pathelogy o

o Homdmkhtuiﬂti.uwmdh- 138 127, LIZ, LOG, 163 128 Lungs nermal on
c-hdmmmndqundmm 128, L.4J, L34, L43, 10 ngpeation

mpldly.
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« Long weights of 20 uadased coaLrols: Raage 1015 g
Avt. 13 pm.

thelium than are smaller molecules. Larger aerosols of hydrocarbons even when sprayed
mo[g:nlesmmoreviscoussoviscosityis directly into the mouth do not present the
hdhe:tlyamsureofmoleaﬂarsizeina acute aspirstion hazard which exists with
straight petrolenm product. the same hydrocarbon in liquid form. The

C. Hydrocarbon Aerosols—A limited myriads of minute hydrocarbon droplets iz
pumber of studies were conducted to deter- aerosol form collect on the oral tissue sur-
mine the hazard of direct spraying of hy- faces. They do not coalesce to form 2 pooi
dmarhonaerosolintothemouth.ltis of liquid which can be aspirated into the
conceivable that a child could accidentaily, or  trachea. It is possible to deliver 2 large vol-
a deranged aduit could intentionally, put the ume of aerosol directly into the mouth %
nozzle of an aerosol can into his mouth and that a pool will form which can be aspirated.
pash the button. To simulate these highly Lung Weights as Criteria of Injury: Lung
improbable conditions, rats were anesthetized weight has been recognized in experimental
and dosed with 1.0 ml of aerosolized kero- toxicology as-a simple, objective, gross meas-
sene (Fig. 2). The time required to deliver ure of puimonary injury. Figure 10 is a
the 1 ml. of hydrocarbon aerosol was 2-3 histogram of weights of lungs removed
seconds. Results are presented in Table 9. within 24 bours after dosing 429 male albino
Additional experiments with hydrocarbon rats with 0.2 mi. of the hydrocarbons and
aerosols in comventional aerosol containers hydrocarbon mixtures used in this study.
confirmed these findings. It is cencluded that None that died within 24 bours had lung
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weights under 3 gm., weights ranging from
3 to 7 gm. Most animals surviving 24 hours
after dosing had lung weights less than 3
gm., ranging from 1 to 7 gm. Deaths fol-
lowing hydrocarbon aspiration occurred
within 24 hours after dosing. This is well
recognized in dinical human cases of hydro-
carbon aspiration poisoning. It is axiomatic
that, if a child lives 24 hours after the as-
piration accident, he is out of danger.
Experimental evidence for this is shown
in Table 10. At the doses used in our ex-
periments, all but the smallest doses pro-
duced deaths within 24 hours after dosing.
Indeed, most deaths occurred 6 hours after
dosing. These data are the basis for using
24 hour mortality and 24 hour hmg weights
of surviving animals as criteria of aspira-
tion bazard and toxicity in these experiments.
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'[i  Itis concluded that a rat having a lung weight

‘i less than 3 gm. 24 hours after dosing has
{{  minimal to moderate lung injury compatible
with survival. By employing these criteria
the test for aspiration hazard can be com-
pleted in slightly more than 24 hours. The
: additional time is that required to dose the
[ anirnals, killing the survivors, removing and
weighing the lungs. The method is useful in
evaluating the hazard and toxicity of a large
number of hydrocarbons and hydrocarbon
mixtures.

Summary

A method has been described for deter-
mining the aspiration hazard and toxicity of
liquids and aerosols. It has been used to de-
termine the aspiration hazard and toxicity
of a number of individual hydrucarbons and

hydrocarbon mixtures. For the n-ulhug
andn-ﬂkmesasharpdecmuemmoty =
occurs with the C;q hydrocarbonx, m-hex-..

adecane, and n-hexadecene. Individual low-’ ‘#
bodmghydmarbomofthe.’:mprduu;
are highly toxic by this route of
istration, causing death by cardiac

respiratory paralysis, and asphyxia. I-Phn- :
yidodecane is less toxic than 1 .
It appears that further lengthening of :

chain beyond C, tends to diminish the to
ity of these compounds forthem 9
A limited number of cycioparaffinic, cych-
olefinic, and acetylenic hydrocarbons were's
tested apd found to be toxic when npuﬁ
into the lungs. The more volatile, udlu"
molecuies caused death by cardiac arrst.
respiratory failure, and asphyxia.
All of the individual hydrocarboas md
have a low viscosity, not exceeding 45 SSU . ?
at 100 F, andwmreadilyaplnted. Hydro- °
carbon mixtures of low viscosity (lighter - 3
fluid, gasoline, kerosene) are readily as-
pirated and highly toxic by this route. Highly :!
viscous materials such as paints, adhesives,
asphalts, rubber cement, etc., may contain
high concentrations of hydrocarbon solvents
and be without hazard by the aspiration
route. Mineral oil and motor oils of com-
parable viscosity do not quse severe, acute
pulmonary edema and hemorrhage charac-
teristic of kerosene and similar low-viscosity
hydrocarbon mixtures. The pulmonary ef-
fects produced by these hvdrocarbons are the
“lipoid pneumonia” type of reaction—low-
grade, chronic localizred tissue reactions
which are not fatal. [
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LARBONS—TOXKICITY

“4e aspiration toxicity of kerosene was

: markedly reduced by blending with an equal

. votume of a lubricant oil. This blend, con-

wining 50% kerosene and having a viscosity
of 58 SSU at 100 F, caused no mortality and
ninimal lung injury based on lung weight.
A straight petroleum oil with a viscosity of
59 SSU at 100 F was much less toxic than
a petroleum distillate with a viscosity of 39
SSU at 100 F. The record of human ex-
perience with petroleum distillate intoxica-
tion by accidental ingestion incriminates
liquids with viscosities below 45 SSU at
100 F—gasoline, lighter fluid, kerosene, Stod-
dard Solvent, mineral spirits, etc. (Food and
Drug Administration Public Hearing, Wash-
ington, D.C., July 13-14, 1961). This con-
firms the experimental findings with animals
in this study. Viscosity is the most important
physical property determining the aspiration
hazard toxicity of liquid hydrocarbons. The
effect of surface tension appears to be over-
shadowed by viscosity, probably because sur-
face tension varies within a narrow range for
most h mixtures.

i Gerard:
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Horace W. Gerarde, M.D., Ph.D., Medical Re-
search Division, Esso Research and Engineering
Co., P.O. Box 45, Linden, N.J.
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July 3, 1997

Brigid Klein

Regulatory Counsel

Chemical Specialties Manufacturers Association
1913 Eye St. N.W,

Washington, DC 20006

Dear Ms Klein,

I appreciate the opportunity to advise the CSMA of my opinions regarding the proposed
petroleum distillate rulemaking. As you know I am a practicing clinician with the
International Poison Center and serve on the facuity of the University of Minnesota.
Much of my experience regarding public poison control programs was gained through my
affiliation with Minnesota Poison Control for the past twenty years. I have had a special
interest in poison prevention packaging and continue to conduct research and speak on
the topic.

I believe it is important that all of us in the professional community work together to
better understand the issues regarding poison prevention. We must target our limited
resources in the most cost effective manner possible to achieve the maximum impact in
preventing childhood poisoning. Whatever action is taken either by your member
companies or the Agency, must be supported by sound data and scientific merit. It is with
this goal in mind that I offer my suggestions regarding this important proposed regulatory
action.

For the purposes of this project I have reviewed the information you received from the
CPSC through the Freedom of Information Act. These include:

1. The Briefing Package on child-Resistant packaging of Petroleum distillate-Containing
Products;

2. 43 Epidemiologic (In-Depth) Investigation Reports;

3. A letter petitioning the Commission to require child-resistant closures on a certain
spot remover,

4. NEISS Data from 1990-1994;

5. The Federal Register notice announcing the ANPR; and

- International Poison Center

Riverview Office Tower, 8009 - 34th Avenue South, Suite 1050, Minneapolis, MN 55425 USA
612.814.7100 fax: 612.814.7101



6. In-depth Investigation reports from 2 of the 10 deaths noted in Appendix A of the
Briefing Package.

1 have commented on each section as well as provided an overall assessment of strengths
and weaknesses of the information as a whole. I have also reviewed proprietary data
supplied to me by a number of CSMA member corporations regarding products they
manufacture that would be affected by this rulemaking. I believe this data will help put
an additional perspective on the issue.

If you have any questions regarding my comments please do not hesitate to contact me.

Senior Clinical Toxicologist




Executive Summary and Conclusions

The CPSC (Agency) has advised of it’s intent to expand its coverage of the Poison
Prevention Packaging Act (PPPA) and require child resistant closures (special packaging)
for all products containing petroleum distillate. The PPPA which is administered by the
Agency currently requires the use of “special packaging” on certain product categories
but does not address petroleum containing products outside of those categories. Many of
these unregulated products fall under the FHSA standards for labeling but are not
required to be packaged with special packaging. The Agency has proposed a change in
requirements for special packaging based on the ability of petroleum containing products
to produce aspiration pneumonitis, 2 form of chemical pneumonia. This respiratory
effect has occurred after oral exposure and subsequent aspiration of low viscosity
products under certain circumstances. Since 1973 there have been a number of reported
“exposures” to unregulated products containing petroleum distillates. There have also
been 10 deaths in children less than Syrs of age where an unregulated petroleum distillate
containing product appears to have been involved.

The Agency is also considering the inclusion of non-petroleum derived hydrocarbons.
The most prevalent of these products contain Pine Oil. Five deaths involving Pine Oil
containing products in children under 5 have been reported to the Agency since 1973.
Much of the data relied on for the purposes of this rulemaking pertains to Pine Oil
containing product exposures. ‘

In support of its proposed rulemaking position the agency has supplied 43
“Epidemiologic (In-Depth) Investigation Reports”, a letter petitioning the Commission to
require child-resistant closures on a specific product involved in a childhood poisoning
and death, National Electronic Injury Surveillance System data summarizing a four year
period of surveillance, In-depth Investigation Reports from 2 of the 10 deaths known to
the Agency, and Poison Center Data from the TESS (Toxic Exposure Surveillance
System) database. The Agency is also attempting to better define: the role of special
packaging for aerosol products, issues related to restricted flow requirements, the
inclusion of non-petroleum derived hydrocarbons, and viscosity.

Although a reasonable hypothesis has been generated, data clearly supporting the
rulemaking is lacking. It is unknown how many exposures resulting in serious outcomes
are due to unregulated petroleum containing products and hospital visit data presented by
the agency does not adequately define any level of harm experienced by the patients
involved. Hospital data that has been presented involves patients without any clinicatly
significant outcomes and, in and of itself, does not demonstrate that any of the patients
were at risk of serious injury. Throughout the years there are certainly patients who have
experienced clinically significant exposures to petroleum distillate containing products
and some have even died. Unfortunately the data presented here has not identified which
specific products and concentration of ingredients have been involved and under what
circumstances these exposures occurred. It is important that the CSMA and others
continue to support the Agency’s efforts in gathering data to better define the nature of



these exposures.

Based on what we do know of the inherent risk of aspiration demonstrated by certain
petroleum distillate containing products I would support the following recommendations:

1. Special packaging requirements for petroleum distillate containing products with a
concentration of more than 10%w/v and a viscosity rating of 100 SUS or lower
should be endorsed.

2. An exemption should be made for petroleum distillate containing aerosol products.

3. Other non-petroleum distillate containing hydrocarbons should be evaluated
separately as they may or may not be adequately covered by these criteria.

And,

4, The Agency should endorse and support the education efforts of CSMA and others in
the area of responsible use of consumer products.



SPECIFIC REVIEW OF AGENCY DOCUMENTATION

Role of Viscosity and Aspiration Pneumonia

From a clinical perspective, viscosity appears to be the single most significant factor in
evaluating the tendency of a petroleum distillate to produce aspiration pneumonia.
Animal studies have clearly demonstrated that low viscosity liquids, when introduced
into the lungs, are capable of producing aspiration pneumonia. The most comprehensive
report delineating this finding is the study by Gerarde, “Toxicological Studies on
Hydrocarbons” published in the Archives of Environmental Health, vol 6, pp35-47, 1963.
Dr. Gerarde clearly demonstrated the effects of varying concentrations of petroleum
distillates and the resulting clinical response and injury in the animal model. Although
these studies simulate an artificial exposure created in a laboratory setting the information
can be used to help clinicians evaluate the worst case scenario in the event of a human
exposure to products containing low viscosity petroleum products. The findings support
the Agency’s current requirement that certain products containing 10 percent or more by
weight of petroleum distillate and having a viscosity of less than 100 SUS (Saybolt
Universal Seconds at 100F) be packaged in “special packaging”.

Special Packaging for Petroleum Distillate Containing Products in Aerosol Form

Certain petroleum distillate containing products may fall within the viscosity guidelines
outlined above, but not pose an aspiration hazard because of packaging characteristics
currently in use. This would inctude products in an aerosol form. Data supporting this
premise fall into two categories, animal studies and human epidemiologic analysis. In
the first category, the studies perfomed by Gerarde included exposing animals to
aerosolized hydrocarbons in an effort to address the possibility of a petroleum distillate
containing aerosol exposure in a child. Even when using 100% aerosolized kerosene, no
aspiration hazard could be demonstrated. Dr. Gerard concluded that:

“It is concluded that aerosols of hydrocarbons even when sprayed directly into
the mouth do not present the acute aspiration hazard which exists with the same
hydrocarbon in liquid form.”

In my 20 year experience of managing thousands of pediatric exposure cases in the
poison control center environment I cannot recall one case of a petroleum distillate
containing aerosol producing an aspiration injury. Additionally, in my review of the
human experience which included the cases supplied by the Agency, I could find no data
demonstrating that accidental exposure to acrosol packaged versions of petroleum
containing products have resulted in aspiration pneumonia. More information regarding
human exposure data is contained in the following sections.



Epidemiologic Evaluation of Human Exposures

The Agency has reviewed four areas of data regarding human exposure to petroleum
distillate containing products. These include data from the National Electronic Injury
Surveillance System (NEISS), Telephone Investigations, Poison Control Center Data, and
Investigative Reports regarding two cases involving death. Each of these areas have
unique characteristics which must be considered when examining and assessing their
impact on the proposed rulemaking. These four areas provide the substance upon which
rulemaking must be based.

Although there appears to be reasonable concern on the part of the Agency to further
investigate and define the scope of the problem. I have attempted to articulate some of
the limitations inherent in evaluating data from these sources. Hopefully this will help
identify areas of common ground as well as areas where more specific data would be
useful.

1. NEISS Data: The Agency operates the NEISS data system which collects
information from 91 participating hospitals. This data represents emergency
department visits associated with consumer products. A summary of emergency
department visits involving products meeting specific criteria was used to estimate
the incidence of similar events occurring throughout the US. It is 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. Although this appears to be a reasonable
approach to better define the scope of the problem there does not appear to be any
acknowledgment of the limitations inherent in this type of assessment. Throughout
the narrative describing these cases it appears to be assumed that all patients included
in the numbers were “poisoned” by the product in question. It also assumes that all
patients presenting to an emergency department were in some way “treated”. And
finally, some may inadvertantly assume that an emergency department visit was
necessary just because it occurred. When interpreting these data the following
limitations must be kept in mind.

* [t cannot be assumed from this data that all patients in this series were “poisoned”
or “injured” just because they presented to an emergency department for evaluation.
This is best exemplified in the study completed by Anes, et al. “Criteria for
Hospitalizing Children Who Have Ingested Products Containing Hydrocarbons™
appearing in Jama, Aug 21, 1981, 248:8. In this study the authors examined the
medical records of 950 children who by history had ingested products containing
hydrocarbons. “Eighty four percent (84%) of these children were asymptomatic 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 cannot also be assumed that children “admitted” to the hospital after exposure to
petroleum containing products have experienced serious injury. In the same study
cited earlier, 150 of the 950 children were “admitted” to the hospital. Of these



children 71% were asymptomatic and remained so during their hospital stay.
Pulmonary 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 “poisoning” is often times confined to simple observation.
Unless it is known what specific treatments were performed it is difficult to assign
any level of severity to a given case that was “treated” in a medical facility.

* 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. I suspect that the diagnostic
classification of “poisoning” was the only one possible given the coding and billing
structure utilized in most emergency departments. It should be emphasized that
cases of suspected “poisoning” are the only cases that I know of where a
completely asymptomatic patient, requiring no specific treatment, who
experiences no adverse consequences of any type can be assigned to a bilking and
diagnostic code suggestive of injury. It is also noteworthy that the descriptive
term “poisoning” can be assigned without any laboratory or other diagnostic
confirmation.

For these reasons, care must be taken when interpreting aggregate data of this nature.
Review of the actual medical record or an interview with the attending heaith
professionals would be invaluable in providing a more in-depth evaluation of the
incidents depicted in the numbers.

. Telephone Investigations: A subset of data collected through the NEISS system
between October 1994 and May 1996 was also used to identify cases to be included
in a telephone investigation. During this 15 month period 160 cases were identified
and successful interviews were carried out on 85 of the cases. Of the 85 cases
interviewed only 43 represented products meeting the criteria of being a pine oil
containing product or an unregulated petroleum distillate. Of these cases over 58%
were Pine Qil containing products. No medical records were reviewed in any of the
cases and all information was based on interviews with lay persons, usually family
members or other caregivers. None of the exposures resulted in any significant
adverse effects and 97% were released directly from the emergency department. The
remaining cases were admitted for observation and discharged the following day.
These data appear to support the premise that the vast majority of exposures of this
nature do not result in any significant clinical effects. In the majority of cases
presented here even the need for hospital evaluation was questionable. It is
interesting to note that in a number of cases patients received activated charcoal
which is not routinely recommended for petroleum containing exposures where
aspiration is a concern. Review of the medical records would have helped add clarity
to the data. It is also of interest to note that the exact product, and thus the exact
concentration and composition of ingredients, could not be identified in the majority
of incidents. It is also of interest that the majority of exposures occurring in these



cases were the result of behaviors that would be unaffected by special packaging.

. Poison Center Data: The agency has cited data reported in the American Association
of Poison Control Centers (AAPCC) Toxic Exposure Surveillance System (TESS)
database. The following background information on the American Association of
Poison Control Centers and the TESS system may be useful.

The American Association of Poison Control Centers (AAPCC) is a non-profit
professional trade association that sponsors the TESS (T oxic Exposure Surveillance
System) reporting system. Member poison centers provide rapid, emergency
information and triage to callers who suspect or know that someone may have come
in contact with a substance in a manner that the caller believes may adversely affect
that individuals health. There is no preregistration, payment or any other requirement
of the callers who use the service and calls may be made anonymously. Calls or
reports to the center are voluntary and there are no local or national requirements that
any given incident must be reported. Data collection is important but secondary to
the service function of patient triage. In the triage capacity, center personnel are
required to make an immediate assessment of the need for medical treatment and
determine whether it can safely be administered at the site of the exposure or if
referral to a health care facility is warranted.

There does not have to be an actual case of poisoning for an individual to contact a
poison center. An individual need only perceive that a poisoning related threat may
exist. The poison center specialist assesses the incident and determines the most
appropriate method to mitigate injury if injury is likely. This may include advising
the caller on appropriate treatment options or referring a patient to a local healthcare
facility for further medical evaluation. It is usually the practice of poison specialists
to consider a worst case scenario regarding the incident in question. This may result
in the misrepresentation of the incident as a "poisoning" even if no exposure has
occurred or may lead one to assume that effects reported with the exposure are
causally related to the alleged exposure.

There are a number of apparent misconceptions as to what various subsets of the data
represent. Some researchers have attempted to use the number of patients seen in or
referred to a health care facility (HCF) to assign a given level of risk to cases reported
in the database. Care must be taken in doing so for a number of reasons. First, there
are a variety of reasons why exposed individuals present to a HCF on their own, or
are referred into a HCF by a poison center. Many of these reasons are not based on
medical need to be seen by a physician. Poor or incomplete information resulting in a
Specialist in Poison Information’s (SPI) inability to completely assess an exposure
incident may result in HCF referral as a precaution. The TESS system was not
designed to capture how a SPI may perceive the likelihood, or risk of injury occurring
before any toxicity is noted. Regarding asymptomatic patients already in a HCF
when the poison center was contacted, there is no way of determining if the patient
was ever at risk of injury regardless of any treatment rendered. This is also true for
patients that later present to a HCF after first contacting a poison center. For these



reasons there are significant limitations in using this parameter to determine the
degree of hazard associated with any substance.

Another parameter often misinterpreted is the category of cases "admitted for medical
care." Again there is no estimate, implied or otherwise, regarding a given patient's
risk of injury after an exposure, based on admission to the hospital alone. There is
also no data that suggests a patient requiries any specific treatment just because they
are admitted to a hospital. Routine, precautionary monitoring in the absence of any
symptoms is common, especially if the physician is unfamiliar or uncomfortable with
the "poison” or the exposure circumstances in question. There may be methods of
interpreting multiple data fields in an attempt to study a patient's risk of injury after a
given exposure but use of the "admitted for medical care” field alone cannot provide
this.

In TESS data reported by the Agency the category of “medicai outcome” was used to
suggest a given degree of severity. An issue in using “medical outcome” as an
estimate of a products’ degree of hazard regards the accuracy of this recorded
parameter. Since the relationship of any signs and symptoms to the substance in
question is a subjective evaluation by the Poison Information Specialist it is important
to understand how accurately that parameter is recorded in the database. Reports of
accuracy audits carried out on the database in the past have suggested that the
outcome parameter has been incorrect as much as 38.1% of the time in select audits.

The significance of all the information I have presented here is that TESS data must
be interpreted with caution. Despite its limitations the TESS database is a valuable
surveillance tool when used in conjunction with other systems of public health
surveiliance. The database is exceptionally useful in helping to establish a safety
record for products or categories of substances where large numbers of exposures are
reported with minor or no adverse consequences. Since toxicity and outcome are
more likely to be over estimated in this database, lack of adverse consequence may
help confirm or establish a positive safety record.

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 cases relative to the total
category are small. It is especially imperative that when using cases with reported
outcomes of significance that the “original” case record be reviewed to assure
accurate coding of outcome and appropriate and precise identification of the
substance where possible.

A summary of limitations in the TESS data referred to in the Agency’s information
include:

* There is no ability to separate regulated from unreguiated products

* The data does not include the type of “clinical effects” reported in each case which
resulted in the assigned outcome

* Since the type of clinical effects is unknown it is unknown what percentage of



cases resulted in targeted effect of “aspiration”

* There is no ability to identify behaviors or other mitigating circumstances typically
associated with many of the exposures such as misuse of the product, condition of the
container closure (regardless of whether the product was subject to child resistant
packaging or not), storage specifics, quantity involved (hands to mouth taste
quantities vs consuming from a free flowing container), transfer of contents to a
beverage container, etc.

* Accuracy issues refated to the “outcome” category as a whole generally suggest
that review of specific case records is warranted

* Although a relatively small number of cases with major symptoms were
documented they were not defined in any meaningful way and the actual case records
were not reviewed

Despite the listed limitations in TESS data it can be used to generate hypothesis on
exposure related cases from specific products or categories of products. The Agency
has identified “pine oil”” containing products as one such categor. It is reasonable that
the agency should review cases of consequence involving these products and gather
additional data to identify specifically which products are involved and contain what
concentration of pine oil. It is my recommendation that these exposures be evaluated
separately from other petroleum distillate containing products and collect better
information to identify if a problem exists. Based on these findings I would
encourage the Agency to work with the CSMA and poison centers to collect better
information on specific cases of consequence. This will help assure that appropriate
products in need of further special packaging regulation can be identified.

. Special Investigation of Two Deaths Related to Petroleum Distillate Containing
Products: The agency included in its assessment of this issue two cases of death
related to petroleum distillate containing products.

In the first case a 1 year old child apparently ingested a product listed as “Auto
magic” or “Magic Dressing”. Unfortunately the exact product or its composition was
never identified and the only clue to identity of its contents was the warning labeling
which read in part “Hydrocarbons, Petroleum Distillate, Do not induce vomiting”. It
is believed that the product had no “safety cap” but as with the balance of information
collected on the case, specific details are not clear. One thing that was reported was
that the mother “induced vomiting” after the exposure. Attempts to gain additional
information were unsuccessful.

In the second case an automotive tire cleaner was transferred to what appeared to be a
drinking cup by family members and left within reach of two children, one 20 and the
other 19 months of age. Although unwitnessed , an aunt heard the children cry out
from the next room suggesting they had apparently drank from the cup. Both
children were transferred to a local hospital. The older of the two was released from
the hospital without any permanent injury. The younger of the two was ultimately
transferred to two subsequent hospitals where she died approximately a month after
the exposure from complications secondary to aspiration. As in the first case the



exact product was not precisely identified.

Based on the clinical effects that were known in both of these cases it would be
reasonable to conclude that aspiration of a low viscosity hydrocarbon likely occurred
and could have involved an unregulated product currently not covered by the PPPA.
Low viscosity (less than 100 SUS), petroleum distillate containing products in
concentrations greater than 10% are known to exist in this general product category.
These cases would tend to support the expansion of the current criteria for the PPPA.
to include products found in this category. However, it is interesting to note that
human behaviors independent of the packaging contributed to the occurrence or
severity of the exposures in both cases. In the first case vomiting, a contraindicated
procedure, was induced. It is unclear what the status of container closure was prior to
the child’s exposure. In the second case the product was transferred to an
inappropriate container. In this case special packaging could not have prevented the
exposure. What is known of the details of these two cases suggest that better
education efforts regarding appropriate safety practices as well appropriate basic first
aid is necessary and should be embraced by all.

Company Specific Data

In addition to reviewing the data provided by the Agency I have been supplied with
proprietary data from a number of large manufacturers with products that would be
affected by the new rulemaking. Aerosol products containing concentrations of
petroleum distillate in excess of the recommended 10% by weight were included in the
review. Data from company directed product stewardship programs which monitor
product exposures in the marketplace were reviewed for these products. Of specific
interest is the fact that the data covered more than 400 million units of product in the
marketplace. No incident of exposure resulting in an outcome of moderate or greater was
identified. This data supports the premise that aerosol products do not pose the aspiration
risk of similar concentrations of ingredients in the liquid form.

Final Comment

Exposures resulting in death have occurred even in regulated products in the time period
1990-1994. There were 20 deaths from petroleum distillate containing products during
this time and a number of these deaths involved regulated products (see attached table).
This suggests that even special packaging will not impact misuse or other dangerous and
unsafe behaviors practiced by some consumers. This underscores the need for the agency
and others to direct some of their limited resources toward education of the public in the
area of “responsible use” regarding household and other consumer products.



Summary of Fatalities/Children under the age of 6
AAPCC/TESS “Hydrocarbons™ Category

Year Substance Child’s Age Route of
EKxposure
1990 Charcoal lighter 2 years Ing/Inh/Ocular
fluid
1990 Kerosene 13 mos. Ing/Inh
1990 Lamp oil (mineral 12 mos. Ing/Inh
oil 58%/vegetable
oil 40%/ perfume
0il 2%) -
1990 Lamp oil 2 years Ing/Inh
(kerosene)
1991 Charcoal lighter 17 mos. Ing/Inh
fluid
1991 Fabric protector 3 years Ing/Inh
{(mineral spirits)
1991 Gasoline 15 mos. Ing/Inh
1991 Gasoline -2 years Ing/Inh
1991 Kerosene 11 mos. Ing/Inh
1991 Kerosene 11 mos. Ing/Inh
1991 Kerosene 2 years Ing/Inh
1991 Lamp oil (liquid 11 mos. Ing/Inh
paraffin)
1992 Kerosene 13 mos. Ing/Inh
1993 Gasoline 15 mos. Aspir/Ing
1993 Gasoline 18 mos. Aspir/Ing
1993 Unknown 15 mos. Aspir/Ing
. hydrocarbon
1994 Chlorofluorocarbon 3 years [nhalation
1994 Chlorofluorocarbon 4 years Inhalation
1994 Kerosene lamp oil 14 mos. Asp/Ing
1994 Kerosene 3 years Asp/Ing
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December 15, 1998

Dr. Suzanne Barone :

U.S. Consumer Product Safety Commission
4330 East-West Highway

Bethesda, MD 20814

Dear Dr. Barone:

CSMA appreciated the opportunity to meet with you on November 18% to discuss the
scope of the rule on child-resistant packaging of petroleum distillates and other
hydrocarbons as well as exclusions to it. In light of the information provided at the
meeting, we submit the following comments.

- DEFINITION OF HYDROCARBON

* Since the definition of hydrocarbon is not intended to include terpenes, alcohols,

ketones, propellants or halogenated hydrocarbons, we encourage CPSC to add these
exclusions to the definition. The drafied definition could be construed as including

terpenes, such as d-limonene, which consists solely of carbon and hydrogen, and pine
oil, which is a mixture of hydrogen and carbon compounds and alcohols.

¢ It needs to be clarified that the term “hydrocarbon” does not include heavy petroleum
oils and white mineral oils. White mineral oils are currently being used in some cases
as laxatives and both of these materials pose no threat of chemical pneumonitis.

e The terms emulsion and non-emulsion need to be defined.
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AEROSOLS

e We understand that aerosols that spray in a mist will be exempt from the proposed

rule; however, aerosols that spray in a gtream will be included in the rule. CSMA
believes that all aerosals should be exempt from the rule, regardiess of spray pattern
(mist, stream or foam). The great weight of the data available from poison control
centers indicates that pressurized aerosols are extremely unlikely to present a risk of
aspiration pneumonitis. One CSMA member company reports that between 1991 and
1996 it sold 302 million units of pressurized aerosols, which contained petroleum
distillates. Poison controf center dats for these products indicates that there were no
reported cases of aspiration following exposures to this members’ products during
this timeframe.

Currently there are no child-resistant/senior friendly overcaps for aerosols.
Therefore, if any aerosols are included in the scope of the rule, than it would have to
be clarified that they are exempt from the senior-friendly requirements.

TRIGGER SPRAYERS

o Trigger sprayers should have a specified exemption as follows:

ii) Those products packaged in containers with mechanical pumps and triggers
proved that the pump/trigger mechanism is permanently affixed to the container.

Clarification is needed on how CPSC would determine if a trigger is “permanently
affixed.”

GENERIC EXEMPTIONS

Under 16 CFR 1500.83 there are a series of exemptions for products which are “not
free flowing.” At the November 18* you indicated that the staff want to be sure that
this exemption covers all appropriate product types. We submit that the following list
of automotive type products which should be exempt:

o Impregnated sponges or application pads with the product enclosed.
e Liquid dispensers that include an attached applicator or pad
e Wipes or towels in either flexible pouches or in pull out canisters

SINGLE USE PRODUCTS

We support an exemption for single use products that use the following packaging
systems:

o Fiber cans with pull-tab tops
¢ Thermal or radio wave foil seal on the package



Thank you for consideration of our comments, we look forward to continuing to work
with you on the development of this rule.

Sincerely,
Brigid D. Klein
Regulatory Counsel
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Ford Customer Servica Division 17225 Feders! Drive Sulte 140
Ford Motor Company Alten Park, MI 48101

July 9, 1997
Office of the Secretary

Consumer Product Safety Commission
Washington, DC 20207-0001

Dear Sir or Madam:
Attached please find five (5) copies of Ford's comments on the Advanced Notice of Proposed Rulemaking

for Petroleum Distiallates. Thank you for the opportunity to comment. Please contact me at the above
address if you have any questions regarding these comments.

Sincerely, |

Demnis G. Groh
Section Supervisor

Attachment



COMMENTS OF FORD CUSTOMER SERVICE DIVISION ON
THE CONSUMER PRODUCT SAFETY COMMISSION'S

ANPR FOR PETROLEUM DISTILLATES

February 26, 1997

D. G. Groh

Section Supervisor

Chemicals and Lubricants

Ford Customer Service Division
Ford Motor Company

July 9, 1997



To: Office of the Secretary
Consumer Product Safety Commission
Washington, DC 20207-0001

From: D. G. Groh
Ford Customer Service Division

Subject: Comments on the Advanced Notice of Proposed Rulemaking (ANPR) for Petroleum
Distillates 16 CFR Part 1700 (February 26, 1997)

Date: July 9, 1997

Thank you for the opportunity to submit comments in response to the Consumer Product Safety
Commission's ("the Commission's") February 26, 1997 Federal Register Notice. Ford Customer Service
Division ("Ford") appreciates the opportunity to assist the Commission in establishing effective regulations
to protect children from the potential dangers of chemical products. Ford is an active distributor of
consumer chemicals for use, primarily by trained technicians, in maintaining and repairing automobiles.
Ford submits the following comments and concerns regarding the Commission's proposed rules:

Ford fully supports efforts to protect children from accidental exposure to potentiaily hazardous substances
involving Ford branded products. However, Ford believes that child-resistant packaging of products
containing petroleum distillates or other hydrocarbons within a certain viscosity is not likely to bring about
substantial benefit.

Ford has examined Poison Control Center data on the reported cases alleged to be attributable to Ford
products containing greater than 10% petroleum distillates or hydrocarbons and viscosities of concern over
the last four years. There have only been three reported cases involving such products during this time
frame. In all cases, the effects were transient and minor, such as irritation and some swelling of affected
tissues. None of these cases required hospitalization. The data suggests that child-resistant packaging of
affected Ford products may not be warranted in light of the infrequency of exposures, minimal effects, and
satisfactory outcomes with existing packaging.

Further, given that the quantity and nature of incidents involving children does not appear to be significant,
Ford believes that requiring child-resistant packaging of acrosols and some other product delivery systems
would interfere with the intended use of these products without significant benefit. Our packaging and
product delivery systems are designed for case of use by our customers, who are frequently technicians in
maintenance and repair facilities, taking into consideration normal and foreseeable circumstances of use
and the likelihood of exposure to children.

Ford believes that the proper use of repair and maintenance products in servicing vehicles, along with
warnings to keep products out of the reach of children, currently provided pursuant to the labeling
requirements of the Federal Hazardous Substances Act ("FHSA"), are an effective means of protecting the

safety of young children.

As the Commission works to provide the safest environment for consumers, Ford remains ready to share its
experiences and otherwise assist in the process.
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CHASE PRODUCTS COMPANY

P.C. BOX 70 » MAYWOOD, ILLINOIS 60153

OFFICE AND PLANT - 15TH STREET AND GARDNER ROAD ® BROADVIEW, ILLINOIS 08153
_ 1-{708)-865-1000

FAX - ADMINISTRATIVE OFFICES - 1-{708)-868-0230 ¢ FAX - SALES/SHIPPING - 1-{708)-085-7041

July 10, 1997

Office of the Secretary

Consumer Products Safety Commission
4330 East West Highway
Bethesda, MD 20814

Subject: ANPR for Petroleum Distillates

Gentlemen:

I have read CPSC's notice published in the Federal Register
pertaining to the proposed rule of requiring Child Resistant
Packaging for household products containing petroleum distillates
and possibly other hydrocarbons such as benzene, toluene, xylene,
pine oil, turpentine, and limonene. I would like to share with you
my opinion and concerns about this issue particularly to its
applicability to aerosol products. I do agree that child-resistant
packaging may be required on some household products whose contents
are readily accessible to children who are five years old and
younger. However, I do not believe that this rule should be made
applicable to all types of household products regardless of the
container type in which these products are packaged. Container type
should be one of the criteria that CPSC should take into
consideration during the rulemaking process for the above issue.

Child Resistant Packaging in my opinion may be extended to those
household products containing petroleum distillates and other
hydrocarbons such as benzene, xylene, pine oil, turpentine,
limonene (depending on the percentage (%) amount of the hazardous
ingredients in the product, and viscosity of the final product},
only if the products are in non self-pressurized liquid packages.
Products packaged 'in aerosol containers should be excepted. The
degree or nature of the hazard to children in this type of
packaging is negligible. As you know self-pressurized container,
such as an aerosol package, 1s tightly sealed. The product is
dispensed, only when the actuator or spray head is depressed. As
soon as the pressure on the spray head is released, dispensing of
contents out of the aerosol container stops. Spray rate is also
very slow and so therefore only a few millimeters of the product is
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expelled at a time. It will take a great deal of efforts for a
child who is five years old or younger, to hold down the sprayhead
for a continuous sprayout over a long period of time. For these
reasons, overexposure through inhalation or ingestion is unlikely
to happen from the use, Or accidental misuse of the product. There
are no sufficient evidences known to date, pertaining to gserious
injuries incurred by children 5 Yyears and vyounger, from
overexposure to aerosols, that can support the need to require
aerosols containing petroleum distillates and/or other hydrocarbons
to be packaged in a child Resistant Packaging.

Ccurrent HAZARD WARNING statements required under the Federal
Hazardous Substances Labeling Act and Federal Caustic Poison Act
applicable to aerosol products should suffice to safeguard public
health and safety including potentlial to cause serious injury to
children.

Contents of aerosol products are under pressure, hence
corresponding product labeling indicates specific directions to
gtore the product in a dry, cool area away from heat, sparks, open
flame, direct sunlight, or where temperature will exceed 120°F. It
also highlights the statement: KEEP OUT OF REACH OF CHILDREN

1 strongly believe that extending the Child Resistant Packaging
requirement to aerosol products will Jjust cause unnecessary
economic burden to manufacturers, which of course will eventually
be passed on to consumers of these products. Increased in cost in
changing over to a special packaging is not warranted based on the
facts cited above.

Please consider the facts about aerosols as mentioned above during
your evaluation of the issues surrounding the requirement for
speclal packaging for products containing petroleum distillates
and/or other hydrocarbons.

Vary Truly youys,

Ajlud M.%ég ndez

chnical & ulatory
ompliance Manager

ABH/prrcesc.cie



