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December 11, 2000

Office of the Secretary
Consumer Product Safety Commission ‘

Washington, D.C. 20207-0001 ~ Y

RE: NPR for Hydrocarbons E_‘; :

Dear Secretary Dunn: = 1
<

Our company, Amrep Incorporated, is headquartered in Marietta, Georgia. We are g, .
manufacturer of aerosols, packaged Liquids and lubricants to the Consumer Specialyyes =~
and Automotive marketplace. Many of our products incorporate hydrocarbons, so the =2z

above referenced proposed rulemaking will affect our business operations. <V

We have been aware for over twenty years that direct aspiration into the lung, or
aspiration during vomiting, of small amounts of petrolenm distillates and other similar
hydrocarbon solvents can result in chemical pneumonia, pulmonary damage, and death.
Accordingly, most of our consumer marketed low viscosity liquids that contain
hydrocarbons are packaged with child resistant closures, and many include heat seals as
an extra measure of protection.

We appreciate the efforts of the Commission to create a more consistent and
comprehensive regulatory approach to child-resistant packaging for hydrocarbon-
containing products, However, we disagree with the inclusion of aerosol products into
the proposed rulemaking. The onginal reason for the exclusion of aerosol packages from
the rulemaking mandating child resistant closures (CRCs) is still valid; it 1s highly
unlikely that a sufficient quantity of liquid could be ingested from an aerosol spray to
result in aspiration. We are unaware of any instances in our company’s history of this
happening as a result of a product dispensed from one of our aerosol containers. This
historical experience, along with consideration of the physical properties of the
hydrocarbon-containing mixture when dispensed as an aerosol, leaves us unconvmced
that “a large volume delivered directly into the mouth could result in aspiration,” as the
Notice of Proposed Rulemaking (NPR) claims.

We applaud the Commussicn in writing the proposed rulemaking to specifically address
hydrocarbons, a recogmized and definitive class of chemical compounds rather than the
ambiguous “petroleum distillates™ used previously. Much consideration is given in the
NPR to approprizate viscosity specifications of the hydrocarbons but there is no
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consideration given to boiling point or vapor pressure. The Commission fails to take into
account many aerosols use propane/butane mixtures as the propellants. These
hydrocarbons exist in a gaseous state when expelled from the can to atmospheric pressure
and therefore pose absolutely no threat for aspiration into the lungs as liguids. It would
not seem prudent or even fair to count gaseous hydrocarbons toward the 10% requiring
CRCs. As an example, we manufacture a white grease aerosol that contains 39% of
propane/butane propellant and 0% other low-viscosity hydrocarbons, yet it would fall
under the proposed rule despite posing no threat of aspiration.

Before issuing a regulation under the Poison Prevention Packaging Act (PPPA), the
Commission must find that child-resistant packaging is technically feasible, practicable,
and appropriate for the regulated products (15 U.S.C. 1472(a)(2)). Our company
manufactured nearly 60 million total aerosol cans in 2000, all of which comply with
current CPSC regulations for packaging and labeling. Of these we shipped 11,785,116
aerosol products to just one of our consumer retailers last year that would fall under the
proposed rule. The NPR estimated a cost impact of $0.005-0.02/unit; we have contacted
our closure suppliers who conservatively estimate an additional $0.045/unit for this
customer, significantly above the highest NPR estimate. This increased cost will result in
a total cost impact of $530,330.22 that must be passed along to the consumer. The ability
of any supplier to pass on such large increase to any retailer is limited and therefore this
would become a financial hardship at least partially borne by Amrep.

Another consideration not taken duly into account is the NPR estimate of “no significant
effects on the environment.” We use a compact stacker cap for the majority of our aerosol
products, and there are no CRC aerosol caps that do not incorporate a more bulky
“double shell” design. Changing the stacker cap to a CRC would increase the non-
biodegradable solid waste stream from 8909 ft* to 53,622 £, or six times for the
customer account referred to above. This contradicts the NPR assessment that the
“disposal of child-resistant closures will present the same environmental effects as do
non-child-resistant closures.”

We appreciate the CPSC’s continued enforcement of the PPPA, especially with respect to
the recognized danger associated with liquid packaged low viscosity hydrocarbons. In
summary however:

1) We disagree with the proposed inclusion of aerosol products under the rules.

2) We would petition the Commission to take into account the significant economic and
environmental cost incurred in exchange for a questionable increase in consumer
protection.



3) Should the Commussion implement the proposed rule for aerosols, we request that
the Commission exempt propellant hydrocarbons {rom the regulation.

If you have any questions regarding this letter please contact me at (904) 981-4172.

Sincerely,

Michael E. Webb, Ph.D.
Chemist

P S. Our company has recently changed its name from Petro Chemucal to Amrep. I
apologize that the letterhead stationary contains the old logo.
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December 14, 2000 ©
Office of the Secretary &0
Consumer Product Safety Commission —_
4330 East West Highway o
Bethesda, MD 20814 T =z
N
RE: Child-resistant packaging of low viscosity hydrocarbons-containing — "2

aerosol/trigger, pump products = = ap

Dear Sir/Madam:

These comments are submitted on behalf of the Consumer Specialty Products
Association (CSPA) formerly known as the Chemical Specialties Manufacturers
Association (CSMA) regarding the treatment of aerosol/tnigger/pump sprays
under the proposed hydrocarbon rule CSPA 1s a voluntary, nonprofit trade
association composed of several hundred companies engaged in the
manufacture, formulation, distribution, and sale of non-agnicultural pesticides,
antimicrobials, detergents and cleaning compounds, industnial and automotive
specialty chemicals and polishes and floor maintenance products for househoid,
institutional and industnial uses Many of our member companies market
consumer praducts containing hydrocarbons and, therefore, CSPA is keenly

interested in the proposed rule.

In comments filed on the ANPR, CSPA argued that all aerosol products should
be exempt from the proposed rulemaking, see Attachment 1. The great weight of
all available data indicates that pressurized aerosols with low viscosity
hydrocarbons are not a problem In fact, one CSPA member company reports
that between 1991 and 1996 it sold 302 million pressurized aerosols, which
contained hydrocarbons. Poison control center data for these products also
indicates that there were no reported cases of aspiration following exposures to
this member's products during this tmeframe.

in the proposed rule, CPSC exempted aerosols that spray in a mist, but included
those that spray in a stream In comments filed on the proposed rule, CSPA
asked that all aerosols be exempt from the rule, see Attachment 2 The data
from our member companies as well as data reviewed by our members indicates
that there is no problem with aerosol products containing low viscosity

hydrocarbons

Serving ivakers of Formulated Products for Home and Commercial Use Since 1914

1913 Eve Street, NW o Washinaton DC 20006 « T 2028728110 « F 202872 8114 « www cspa org



Assuming that CPSC might have data justifying an aerosol stream definition, we
had asked that CPSC define the term stream and provided a definition for
consideration Despite the lack of information supporting the need for any aerosol
child-resistant closures, CPSC has moved forward with a test method of aerosol
products that dispense contents 1n a stream.

On November 14, 2000, CPSC held a meeting with interested parties to discuss
the aerosol 1ssue, principally the definition of stream offered by CSPA.
Commussion staff presented their test method to determine if
aerosol/tngger/pump products that dispense hydrocarbon of low viscosity would
require child-resistant packaging As stated in the meeting, we believe that it
does not accurately measure the amount of hydrocarbons released because this
measurement would include the mass of propellant released in addition to any
hydrocarbons. It is improper to test the amount of product expelled for an
aerosol product based upon container weight loss  The propellant would not be
ingested since it would readily volatize. Giving consideration to the significance
of this 1ssue, CSPA recommended that the hydrocarbons 1n aerosol products be
determined by collecting the expelled product (not including propellant) and
welighing It Based on subsequent review of this 1ssue it 1s evident that any test
method would need to be “arbitrary” in nature since there 1s no evidence to
suggest that existing low viscosity hydrocarbon containing aerosols have
produced any aspiration injuries. In fact, as noted below, extensive market
experience with aerosols demonstrate the safety of these products in this regard.

At the November 14" meeting, CPSC staff indicated that they reviewed
additional aeroso! data since the ANPR was drafted to learn what children do
with aerosol products. CSPA received this data through a Freedom of
Information Act request and reviewed the reports with our poison control and
medical experts We received 14 case reports with detailed information. We
were also provided a one-inch stack of cases with only face sheets, thus this
data was insufficient to draw any conclusion as to the nature or circumstances of
the exposure. Of the 14 cases with more detailed information, 7 involve spray
bottles, 6 involve aerosols and 1 involves a flip top bottle. All 7 of the spray bottle
products were left within reach of chiidren, either left out after use or stored with
easy access

Of the 6 aerosol cases, 3 involved aven cleaners already subject to child-
resistant overcap requirements. In 4 of these cases the product was accessed
by a child because it was not properly stored (i.e. one child obtained a can of a
commercial, Industrial strength, oven cleaner which sat out on a deck for several
days). Four cases involved infants being sprayed by siblings. In one of those
cases involving an aerosol product, an older sibling (7 years old) sprayed a
younger stbling, which a child-resistant closure would not prevent.

[n all incidents, including those involving corrosive oven cleaner, ingestion of
quantities sufficient to produce significant injury did not occur. In those cases



where any effects were noted the pattern of reported effects suggested
“incidental” mucosal/skin contact or at the most, wetting of the oral cavity. There
was no evidence of children ingesting quantities capablie of resulting in
aspiration. The typical disposition coding was TREATED & RELEASED, OR
EXAMINED & RELEASED WITHOUT TREATMENT. In 5 cases (3 involving
corrosive oven cleaners) where “hospitalization” was reported, the typical course
was observation and/or completion of precautionary procedures to insure that
significant injury did not occur. Of the 2 non-oven cleaner cases, both were spray
bottles. In one of these cases the mother refused the interview saying no
ingestion occurred. In the other case, a poison center recommended a child be
given milk after a suspected exposure to an automotive product in a pump
sprayer. The child vomited soon after. Later, it was revealed that the child was
allergic to milk. Accident Investigation determined that the child was apparently
hospitalized for observation and released with no reports of subsequent injury

Based upon a review of both the CSPA member generated/reviewed data and
the data made available by the CPSC to the CSPA, there 1s no data to support
the inclusion of low viscosity hydrocarbon products delivered in aerosol form in
the scope of the proposed rule. |t also does not make sense from a technical
perspective The average pressure of an automotive maintenance product in an
aerosol form is 60 p.s 1 The majonty of the products are of a high sfream
delivery. If an average child, five years of age or younger, were to take a can
and spray it at hus/her face, the pressure of this stream would stun the child and
cause the child to drop the can without an ingestion occurring This 1s confirmed
from the Agency’s own NEISS data through examination of the nature or
reported effects subsequent to children gaining access to corrosive aerosol oven-
cleaners There were no reports of significant injury/effects.

In developing standards for special packagming, the Commission i1s required to
consider the following factors:

1 The reasonableness of such standards;
2 Avallable scientific, medical, and engineenng data concerning special
packaging and concerning childhood accidental ingestions, illness 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.8 C 1472
To summarize, the body of available data does not support a requirement for
child-resistant closures for aerosol products containing low viscosity

hydrocarbons. Such a requirement would not satisfy the factors set forth in the
Poison Prevention Packaging Act listed above since there 1s no data to support it



CSPA appreciates the opportunity to comment on the treatment of aerosol
products under the proposed hydrocarbon rule  Aerosols should be exempt from
a child-resistant closure requirement since they do not present an aspiration
hazard.

Sincerely, .
Bl D- Ao

Brigid D. Kiein
Senior Counsel

Attachments (2)

cC Chairman Ann Brown
Commussioner Mary Sheila Gall
Commissioner Thomas Moore
Dr Suzanne Barone
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CSMA Comments
on the
ANPR for Household Froducts
Containing Petroleum Distillates
and other Hydrocarbons

Submitted July 11, 1997
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Weeringran, BC 20006

CHEMICAL SPECIALTIES MANUFACTURERS ASSOCIATION A a1

HAND DELIVERED
Jaly 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 Housebold Products Containing
Pemroleum Disdllares and other Hydrocarbons, 62 Federal Register 8659.

Dear Madam:

These comments are submutted on behalf of the Chemical Specialties Manufacrurers
Associatdon (CSMA) regarding the Advance Nodce of Proposed Rulemaking for Household
Products Containing Petroleumn Distillates and other Hydrocarbons published February 26,
1997, 62 Federal Register 8659. CSMA is a voluntary, nonprofit trade associaton composed
of over 400 companies engaged in the manufacmre, formulation, distaibution, and sale of non-
agricultural pesucides, anumicrobrals, detergents and cleaning compounds, induswial and
automouve specialty chemicals and polishes and floor mamtenance products for household.
insttutonal and industrial uses. Many of our member companies market consumer products
containing perrcleum disallates or other hydrocarbons and are, therefore, subject to the
provisions of the Poison Prevenuon Packaging Act (PPPA), 15 U.S.C. § 1471 et seq., and the
regulations promulgated thereunder. Accordingly, CSMA is keenly interested in this ANPR.

I. OVERVIEW

CSMA supports the use of child-resistant packaging when it is technically feasible,
pracucable and appropnate and necessary "to protect children from serious personal injury.”
Our members adhere tw the packaging and labeling requirements of the PPPA and the Federal
Hazardous Substances Act (FHSA), 15 U.S.C. 1261, and support of objectves of each.
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IL SPECIAL PACKAGING

In developing standards for special packaging, the Comrmssion is required to consider
the foilowing factors:

1. The reasonabieness of such standard;

2. Available sciennfic, medical, and engineering data concerning special
packaging and conceming childhood accidental ingestons, illness and injury
caused by houschold substancss;

3. The manufacturing practices of industries affected by the acr; and
4. The nature and use of the household substances. 15 U.S.C. 1472,

Based on the data supplied by CSPC in response to CSMA’s Freedom of Informaton
Act request, the data of our member companies and various poison control centers, CSMA

gannot support an_across-the-board requirement for child-resistant closures for househoid

products containing petrgleumn disdllates. Such 2 requirement would not be reasonabie in
light of the dara.

Many companies in the chermcal specialties indusay have embraced the goals of the
American Associanon of Poison Conrrol Centers (AAPCC) and have supported their
conunued existence through service and consulting contracts. Industry has endorsed
POISINDEX (the subscriber systern porson centers use for keeping up-to-date with products
and product categories) by freely providing product ingredient and toxicity information so that
poison ceaters can accomplish thewr goals with up-to-date knowledge of marketed products.

In addidon, CSMA and several of is members were supportive cof the creaton of the Toxic
Exposure Surveillance Systzm (TESS) by AAPCC. TESS was designed to provide both
poison centers and industry with very current wformanon for evaluaung exposures and

chemical product toxicity.

We believe that POISINDEX and TESS dara provide a more n-depth analysis of
chemical specialty products than Nanonal Elecrome Industry Surveillance System (NEISS)
data. As you know, NEISS represents a very namow database, that of injuries reguinng
treagnent in a sampling of hospiwal emergency rooms. The data are not appropniate to
evaluate an entre category because they do not include medical outcomes of the
overwheiming majority of exposures. those that do not require Teatment 1 a hospital
emergency room. The TESS data, on the other hand, provides a stadsdcally significant
database for evaluation of a category

According 1o the ANPR, CPSC had a contzactor conduct 43 in-depth invesdgamons of
some of the NEISS incidents. In our review of this analysis we note that none of the



exposures resulted in serious personal illness or injury’ to children under the age of five.
Many of these incidents resuited 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 1950-1994 provided in response to our FOIA
request indicates that the majonty of the exposures fall into category 1 - treated and released
or examined and released without treatment. There were no cases in category 8 - fatalities.
It is difficuit to assess those incidents in category 3- treated and transferred for
hospitalization, and category 4 - hospitaiized, 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 preventsd 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 triefing package enttled Child-Resistant-Packaging of Petroleum-Distillate- -
Containing Products states that since 1673 there have been 10 deaths from petrolenm
distllates 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 2 one year girl died as a
result of ingesung an automotive cleaning compound that she found The second case
involves a 19 month-old girl who died after mgesting automonve cleaning fluid she retreved
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 continer.

A review of AAPCC faralines to children under the age of 6 from 1990 to 1994
reveals 20 deaths listed m the category endtled "Hydrocarbons,” see arachment A. It is
important to note that 6 of these cases were from products already reguiated under the PPPA
and packaged with child-resistant closures (famp oil-4 and charcoal lighter-2). Two were
associated with chloroflucrecarbons are therefore not relevant to thus discussion. Ten pertain
to gasoline and kerosene. The other 2 are from: 1) an unknown hydrocarbon, and 2) fabric
protector (rmuneral spints). We encourage the Comrmussion to invesugate the circumstances of

these two cases.

'The Amencan Association of Poison Control Centers Toxic Exposure Surveillance
System) defined "Major effect” as follows: the patient exhibited some symptoms as a result
of the Exposure. The symptoms were life-threatening or resulted in sigmificant residual
desabdity or disfigurement



While CSMA does not support the across-the-board expanded use of child-resistant
closures we do thunk it would be appropriate for CPSC to parmer with CSMA, and other
interested trade associanons, on an education campaign to encowrage consumers to read the
product label and follow the use directions and cautions. Such an effort seems appropriate
based on the exposures 1n many product categonies from children having easy access w0
products and/or the secondary containers with product (i.c. buckets).

L. ISSUES RAISED IN THE ANPR

1. What. if anv, viscositv and/or percentze osition 1

threshold for requiring products that copraining petrolenwm distilares to be in
child-resistant packaging?

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

The issue of aspiranon hazard and its reladonship to the toxicologic and physical
properties of hydrocarbon petroleum distilatesTan be Mnosrapproprimely-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 smdies were published in the journal of Archives of Environmental Health, Volume
6, p. 3547, 1963, sc2 Attachment B.

The results of these studies were thoroughly evaluated in 1961 when the U.S. Food
and Drug Admunistraton held public hearings on the issue of aspiration toxiciry of
hydrocarbon petroleum disullate type materials. The experimental findings presented by Dr.
Gerarde were considered to be the most defininve evaluatdon of this issue, and as the major
sciennfic basis for the current regulanons which define exempdons for certain products
contaming hydrocarbon peroleum disullates based on a higher viscosity (not less than 100
SUS at 100° F) and lower concentration (less than 10% by weight). The expermmental
findings that served as the basis for establishment of the current exempuons are sull the most
scientfically valid basis upon which the issue of aspiration hazards of hydrocarbon petroleum

distillatas can be evaluated,

The tendency of a substance to consumre an aspiratncn hazard depends pnmanly on its
physical properues. The combinanon of low viscosity/low surface tension and mgher
concenwanon levels of the hydrocarbon pemoleum disnllates increases the asprratnon hazards

of the substance.

Viscosity 1s the most mmporzant single physical property that determunes the aspiragon
potenual of a hquid matenal. Viscosity also dewrmines the likelihood of enty, the rate of
entry and the extent of penewaunon nto the desper lung stucture via the bronchial tres.

4



In swdies of various pewoleum distillate based materials ranging in viscosity from 39
to 156 SUS at 100°F, 1t was eswblished that there is a sharp break in the toxicologic response
when the viscosity is greater than 81 SUS at 100° F. The atached two figures, see
Amachment 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 10 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 concenmation of less than 10% pewroleum distillates, be remined.

Furthermore, CSMA recommends that the Comrmssion consider child-resistant packaging only
for those products containing 10% or more petroleum distillates, and which have 2 __LQ&IX
of less than 100 SUS at 100° F, where is it is technically feasible, practicable and appropriate
to impose such a requirement

2. hould aerosol products be included in a irermnent for the child-resiszant
ackagmng of u ontainin moleum distillates or other hvdrocarbons?

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

Animal studies were conducted by Dr. Gerarde to simulate the improbable scenario
wherein 2 child places the nozzie of an aerosel can directly into the mouth and acdvared the
release valve. Using kerosene aerosol as a worst-case type of petroleum disdllate, the direct
dosing into the mouth of rats with 1 ml of aerosolized kerosene (2-3 seconds delivery ame)

caused no evidence of pulmoenary or systemic toxicity.

It was concluded that aerosols contaimng hydrocarbon pemoleur disallates, even when
sprayed directdy into the mouth, do nor present the acute aspiration hazard which may exist
with the same hydrocarboen in liguid form. The reason for this difference is that the aerosol
droplets sprayed wnto the mouth tend to collect on the oral tssue surfaces as munute droplets.
These nmunure aerosol dropiers do not coalesce to form a pool of liquid which would be the
obligatory prerequisite to an aspiranon hazard. Based on these experimental findings, there
appears to be no basis to consider aerosol type products contammng hydrocarbon petroleum
distllates as presenang any unique aspiragon hazard.

In addinon, 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 saeam delivery. If an average
child five years of age or younger were to take a can and spray it at hus/her face, the pressure



of this stream would most likely stun the child and cause the child to drop the can without an
ingesdon occurning.  Therefore, aerosols 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 w 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 1s a child-resistant valve and actuarter currently used for acrosol
oven cleaners, this assembly is oot 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 mixmre of
product output and spray pattern to provide adequate coverage and final product performance.
The child-resistant vaive and acmator currently used for aerosol oven cleaners does not allow
adeguate coverage for aerosol adhesives or lubricants. In addidon, it does not allow adeguate
ultimate bond swength and long-termn durability for acrosol 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.

3. Shouid PPPA regulation extend onlv to petrolenm distillate or should such
reguladon also extend to other hvdrocarbons, such as benzene, toluene, xviene,
turpentine, pine oil, and limonene?

In view of the procedural requirements of the PPPA, we question the appropriatencss
of regulating multiple substances on the basis of a possible medical effect (aspiragon hazard.)
No other substance or product category regulated for special packaging includes such a broad
range of chermcals and products. Each of the substances, or class of substances, should be
evaluated separately for its channels of dismibunon, use hustory, health effects resulting from
exposure, labeling, packaging, formulatdon varizadons, and other mutgating factors.

Pine Qil

Since the 1960°s pine od has been widely unlized 1n consumer household cieaning
products. In these products pine oil funcnons as a cleaning agent, antimicrobial agent and
fragrance. As a cleaning and antmicrobial agent, the typical concentranons range from 5% to
30%. As z fragrance m both cleaning products and EPA-registered disinfectants, the
concentrancn ranges from 0.2% to 1%

Products contanung pine oil are marketed in two package forms - pourable bottles and
trigger sprayers. In pourable producrs the pine ofl functions as a cleaning agenr and/or an
antmicrobial agent These products are used erther full sength or diluted and are applied



with a cloth, sponge, or mep. In trigger sprayer products, pine o1l typically functions as a
fragrance at a very low concentraton, usually less than 1%. There is no evidence that the
low concenration of pine ou 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 pmne 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 distlied water control.  Additionally, the most recent product specific
poison center data (1950-1952) on one pine-~oil cleaner shows no evidence of aspiration-

relatad effects.

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

4, Should restricted flow be an_additional requirement for certain products?

CSMA is not aware of use patterns of liquid products that necessitate the use of the
addirional requirement of resmcted flow. There are many liquid products on the market
withour resticted flow, and the child-resistant closures are adequate to protect children.

IV. ADDITIONAL REQUESTS FOR INFORMATION
1. Chemical Propertes

Pewroleum disdilare products are sold in liquid, solid and aerosol form. Formulations
of these products are considered confidential business information and are therefore oot
included 1n this subrmssion. The level of pewoleumn disullates in these products raage from .1

to 100 percent.

-

2. Jsers an e Pa

Perroleum disdllates are used in forrnulating several conswmer products intended for
use in and around the household. These products mclude the following categories:
anromodve, cleaning flnds, general purpose cleaners, metal polishes, shoe polishes, and spot
removers. In addinon 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.
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3. Curren: packaging and labeling

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

Substancas Act

4.  Economic information

A survey of just a few CSMA member companies reveals that berwesn 1992 and 1997
over 400 million units of pewroleum distillate/hydrocarbon conmining products (including
automotive, laundry pre-treaters, furnirure 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 tirne.

5. Incident information

Several CSMA member companies had Dr. Richard Kingston a semior clinical
toxicologist with the Internatonal Poison Center review -proprietary data of products that
would be affected by the new rulemaking. Aerosol products containing concentrations of
pemoleum distllate in excess of 10% by weight were included in the review. Data from
company directed product stewardship programs which momtor product exposures in the
marketplace were reviewed from these products. The data covered more than 400 miilion
units of product in the markerplace, No incident of exposures resulting in an outcome of
moderate or greater was identified. This data supports the premuse that aerosol products do
not pose the aspiranon risk of sumilar concenwranons of ingredients in the liquid form Ses
Anachment C, comments of Dr. Kingston on the ANPR,

V. CONCLUSION .

CSMA appreciates the oppertunity to comment on the Advance Nodce of Proposed
Rulemakong on Household Products Conrzining Pewroleurn Disnllates 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 pewroleum
distillaze should be retamed, and that the Commission consider child-resiszant packaging only
for those products containing 10% or more peroleamn distllates, and winch have a viscosity
of less than 100 SUS at 100° F, where is it 1§ technically feasible, practcable and appropriate
to impose such a requirement. Aerosols should be exempt from a child-resistant closure
requirement since they do not present an aspiration hazard. We also believe that pemoleum
distllates and the other hydrocarbons noted 1n the ANPR should be evaluated separately. In
addinon. CSMA would like to explore werkang with the Commussion 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
Comrussion on this issue as well as other issues of importance.

Sincerely,

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



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

Year Substance Child’s Age Route of
Exposure
1990 Charcoal hghter 2 years Ing/Tnh/Ocular
fluid
1990 Kerosene 13 mos. Ing/Inh
1990 Lamp oil (mineral 12 mos. Ing/Inh
oil 38%/vegetable
oil 40%/ perfume
o1l 2%)
1990 Lamp oil 2 years Ing/Inh
(kerosene)
1991 Charcoal lighter 17 mos. Ing/Inh
. | fluid
1951 Fabric protector 3 years Ing/Inh
(mineral spirits)
1591 Gasoline 15 mos. Ing/Inh
1991 Gasoline 2 years | Ing/Inh
1961 Kerosene 11 mos. | Ing/Inh
1991 Kerosene 11 mos. Ing/Inh
1991 | Kerosene 2 years Ing/Inb
1991 Lamp ou (hqud 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. Aspu/Ing
hvdrocarbon
1994 | Chlorofluorocarbon 3 years Inhalanon
1994 Chlorofluorocarbon 4 years Inhalanon
1994 Kerosene lamp o1l 14 mos. | Asp/Ing
1994 | Kerosene 3 years | Asp/Ing
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Toxicological Studies

on Hydrocarbons

HORACT W, GERARDE. M.D.,

mD.
LINDEN, XL
IX. The Aspiration Hazard and Tomicizy
of Hydrocarbons and Eydrocaroon
! Mixtures

The accidenti ingestion of petrojeurs dis-
tilates is an intporwent Quse of poisoning in
children 1t the United Stares (Canthers,
1955). The principal gatholegical Snding in
dinicl keroseme intomation is 2 chemical
pnevmomts wrich =ay be complicated by 2
bacterml premmonia (Waring, 1933; Lesser
ez al., 1943; Daescaner er al, 1957). Dexth
results in 4%-10% of the reported cses
(Blatmer, 1951).

Presemed 2t the 27th Armmai Mernng of the In-
dugerma] Hygiene Fomndanon, Plinsburgh, Jez 2423,
1962

Meaical Researcn Division, Zs30 Resears: and
Engipesring Company, F Q. Box 45 (Dr. Gerzrde).

With the techmienl assistanes of Dorethex B.
Ahlstrom, Semor Laborzrory Techmean, The Bu-
reay of Biclopie! Researcn, Rutgers—The State
Universicy, New Brunswick, N.J

The Bureau of Biciogim! Resesrch, Rurgerse—
The Stare Unversity, New Brunswick, N J

35 Cerorae

Although there is some disagresment
ameng those conducting anizal experiments
and cinicans regarding the pathogenesis of
the poeomenins followmg kerosene inges-
Son, the preponderanes of evidenes mdicates
that the toxicty is due to aspiradonm and
spread of the liquid in the long rather than
to absorption through the gascrointestnmal
trzcs For kerusene the ratio oral LDs/m-
tramachez] LDy, is 140/1, which grves some
idez of the relatve magnitude of the toxicty
by these 2 routes (Gerzrde, 1959).

The tendency of 2 substanes to consatute
an asprranien hazard o the lung depends pr-
rmarily on its pbysical properties. The com-
bination of 2 poysial properzes, low
wiscosity and low surizces temsion, increases
the zspiration hazard of light hydroczroens.

Aczaental aspimation of Hquds from the
mouth mto the lungs 1s an acute madent

TE Y.
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whicn eccurs in 2 few seconds—ihe time re-
quired to 1ake a brezth. The volume of hquid
aspirates 1s self-imung  As soon as lignd
enters the lung, normal pnysiclogal rese-
tions occur wrich opposs further estry of
liquid These responses are, (1) momentary
refex cessation of bresthing, and (2) the
expulsive mecnznism of cugmng

Clinically, the wmaivideal acZoemtally zs-
pirating poison res=ives z single dose; usu-
ally aspiratng once. In an anestherized or
unconscous individual, 2spiration may oceur
more than oncs becsuse of the temporary ab-
seacs of marmal physiclogicl mechamsms.

Viscosity is the most impormnr single
physical property determining the asprration
tendency of 2 liquid It determimes the Iike-
lihood of extry and the matz and exeat of
pezerration into desper hmg strucres via
the bronchial tree.

Based on stdies in our kboratory over
the past § years, it has been possible 0 e

= late aspiration tezdency, lung wmjury, mar-

tality, viscosity, and surizes tezsion for a
large ouwmber of individual hyaroezrbons
and hydrocrben mecmares, Inimally, liguia
was mjemed girely inw the waches of
anesthensed expesimenta] snmnzie. As work
progressed, it was Zcund thar 2n anesthesizad

rat could be induced to aspirate liquid placed |

in the mouth. It is weil known in clinmical
medicne thar it is bazardous to put Liquids
into the mouth of an unconscious patent be-
cause of the danges of aspuznon in the
absencs of tne swallowing redex. Thae pro-
cecure used in our laocratory 1s based on this
fact. The merhoq enminates the surgil pro-
cegqures avoived in direst wmaneal instila-
tion. Fusthesmere, it simmlatss more closely
conginons wmen prevail durng aimies] as-
piration of poison, beczuse 1T xeasures aspi-
ragen hazard as well as aspirzzon toxicry.
The procadurs descmpea has .ts own built-n
safery IacIor, SINCT ea¢n QosIng consisis of
severzi potential aspirations of the materal 'n
contrast o the single aspirancn (oF at most
2 asoiraticns), that take placs .n auman zs-
piraton acsigents.

Althougn nanicus nygrocz-sors ars used
i1 1NQUSCy anc coimmerce the ~varorbens

ARCHIVES OF ENVIRONMENTAL HLa;+
i

that Aguwatvely and litesally “p
wheals™ of indust -
iy oare Cam;ﬂ:: muXtyre.
which may contamn hundreds of hydz :
bcns. betonging to the 3 m3j0r chst;m:;
phaz_:c » alicyclic, and aremaric The ,ma )
fzrmliar are lighter finid, gasciine, ke=g o
Jet fuels, perrolerm ether, Stoddarg 501.::.;
home-heatng oil, diesel fuel, mines] o nc:
tor oil, and rubber. Breadly speleng :ha
mxzmr:scanbegmupdinmfiﬁsses,fue_‘
and solvenrs, lubricants, and polymes
T‘nes_e mater:ls vary in ther cemica] eng.
posiien, vapor pressure, and viscosity, alf of
which influencs the aspiration hzzrd anq
texicicy The fuels and solvents in e
have 2 higner vapor pressure and lower v
cosity than lubricanrs. Althougn paiors, 2.
hesives, and protacive CIRRNES M2y comtz
as much as 30%-40% of hydrocarbon sol
vents, the viscosity of the fxushed prt;a.z-.-lg,
Son will be lugh due to the dissolved o.';;‘
suspended mmaterals. The hydromrbon sal3d
vent could be n-hexane, benzeme, or kr_-'os::g:;a
which is readily aspurated in the normal liguids:
state bur 25 2 cormponent blemaed e 2
Cous prezaration may be aimost impossible 1
aspirata. E
This report stmmarizes our laborstory 35
piration studies with 2 oumber of liguid abS
phatic, alicyeiic, and zromanc hydrocsoones

bydrocroon mixtares, and byarocrben aers
osols. -
Maremals and Meshods 2

4

Evarocarbons ana Hydrocaroon Misturzs —~io-
dividmal hyurocrbons wes porenased from e
merea] suppless or suppiied oy coemicl rmsre
laboratores in the peroieum mcusty Koosew
was purchased from 3 Jocal Alling smzen P

Kinemzne wviscosity  dete—minstions we—s -
verted to Savboit Seconas Unrvermai (SSU) =
100 F (Amencan Sowery for Testng Maremsis:
1957). Sur:zce tenmon was measurss wck a du Nowy
tensiometer and recorded 1 gymes per c=itmcis
at 7 F

Danng Proczgure —=Male albino rats of Wists-
strain wegmng from 200-300 grm. werr ased -
less othe=wise maicitea The -2s were sRestIcassd
to the point of apnea 1n 2 coverss wiae ~youth 13r
{expacity | gallon) contasmng aoour | iner ot wood
SHAvINGS moisteneg wirn approx.mately | oounes @
anhy drous diethni ethes  The ammal was -Twove?
from the jar ine placxd on its back or sige cn 1%

R BT SRy

v

Foi 6 Mfarcn [963
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1abie tap- The mouth was held apen and the tongue
pulled forward (Fig 1) With the ammal's head
gevatet, 02 mL of the test matenal was dehnered
mto tre mouth wun 3 Seston-Dich.nsan one-haif
muiliiites syange. Thus dose s @ “mouthiul” for
the M3E 2RA 5 the MaAx.mI) quaRnUv oINSl cam be
plaes wmto the r=f's mouin withcwt dangss of
cspuling  AS breatnng resumec anc befzme reguiar,
the nostis wers coseg win the Znge~s at the end
of the sxpiration pnzse o ine dreawung cycie Thus
was reeeated untl the hgwd Sad bemt aspuated or
the zumal snowes sigss of regumng <onsCOUSNESs,
waglly precsded by ~etmm of the swailowing *edex,

For aeresol qosing, rats, anesthenzed m the same
mamnter 28 for qwd qesing, were paced on 2 plat-
form 8-10 imcnes idove e wable-top lever so thac
the ze-osol spray cowid be direted hornzonolly into

Tig. l—Procsdure for mebong pussomary as-
pITIECn I mEsS.

= was aerd opex ana the tengue

the moutt. The
pules forwamc as smowm = Figurs 2 A Vnivesd

Aessei Spray o (Nuimsemal Swcenemals Core
porsoon Cleverand) was noamied w it 3 szal
polvernyiene conterer | Unopetie resesvoir) SO IRSC
1 kmown voiwme of ayerocroen cowd be doses
(Tg 3) The Ligme mzese @ the reservoiwr s
cempletmv zerosQl.o=dl  The dose usea (10 T}
required 2.3 secongs D doaver

Afzzr dosing, the animaus wess ooserved lor
mmewn of 4 hou=s 3 nrervas ~angmg from
muneiss 0 2 maximu= of 20 sunutes, dependirg on
response, Langy we=s ~omoved and wegnes 35 soon
aiie- aean as pessole. Twearp-tour nours zite”
Q0sig *=e survivors ae=e ~ailed Inoe. ethes anes-
=z 1pagmunal 2ora

es 3 oy exsanguItSion Vo
Tee ungs, dussestem L-sz -oe the Rart macter
aAng Mmemnsinal si-.gtLces wess DiouleT SA L Jape-

iPe m2aes. €2mr g 97

061 I

iQwe Irg ~egees ¢
"= Me bezm ar  oesio~ 4.3 ¢

- Guravee

Fig. 2—Procegure for incusng puumonary as-
piranon ot jerosols worats

Results and Comment
A, [nelvguai Kyd~ocardons.—Tabie |
sicnrmanizes the resuits obmined wath an ho-
moiogous senes of liquid rpormmal pamafin
bydrocmroons. Note that a-hexademuze (e
largest n-alkane molecuie whick = lguid at

Tig. J—=Moaifien deruscl sprzy kit used to de-
Hver memsured vejume or aerosclized b
Unoperte —eseverr conmuns LD ml of ligad.
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Taner I—Morta.n'uy and Liung Waghts o
Asmration af 02 ML of n-Poreff

f Male Albewe Ratr 24
n Hvdrocargons { u—AIbmf-:;: Afrer

o

KA

—— i
b
1]

M- T

g
iy vy,

- S
2 W (. (Ge.) *2¢ [, After Donng
N ety Morwlity

Lydroorbon  SSTU (100 F) ot Il Lndivadim] Valyes Rangs Ave

s-Hezane &% 3032 3g 32 3s 1533 32

n-Ocane - &3 :._:. ‘-'i. T30 23 a2 =23

a-Dectne <= U3 7040483133 1318 49

=Dodecans &3 AL 54,82 24 FEE & 53

=Titradacane = s 18 57, 44 4L 30 LSS & =

s-Temadecue ) Y A TN TR TE TR LLTH u

e

* Underyored weighty—Aizimals disd io Jess thag 24 br.
Lazg wwight of 3 andomd conzmils: Bangs L1.1S g
Are 13 oo

room temperarure) difers markedly from
lower homoiogues m its eTects on puimonary
tssues. n-Hexadecane is 3 high boiling
(2875 C), bland, otly hydrocarbon which is
iess irmmtng to puimonzry endothelinm than
the smaller hydrocarbon molecuies in thus
sentes, There is 2 sherp “break” iIn mormi-
ity and long weignt betwesn a-tetrademane
and n-hexadecane. These hydrorbons dif-
fer oniy slightly in viscosity and were readily
aspirated. The diferencss in response must
be due w the exzent of spread i desper lung
struceares and/or diferencss in efers on
apiilary and alvesiar sndothelium. The next
higner hemologue, n-ociademne, is 2 solid at
TOOm tempersture SO Draseats nc aspiration
hazard,

Anirmals dosed with s-hexzne and n-ocmoe
convuise and die i3 2 few seconds afrer the
hydrocarbons entsr the lung Rapid qeaths
due to m-hexzne and «-ocmne are atinbured
to crdiac arrest, respiratory paralysis, and
aspayxiz rather than to pwmanary edema or
hemorrapge. These hvdrocroons are sufi-

dendy volatile at body tempesztors w £ th
longs with vapor, displacing air. Tke in
Cease in lung weght is doe o tmnsucane
from alveclar apilanes inm lmg spaces
This is not the primary cause of death. Wit
the higher bydrocrbon bhomoiogues deatt
oc3urTed mueh more slowly (I hours mthe:
thag seconds) due to progressive pulmonzry
edemz and hemorriage. Tae principal clim-
cal signs in these animmls wese dyspnes,
tachypnea, cyznosis, and uitimately 2 bloods
tnged frothy eordation from the nose Note
the mariced increase in hung weights in the
Cm o Cu dosed znimzis, The Beavies: l'.:ng's
were found in animals which sarvrved long-
est after dosing. Grossly and micoscopiclly
these lumgs were typiczl “lives-liie [ucgs”
(Tigs. 4, 5) described previcusly i kerosene-
dosed anmimzis (Gerarde, 1953). .
The resuits cbtiped with an horalegous
series of ligmd m-alkemes (n-olefns) are
summanzed in Tanie 2. n-Fenrame 15 2ot in-
cluded 1 the =ple, becuse s volzdlicy s
so great at body temperzturs that tie higuic

g, 4—Gross appear-
ance of T=r hert acd
Imgs after poSiomEr
aspirznen of &2 w o
kerosecs (figmr anc leIl,
g=nter, cormzi).

Vo & Marzz, TR63 ey




Tanz 2—Mortality and Lung Weghts of Male Albmo Ratr 24 Howrs After
Aspwration o1 0.2 ML of neAlkenes (n-Olsfins)

m

Lunaz Wit {Tm.) =2¢ Iire Afer Doame

Yissonty Morality

Tyureentbon SST (IO F}  @ullr) Ipdivdeal Yaue Raoge ATE
1.Gexens /3 3022 24 16 SC 1824 23
1-Oetane - L7 242432 310, 40 2540 h5
lDeme | T VS A LRItk 43
1-Dodmace J /4 £, 34 448 4338 (X
1T atradscane = 45 pt] *_-_.“E_t:‘: b= 1743 [5]
I-Hexalscane k- 741 33,2, 40, 18 14 23490 9
1-Occad ecnoe 3 /4 13,21, 45.38,10 FRELES 4
Z.Nopsdecenw L] 0/3 =4,28, 25,2427 2523 =

* Urdersored weights—4nueals diad i lex than 24 b,
Lang wergate of 20 aodosed conunis Range LI-1.5 gm.
AvL. il

evaporated, when piaced in the mouth, mah-
ing testing impossible. As with n-alkanes,
death oceurred rapidly iy aspirstion of the
smaller olefn moleuies. 1-Hexzne was dilm-
et o dose beczuse of its volatilicy. Two
animals survived becuse the bydrocroon
“bofled” out of the mouth before it was s-
prared.  Cantral pesvous system  efecss
{convulsions) were observed in the l-hexene
dosed rats. Agein there was 2 sharp braxk
n mcrmlity becwes Cu and C“ (1‘1'3‘21"
deceme and 1-hexzdeceme). The diffzrenczin
lung wegnt was £ot so greal as with the
corresponding n-alkanes. _

All the n-alkeme hydrocarbems (exespt
I-hecene) wers readily sspirated so that dif-
feremces found m the lungs of arumals dosed
were due I¢ extasr of pememrabon into desp
lung suructures ana/or endodheiial toxiary
rather than to difersncss in the amount of
hydrocsroon entering the tracnea Patho-
logneally, tne lungs preseated the same picture
descnibed for tne »-alkanes.

Fig 3 ~M:icro-
scopic appearanes or Tat
lungs aiter aspiratien of
0.2 mi ot keroseme. Lait
norual  reducsd  apout
12¢% ‘rom magy X 430

w Cernror

Witk n-alkynes and a-alkadiynes, 2s shown
in Tabie 3, death due to respirztory falinre,
cardiac arrest, and asphyxiz from displace-
ment ¢f air by hydroczrbon vapor comerred
minutes after dosing. In genemal, the acec-
Yienic hydrocarbons are more voiatiie tham
the rresponding olednic or paraFric harmo-
logues. The reatively low lung weighss In
these animals are due to apid death after
dosing. The lungs were not grossiy edem-
atus or hemorhagic. The hign volatlicy of
these hydrocaroons at body testpesamre
made dosing difcult. The tendency of the
liqd to “hoil” cut of the mourh acsqunts
for the 2 survivors in the l-he<yne dosed
group.

A number of inaividuzl cydicparafes aad
cycicoiedns were alsp stuered (Table4), The
absencs aof morwmlity apd the gorsml Inog
wegnts m animzls dosed with cyciopentene
are cue to the high vapor prassure cf tins
hydroczroon, precluding aspirzoom.  This

canziot explamn the results ootamed witk the




TasLy 3 —Marﬂ:luy and Lung Weights of Male Albno Ray: >
~dspration of 0.2 31 of neAlkyncs ona n-d!&;itfy,::Hw: After

Loag Wi (Gm) "2 Hrx ifter Doy

alaratcy

Llydrosarbon (M Hr)  Indivadowl Valueg Rangr Ave
1-Hexyne L) a4, :.._& :__‘_‘_. =513 1323 2=
1-Oezyns V5 Iiialy e 23
-Decyoe IR TR TR T T Y] 23313 20 .
Le-Raoudiye 5 ALCIRITIE Lem s E
Lo-Octadlyae 3 LL 24, 1524, 23 LI 3 W5
1.3-Naasdiyoe vs  zaEaeiair o2z y

. L}

* Uncdarscored welghts=—inimais disd 10 begs e 24 Br,
Lony weights of 20 cndomd conuroic Raogs Ll.13 g
Ave 13 g,

cycloocadienes and cycloocziatraene, sines
thase were not gbsesved o “boil” ouwt of the
mouch during dosing. These hydrocrbans
are unszble and undergo axidation to alde-
hydes, alcohols, or other oxidized inter-
mediates which presumably do zot possess
the toxicty for endotheliom charactaristc of
hydrocarbons.

Table § presents results obtaied with
benzeme and an komologous series of alkyl
destvatives of bexzeme. Note thar with the
lower homelogues death cemrred in mimigtes
due to crdiac arrest and/or respiratory
parziysis rather tham to pulmenary edemz

Tamz 4—3orrgiity and Lung WMM: of Malr
Allwne Rots 24 Eows Afier Aspaamion of
02 ML of ddlicyelic Evdrocortons

Mormallsy Lang Weights

Hydroortsaa (U Sz} (Gm)
Crycioparai=y
Creopmatans 3 gl 2
Croiohamne 23 li2s,22
Creiohectans r Azl
Crciooczane i3 Ao 2L -
Mailivicrclopentace 3 A B
Alsctyicycionenins 7 [3-R-1 -~
Viaricysiotcans 313 -1
mButricycicharzne 3 23,44, 40
Meyicreiohemane 3 18,10, 48
Crelodlatzs
Cyeiopantane /3 I FLE N {
Cyciohezmas 13 J L1, -S4
Croiooczans 2 -8 X |
3 ech yicrcioOszane1 3 242224
L3 Crelooczadiens 23 EER-LI A
13 Cyuicoctadiens Ve ] -
Creioocmatarsace a2 12 L4, 12
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Oneofthe3znmlsdosedwi:hn-hccyi-
beazeae died I8 minutes after desing and”
Iad ;1 lung weight of 7.5 gm, SuwTcent tims
had elapsed before death to allow exzemsive
inditzation of finid and bloed jato the alvesi,
The ammals dosed with l-phemyidodecne
weze idlled one hour after dosing, Their lung
weights indiqrad that minimal fhdd insdi
tration khad taken place zftes dosin.g The
lengs showed little gross evideacs of hemor- _‘__:
shage. It appears that lengtheming of the 3.
zﬂ:yls:dcchzmtmdst:dmmsnthatcnmy»
for the endothelivm of alkyl decivatives of®

benzene e

-o]‘.u".u.» I T
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i

Aﬂmmwdualhydmarmso:tb:a prm—:f
cipal cizsses studied kad 2 low viscosity (be-
]w%SSUulOOF‘):ndmmauy ‘
aspirated with the excepdon of those with 2 |
high vaper pressere (G, G, C:) wrich

-

Tams S—Mortality and Lung Wegnts of Male
Albira Roer (280350 (fem.) 24 ...a-ur: HAfter
Asprranon of 025 ML of Aromanc 1

FEyarocerpons
1
15 m wLL
Hydrocurpon Obwervasionr * (G

Bevcage Died Imuxaucry, rcitag R B R

ArTREL, DPembiiny cwd-

tinned & W 3ar,
Tolosne Disd ooy, cardlac 3Ry A

TR
Tivyibentame Died i=ctantiy. 23 1029
Prapyibantegs  Died '8 few s A, Ay
nBacyibenzans  Died mandy, s,z s
nedecribenzese  Died I3 12 min, 4.5 17

Died In 5 =un, T3
I-Pheayidodecane Rjlled in 1 Br. 3,23,13
“ T azimaly doved Der chemionl -
Voi &, Meren, 1963 40
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cvaporated rapidly at the temperature of the
ural cavity. In generzl, it appears that all
lower molecular weight hydrocarbons, on
entry nto the lung, are absorbed rapidly
czusing central nervous system stimulation,
cardiac arrest, respiratory paralysis, and
asphyx:iz due to rapid displacement of air.
This czuses dexth in minotes. The larger
molecuies in 2n bomolegous series zre slower
scing; zithongh they ars probably absorbed
from the lung into the bicod stream, they
do not Guse marked evidence of systemic
intoxdcation. Direct contact of these hydro-
croons with endotheliimn cuses mcreased
pecmeability resuiting in the passage of
pizsma and blood into the aiveali which may
be suficentdy extensive to cuse death, A
large, biand molecsle such as s-hexadecne
is 3 slow-acing endothelmal irrizne of low

potency.
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A systematic study of the efects of ingj.
vidual hydrocarbons makes it possibic 1o pre-
dicz and anticpate the eferts thar mav be
dicted by mixtures of hydrocrbons of
known chemmes] eomposition,

B. Hydrocoroon Miztures «The efecs of
a hydrocirbon mixwure is ilustrated in Ta-
ble 6. The preperations in the third group
in this table (protestive coanings and adhe-
sives) were 50 viscous thar they coated the
tmner surfaces of the mouths of mats dosed
aud could ot be aspirarad. Avtemprs wees
mzde o promote aspiration of these viscous
materials by keeping the noserils of the agi-
mal closed w0 the point of asphyxia. These
materials pooled slowiy over the tachen!
openung and sealed the zirwzy buz wese not
aspirated into the lung It is apparent thar
pregarations stch as asphaits, roof cements,
paints, letions, emmisions, or gels may cea-
Rin high concemmmations of pewvlenxm dis-
tillates bz prasent fetle or no kxzard of
chemicl pneumenitis, becinse their yiscasiry
precindes aspiration (Gerarde, 1961).

No apologies are made for the szl aem-

ber of animais used to smudy the 2spiramon
kzard of the wiscoms mateszis shown Im
Table 6. The inswer could have be= ab~
t2ined with haif a5 many animsls with eqmlly
copcusive and reliable results Many more
apimais wess used to esmbiish the e viem
cosity “cut o poirt in the “gray-zre’-—-
the transiticn zone betwess fusis and scivests
and [ignt fmbricanrs, The beavies lubrigars
such as motor oils were sumiiar to mimeral
oil using a2 “lipoie prewmeniz” mather than
an acute chemmenl poenmonits caaracesistc
of keroseze.
_ The Relanonsmip Berwe=z Visoosity aza
Aspirztion Hamra: Five blezas of kerosene-
ludbn@ung oif were used to study the miiu-
eacs of VISCosiTy on aspiration ioxicty. T nese
blenas contained from 20%-310% kegseas
and ranged m viscosmity frem 385 to 38 SSU
at 100 F. The surface tension of these mzx-
tures was alse derermines. since this was
consider=d an .mporant var-adle. The hero-
sene witnour Qiivent was uses as a conorol
(Table 7).
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Tae relztionship becwesz mormlity and duce zspiration as viscosity nceased, The™
viscosity is shown in Figure 6 and berwesz  animal’s noswils kad to be pinched shur for
lung weight and viscomity in Figure 7. It is the more viscous blends, qusing asphy=iz
striking t0 fad that 2 mixure with 2 vis- 2nd gyanosis in some znirmals, the degres da-
cosity of 58 SSU at 100 ¥ coomining 09 pending on the time reguired to mduce aspi-
kerosene is readily aspirated imto the lmgs matiom . .
but produces mmmmal puimopary irmation. On gross icspestion, the limgs <howed
There is no doust thar the 02 ml of the mmimal injury confirmed by esseatially nor-
mixture dosad wus aspirated qmnntatively. mal Jung weights. .
This is also true for the other blends, al- Speczizting on the machanism of acton of
thougn it became incersingry dificnit o in-  the lobricating oil biended with kevosene, the

B . T ol

———

ALY ALIDE RATE 200-300 CRAML)
SCSED 0.2 w ASMTRATEND KYRCIME
USECATING Of. SLENDS

T EERCINE °
100 3 43 15 ki) 20
" -
ap -
g 7L 4
2
3 ] Fig. 6—Tbe relsnen-
- 3k ship of viscomity 10 mor-
- afity 1n rars dosed wth
3 4F 7 kerosene-lubresnng ol
z N 4 blenas.
=
= 1b -
X
1 -
el . .
Pl l |
32 58 81 -3 1v7 las

wISCTSITY L S u L00-F
["ol G, Maren, 1963 42 J_



EYDROCARBONS—-TOXICITY

180 0 43 33
T

HALE ALMNT EATS 290-300 SXang
SASED 0.2 o ASPIEATICN KIRQSME
LUSREATHE CK, 8LENDS

2 XIS RE
23

Fig 7=—Lnog weignts §
af mts 24 bowrs after
dosiog with kerosenediu- o 4F
bnoueg o biends of 2

Tarnmg vocosty. 3t -
2t ]

p_—

— ——— y

2 — OOSED  Teer j

= 8 & == 197 33

-

suriace tession of the 30% kernssme-blend
was 305 compared with 28.1 dynes per centi-
merer for the kerosene, The incre=ased sor-
face tengon would tend to decrease the
spreading tendency. The increzsed viscosity
would also make 1z more diffcuit for the
biend to pemerrate into the brooenicles and
alveoli. Iz additien to physicsl faciors which
control spread of liquid, the lubrimnng oil
alsy dimimrshes the airses exdochelial rrrmant
efers of kerosene, at least by 2 factor m pro-
pordon to its conemtzzen in the blend. I

YOCIHTY S50, 100

it is sumply 2 diiution efe=, the blead is kif
3s rriating 2s the undiinted kesosee,
Anpthe- experiment sniler @ design
that just descrided was carried ot to study
the relationship betwe=x viscosity and aspira-
ticr hamrd The smpies wers straight
petrolezm products, mixmees of hydrocr-
bons varymg in viscosity from 39 w 15@
SSU at 100 F and iz surdacs re=sion from
31.8 to 33.4 dynes per cmtimeter. The re-
sults, shown in Table 8 and Figures 8 and
9, revealed 2 sharp drop in mormiity and
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lung weights with an increase in viscosity
from 39 to 59 SSU at 100 F. The results
are quafiatvely simiiar to datz ottined with
keroseas-fuoriczeng oil blends. The straight
pezolexm producs or oil with a viscosity of
59 and surace temsion of 32.6 was mare toxic
than the kerosene-lubricting oil blend with
3 viscosity of 48 and surfzes temsicn of 303.
Since thesa 2 presarations differed i hydro-
carbon compesiton, it is rezsopable to as-
sume that the difermace in toxdcty is due

. + ' . 1 . . , '
40 50 0 O W %0 3 100 LI0 120 1O0 140 130 lé0 170 180

HALE
DOSED 0.2 ML WASPRATION PETROLIUM KYDEOCARSONS

to chermical composition rather thas to physi-
@l fmeors (vucosxry and surZcn ‘temsion) -
infuencng peserration and spread imo Im:.g
tissue. The stzight pexvlewm product kad !
a higher concenration of smuall hydrocarben * 1
molecies than the k:-esc:c-lnbnam.g- of '
blend. The lobriciting oil, having 2 higher |
boiiing point, contains lrger hydrocrbon | -
molecies, The study with individeal hy-
drocarbons shows that larger molesies are . °
less irrimtng cn direct conmer with endo-

}--.1-*'--— Y L)

ALETAG RATI 200300 CRAMT

K

o

& -
Fig. 9—Lunz _wegnts 3
of rats 24 nours arer  §

desing with  pecrolenm 5 3=
hydrozroens varying 1
viscosity H]

=

1

UNDOIED ZOKE

I
.70 .30 1K

Jo 44 30 o0 70

40 90 100 Ll0 .29 lJ0 140 30 led

VISEISITY « SSU -100°F
Voi 6, Maren, I963

' .
e




HYDRGCARBONS‘—TGXICI T

Tamz 9--Mortah-¢y ond Lung Weaghts of 10 Malr Albine Ratr Daged with 1.0
I of Kerorene Aerosol (Killed 24 Howrs After Dasing)
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thelium than are smaller molecules. Larger
molerias 2re more wiscous SO ViSCOSITYy is
udirecdy & zmezsure of molecular size iz a
straight pesrnienmy prodocs

C. Fydrocorion Aerosols—A  limited
naumber of studies were conducted to detes-
mine the hazard of dirsct spraying of hy-
drocrbon aerosol ino the mouth, It is
ccoc=vable that 2 child could acSdentally, or
2 deranged adnit could meentonally, put the
noz=e of a aerosol cn into ks mouth and
push the buttom. To simulzte these hughly
tmprocable eonditions, rats were anesthenzed
and dosed with 10 mi of aecosolized kero-
sene (Tig. Z). Toe time required to deilver
the 1 ml of hydrocarbon aerosol was 2-3
seconds. Results are presented in Table 9
Additonal ezperiments with hydrocrbon
asmosols I comventional aerosql continers
confirmed thess Sndings. It is concuded that

429 MALE ALSING SATS 0C - J%0 CRAMD DOSID A2 wl
HYDRRCARBON MUXTURE USPIRATION

aewosols of hydrocarbons evez when sprayed
directly into the mouth do not presear the
acte aspiration ha=ard which exdsts with
the same hydrocarbon in liquid form. The
myriads of minute hydrocarbon dropless in
acrosol form oollec: on the oral tissue sur-
faces. They do pot olescs tw form 2 poot
of Lguid which cn be aspirated o the
trachez, It is possitle to deffver 3 large vol-
ume of asrvsol direcdly iots the mouth so
thar 2 peol will form which ean be aspirated.

Long Weghts 35 Coiterz of Injury: Lung
weight has besn recogmized In experimentl
tedenlogy s simpls, objexive, gross mezs-
urcoipuhmmrymjury Figure 10 is a
histngramm of weights @f hmgs removed
within 24 boars after dosing 42° male albine
rats with 02 mL of the hydrocsrbons and
hydrocarbon miztores used m this study.
Nene that died within 24 hours bad hmog

»

o T + g i i [
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333 | aFTER CosiNe
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- R NED WITHIN 24 HOURS
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combmy wd surviviag widh-
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a7 Inereasing Dosor of Keresene Asprared by Meale
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weights under 3 gm., weghts manging from hydrocarbon mixtures. For the n-allgnes g

3 to 7 gm. Mes: animals surviving 24 hours
after dosing had lumg wegnts less than 3
g=., ranging from 1 to 7 gm. Deaths fol-
lowwng bydrocaroon aspiration occurred
within 24 hours after dosing. This is wel
resoguizad in cdizieal Ruman cses of hydro-
_@roon aspiration poisening. It is axiomatic
“that, if 2 child lives 24 hours afrer the as-
piration ac=dext, he is out of danger.

Experimenra| evidene= for this is shown
in Tapie 10. At the doses used in our e-
peniments, all bwr the smallest doses pro-
duced deaths warmn 24 hours afres dosing.
Indeed, =aost deatns occmored S hours after
cosing These gzt are the basis for using
24 hour mormlity and 24 hour humg weights
of surviving anmnals zs coterza of aspira-
uen kazarg and toxoty o these expeniments,
It is conciuded that 2 mar having a g wesgne
less than 3 gm. 24 hours after aosing has
minimal 1o moderste lung mjury compatible
with survnval. By empioying toese cmtema
the test for aspiranon ha=ra @n be ¢om-
plezed n slightly more than 24 kours. Thae
add:inonal tme 1s thar regmrs< 0 dose the
animals, killing the surnvors, removing and
weigning the lungs. The methoa 1s usefu
evaluating the hazare ana toxiary of a large
numoer of hydrocaroens anc hydrocaroon
muxtures

Sursmsary

A menod has besn descmipea for gete--
mmng the asmiration fazscd ang wxicty of
liguias and ae-osols It nas pesn used to de-
te=Tune ne aspushon nazard znd toxicrn
of a numoe- of mavigual M druca-oons and

and n-alkenes 2 sharp dewrease in toxary
oczars with the Cy¢ hyarocarboms, n-hex- .
adecane, and n-hexadecsne. Indinami law-'f
boiling hydromrbens of the 3 major cassesd
are highly toszc by this route of au::m;}

istation, cusing death by cardiie a.x':'s:,ﬂg

respiratory paraiysis, and asphy=ia I-Phcz-g
yidedemne is jess toxie than 1 ha:ﬂb:z.:ngﬁ'
It appears that further lemgthening of the®
ckain beyond Cy tends to axmmsnth:tmc-u
ity of these commpounds for the =dothelinm ™Y

A Imited number of cycicparafimie, c;fvcr.o-&g
olednic, and acerylenic bydrocasbons were 5

tested and found to be te<ic whea aspirared - %

into the hungs. Tae mere voiatle, smalled

molecules caused dezth by cardiac aswest,

A%
-~
ad

resprratory fallure, and aspoyssa 5
All of the incivigual hygrocarbens tested 233
nave a low viscosity, not excesding 45 SSU :'%3'

at 100 F, and wers reaaily asptrated. Hyaro- |
@roon muxtures of low viscosity (lghter
flmd, gasoiine, keroseme) are readily as-
prrated and highly texic by dus route. Eignly
viscous materials such as panrs, adhesives,
aspnalts, ruober cement, eic., mIy conEm
hign conceatranons of hyerccarbon solvents
and be withour harzra oy the aspuauon
route. Mineral oil and motor oils of com-
parable viscosity do not cuse severe, acRle
puimonary edema and hemorr mage Claric-
terstic of herosene and srmiar low-viscasity
hyarocroon nuxiures. Lre pulmonary €-
fects proguced ov these hyarocaroons are ¢
“lipotd pneumomia”™ type of reacuon—iow-
grade, cnromce Jocalizzz Ussue reacuicons
wnich are not {atal

X
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HYDROCARBOQNS—TOXICITY

The aspiration toxicity of herosene was
" markedly reducsd by blending with an equal
voiumne of 2 lupneznt oil. This blend, con-
taming $0%% kervsene and having a viscosity
of 58 S5U ar 100 F, caused no mormlity and
munimal leng injury based on lung weignt
A staignt perroieum oil with a viscasity of
39 SSU az 100 F was much less toxic than
a perrcicum distillate with 2 viscosity of 39
SSU at 100F. The record of human ex-
periencs with pewroleum distillate intoxic-
tion by accdentml mgeston imenmunates
liquids with viscosities below 45 SSU ac
100 F—gasoline, lighter fuid, kerosene, Stod-
dard Solvent, minerzl spints, ete. (Foed and
Drug Administration Public Fieasing, Wash-
mgton, D.C., July 13-14, 1961). This con-
firms the expenmentzl fmdings with animals
i this study. Viscosity is the most important
physical propesty determining the aspiration
kazrd toxiery of liguid hydrocarbons. The
effecs of suriace tension appears to be over-
shadowed by viscosicy, probably becanse sur-
face tension varies within 2 narrow range for
most hydrocrbon mixrares.

Mr, W. Eemmmn Bareas, Mamuger, Research
Sevice, Researen & Development Divisomr Sm Off
Comtpany, prosared the sampies of keroson, lubris
anng o Mews ind porulemn disolams; M
Larry Gariand, of the Photographic Deparmment,
Esso Resmarcn and =ngimesrog Company did the
pnomwgrapas used i this roport

5 Ct rFari

41

Horacz W. Gerarde, MDD PiD, Medic! Re-
search Divinon, Esso Rexeareh and Engineering
Ca., P C. Bax 45 Lindem N.J.
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Gggﬁz}’ @ —_ ATTACHMENT C

Tuly 3, 1997

Brigid Kiem

Regulatory Counsel

Chemical Speciaities Manufacturers Association
1913 Eye St. N.W.

Washington, DC 20006

Dear Ms Klein,

I appreciate the opportunuty to advise the CSMA of my opimons regarding the proposed
petroleum distillate rulemaking. As you know I am a practicing climician with the
International Poison Center and serve on the faculty of the University of Minnesota.
Much of my expenence regarding public poison control programs was gamed through my
affilianon with Minnesota Poison Control for the past twenty years. I have had a special
interest 1n poison prevention packaging and contmue to conduct research and speak on

the topic.

I beheve it 15 important that all of us mn the professional commumty work together to
better understand the 1ssues regarding poison prevention. We must target our limited
resources in the most cost effective manner possible to aclueve the maxmmum impact in
prevenung ciuldhood poisoing. Whatever action 15 taken esther by your member
comparues or the Agency, must be supported by sound data and scienufic merit. It 1s with
thus goal in mind that [ offer my suggestions regarding this important proposed regulatory

action.

For the purposes of this project [ have reviewed the mnformation you recerved from the
CPSC through the Freedom of Information Act. These include.

1. The Bniefing Package on cluld-Resistant packaging of Petroleum disullate-Containing
Procucts;

2. 43 Epidemuologic (In-Depth) Investigation Reports,

A letter peuioning the Commission to require child-resistant closures on a ceramn
Spot remover;

)

4 NEISS Data from 1990-199%4;

LA

The Federal Register notice announcing the ANPR, and

&P International Poison Center
5425 UsA

Riverview Orfice Tower, 8009 - 34th Avenue South, Suite 1050, Minneapolis, MN 554
812814 7100 rax 612814 7101



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

1 have commented on each section as well as provided an overall assessment of strepgths
and weaknesses of the information as a2 whole. Ihave 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. Ibelieve this data w:ll help put
an additional perspective on the issue.

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

Rick Kingston PharmD
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 contzining 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, a 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 petroleurn distillates. There have also
been 10 deaths in children less than 5yrs of age where an unregulated petroleum distillate

contaimng product appears to have been involved.

The Agency is al§o considering the inclusion of non-petroleurn derived hydrocarbons.
The most prevalent of these products contain Pine Od. Five deaths involving Pine Oil
containing products 1n 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 chuld-resistant closures on a specific product involved in a childhood poisoming
and death. Nauonal Electromc [njury Surveillance System data summanzing a four year
period of surveillance, In-depth Invesnuganon Reports from 2 of the 10 deaths known to
the Agency. and Poison Center Data from the TESS (Toxic Exposure Surveillance
Svstemn) database. The Agency 1s also attempnng to better define: the role of special
packaging for aerosol products, 1ssues related to restricted flow requirements, the
inclusion of non-petroleum derived hydrocarbons, and viscosity.

Although a reasonable hypothesis has been generated, data clearly supportdng the
rulemaking 1s lacking It 1s unknown how many exposures resulting 1n serious outcomes
are due to unregulated petroleum contaming products and hospital visit data presented by
the agency does not adequately define any level of harm experienced by the patients
mvolved Hospital data that has been presented involves pauents without any clinically
sigmficant outcomes and. in and of 1tself. does not demonstrate that any of the patients
were at r1sk of serious injury  Throughout the vears there are certamly patuents who have
expertenced climeally sigmificant exposures to petroleum distillate contaiming products
and some have even died. Unfortunately the data presented here has not identnfied which
specific products and concenrranion of ingredients have been invoived and under what
circwmstances these exposures occwrred. [t 1s important that the CSMA and others
contnue 10 support the Agency's efforts in gathenng data to better define the narure 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.

L)

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

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

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

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
evaluatng the tendency of a petroleum distllate 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 1s the study by Gerarde, “Toxicological Studies on
Hydrocarbons” published 1n 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 simuljate 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 containng low viscosity petroleum products. The findings support
the Agency’s current requirement that certain products containing 10 percent or more by
weight of petroleum disnllate and having a viscosity of less than 100 SUS (Saybolt
Universal Seconds at 100F) be packaged 1n “special packaging”

Special Packaging for Petroleum Distillate Containing Products in Aerosol Form

Cerrain petrolevm distillate containing products may fall within the viscosity guidelines
outlined above, but not pose an asprranon hazard because of packaging characteristics
currently tn use. This would include products in an aeroso! form. Data supporting this
premise fall into two categones, animal studies and human eprdemiologic 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
contalning aerosol exposure in a child. Even when using 100% aerosolized kerosene, no

aspiration hazard could be demonsmated. Dr. Gerard conciuded that:

“Ilt 15 concluded thar aerosols of nydrocarbons even when sprayed directly mto
the mouth do not present the acute aspwration hazard which exists with the same

hvdrocarbon in liguid form

In my 20 year expenience of managing thousands of pediatric exposure cases i1n the
poison control center environment I cannot recall one case of a petroleum distillate
contarnng aerosol producing an aspiration iyury. Addinonally, in my review of the
humar expenence which included the cases supplied by the Agency, I could find no data
demonstrating that accidental exposure to aerosol packaged versions of petroleum
contaxmng products have resulted mn aspration pneumonia. More informanon regarding
human exposure data 1s contained m the following secuons.



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 parncipating hospitals. This data represents emergency
department visits associated with consumer products. A summary of emergency
department visits mnvolving products meeting specific criteria was used to estimate
the mcidence of similar events occurnng throughout the US. It is apparent from the
report and 1ts descriptors that any pediatric patient presenting to an emergency
deparmment 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 limutations inherent in this type of assessment. Throughout
the narranve descnibing these cases 1t appears to be assumed that all pauents mcluded
1n the numbers were “poisoned” by the product in question. It also assumes that all
patents presenung to an emergency departiment were 1n some way “treated”. And
finally, some may madvertantly assume that an emergency department visit was
necessary just because 1t occurred. When interpreting these data the following

limitattons must be kept in mnd. '

* It cannot be assumed from thrs darta thart all patients 1n thus senies were “poisoned”
or “injured” just because they presented to an emergency deparmment for evaluation.
This 15 best exemplified in the study completed by Anes. et al. “Critena for
Hospitalizing Chaldren Who Have Ingested Products Contaimng Hvdrocarbons™
appearing 1n Jama, Aug 21, 1981, 248.8. In thus study the authors examined the
medical records of 950 children who by history had ingested products containg
hydrocarbons. “Eighiy four percent (84%) of these children were asymptomatic at
the time of imnal evaluation and remained so during a six- to eight-hour period of
observarion " prior 1o their discharge from the emergency department.

* It cannor also be assumed that children “admutted” to the hospial after exposure to
pewroleurn containing products have expenenced serious myury In the same study
cited earfrer. 150 of the 950 cluldren were “admutted™ to the hosputal. 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 senies 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 2 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 utlized in most emergency departments. It should be emphasized that
cases of suspected “poisoning™ are the only cases that I kmow of where a
completely asymptomatic patient, requiring no specific treatment, who
experiences no adverse consequences of any type can be assigned to a billing and
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 health
professionals would be invaluable 1n providing a more in-depth evaluation of the
incidents depicted in the numbers.

Telephone Investigations: A subset of data collected through the NEISS system
berween October 1994 and May 1996 was aiso used to idenufy cases to be included
1n 2 telephone invesugadon. Dunng thus 15 month pertod 160 cases were identified
and successiul interviews were carried out on 85 of the cases. Of the 85 cases
interviewed only 43 represented products meeting the critenna of being a pine oil
contaimming product or an unregulated peroleum disullate. Of these cases over 58%
were Pine Oil contaiming products. No medical records were reviewed in any of the
cases and all informanon was based on mterviews with lay persons, usuaily family
members or other caregivers. None of the exposures resulted m any sigmficant
adverse effects and 97% were released directly from the emergency department. The
remaining cases were admitied for observation and discharged the following day.
These data appear 10 support the premuse that the vast majority of exposures of this
narure do not result in any sigmficant clinieal effects. In the majonty of cases
presented here even the need for hospral evaluation was questionable. Itis
mnteresung to note that in a number of cases patients recerved actvated charcoal
which 1s not routinely recommended for petroleum contaiung exposures where
aspiration 1s a concern. Review of the medical records would have helped add clanty
to the data. It1s also of interest 1o note that the exact product. and thus the exact
concentrauon and composition of ingredients, could not be 1dennfied mn the majonty
of incidents. It 1s also of interest thar the majonty of exposures occurring 1n 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 Amencan 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
professiopal trade association that sponsors the TESS (Toxic 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 heaith. 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 1s 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 stte of the exposure or if
referral to a health care facihity 1s warranted.

There does not have to be an actual case of poisoning for an individual to contact a
poison center. An mndividual need only perceive that a poisoning related threat may
exist. The poison center specialist assesses the incident and determines the most
appropriate method to mutigate 1yury if injury is likely. This may melude advising
the caller on appropriate treatment options or refernng a pauent to a local healthcare
facility for further medical evaluanon. It is usually the practice of poison specialists
to consider a worst case scenario regarding the incident in question. This may resuit
1n the mistepresentation 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 1zt or
referred to a health care facility (HCF) to assign a given leve] of risk 1o cases reported
in the database. Care must be taken 1 domng so for a number of reasons. First, there
are a varety of reasons why exposed individuals present to 2 HCF on their own, or
are referred mnto a HCF by a poison center. Many of these reasons are not based on
medical need to be seen by a physician. Poor or incompiete informauon resulting 1 a
Specialist 1n Poison Informanon’s (SPI) inability to completely assess an exposure
incident may result m HCF referral as a precaution. The TESS system was not
designed to capture how a SPI may perceive the likelihood, or nisk of injury occurnng
before any toxicity 1s noted Regarding asympromauc patients already in a HCF
when the poison center was contacted. there 1s no way of determuning if the pamuent
was ever at 115k of injury regardless of any treatment rendered. This 1s also true for
pauents that later present to a HCF after first contacung 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 panent's
tisk 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 2 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 nisk of injury afier 2
given exposure but use of the "admitted for medical care" field alone capnot provide

this.

In TESS data reported by the Agency the category of “medical 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 relauonship of any signs and symptoms to the substance in
question is a subjective evaluation by the Poison Information Specialist 1t 1s 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 sigmficance 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
survedlance. The database 1s exceptionaily useful in heiping to establish a safety
record for products or categories of substances where large numbers of exposures are
reported with minor or no adverse consequencss. Since toxicity and outcome are
more likely to be over estimated 1n thus database, lack of adverse consequence may

help confirm or establish a posiave safety record.

The use of the database 1o establish the toxicity of a given substance or category of
substances 1s more difficult especially 1f the numbers of cases relauve to the total
category are small. It 1s especially imperauve 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 idennficaton of the

substance where possible.

A summary of limitantons 1 the TESS dara referred to 1 the Agency’s informanon
mnciude:

* There 1s no ability to separate regulated from unregulated products
* The data does not mnciude the type of “clinucal effects” reported m each case which

resuited 1 the assigned outcome
* Since the tvpe of clunical effects i1s unknown 1t 1s unknown what percentage of



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/Qcular
fluid
1990 Kerosene 13 mos. Ing/inh
15990 Lamp oil (mineral 12 mos. Ing/Inh
oil 58%/vegetable
oil 40%/ perfume
oil 2%)
1990 Lamp odl 2 years Ing/Inh
(kerosene)
1991 Charcoal lighter 17 mos. Ing/Inh
- fluid
1991 Fabric protector 3 years Ing/Inh
(muineral spirits)
1991 Gasoline 15 mos. Ing/inh
1991 | Gasoline 2 vears Ing/Inh
1991 | Kerosene 11 mos. Ing/Inh
1991 Kerosene 11 mos. Ing/Tnh
1991 j Kerosene 2 years Ing/Inh
1991 Lamp ol (liquid 11 mos. Ing/Inh
paraffin)
1992 Kerosene 13 mos. [ng/Inh
1993 (Gasolme 15 mos. Aspir/Ing
1993 Gasoline 18 mos. Aspir/Ing
1993 Unknown 15 mos. Aspu/Ing
hvdrocarbon
1994 | Chloroflucrocarbon 3 vears Inhalation
1994 | Chlorofluorocarbon 4 years | Inhalanon
1994 | Kerosene lamp ol | 14 mos. Asp/Ing
1994 | Kerosene | 3 vears Asp/Ing
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RE  Proposed Rule on Household Products Containing Hydrocarbons,
65 Federal Reqister 93, January 3, 2000

Dear Sir or Madam

These comments are submitted on behalf of the Chemical Speciaities
Manufacturers Association {CSMA) regarding the Proposed Rule on Household
Products Containing Hydrocarbons, 65 Federal Reaister 93 CSMA s a
voluntary, nonprofit trade association composed of several hundred companies
engaged in the manufacture, formulation, distnbution, and sale of non-agnicultural
pesticides, antimicrobials, detergents and cleaning compounds, industrnial and
automotive speciaity chemicals and polishes and floor maintenance products for
household, institutional and industrial uses.

Overview

CSMA submitted extensive comments in response to the Advance Notice of
Proposed Rulemaking (ANPR) for Household Products Containing Petroleum
Distillates and other Hydrocarbons, 62 Federal Register 8658 We are pleased
that many of our suggestions are reflected in the proposed rule However, there
are several areas of the proposed rule that need to be addressed These
include the scope of the proposed rule, single use products, and the effective
date
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Scope of the Proposed Regulation
Aerosols

In comments on the ANPR, CSMA suggested that aerosol products be exempt
from the proposed rule Under the proposed rule, aerosols that spray In a stream
weuld be covered while those that spray in a mist would be exempt CSMA
continues to believe that all aerosals should be exempt regardless of the spray
pattern.

The great weight of 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 1891 and 1896
it sold 302 million units of pressunized aerosols that contained hydrocarbons
Poison control center data for these products indicates that there were no
reported cases of aspiration following exposures to this members products during
this timeframe

Anmimal studies were conducted by Dr Gerarde {0 simulate the improbable
scenario wherein a child places the nozzle of an aeroscl can directly into the
mouth and activates the release valve Using kerosene zerosol as a worst-case
type of petroleum distillate, the direct dosing into the mouth of rats with 1 mi of
aerosolized kerosene (2-3 seconds delivery time) caused no evidence of
pulmoenary or systemic toxicity !

it 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 iiquid 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 cozalesce to form a pool of liquid which would be the obligatory prerequisite to
an aspiration hazard Based on these expenmental findings, there appears to be
no basis to consider aerosol type products containing hydrocarbons as
presenting any unique aspiration hazard

In addition, an average child five years of age or younger probably lacks the
manual dextenty tc direct a spray from an aerosoi into his/her month  If a child
were to take a can and spray it at his/her face, the pressure of this spray would
most likely stun the child and cause the child to drop the can without an ingestion
occurring  These factors further support the fact that aeroscls should be exempt
from a requirement for child-resistant closures

Should CPSC want to divide aerosols covered depending upon spray pattern,
such a rule would be difficult to implement for both manufacturers and for CPSC

' Gerarde, HW (1963) Toxicological Studies on Hydrocarbons, IX The Aspiration Hazard and
Toxicity of Hydrocarbons and Hydrocarbon Mixtures  Arch Environ Hith , Vol §, 35-47



Both Manufacturers and CPSC would have to study the spray pattern of aerosol
products It 1s questionable whether such nuances in the rule will offer extra
protection, when all aerosols deliver too small a dose to pose an aspiration
hazard

[n the event that CPSC does decide to divide aerosols covered by the rule by
spray pattern, the term "stream” needs to be defined We suggest defining
stream as a straight stream having a spray pattern of <2 inches diameter at a
distance of 12 inches, anything that 1s not a stream would be considered a mist

Trnigaer Sprayers

We recommend the following changes to the exemption for trigger sprays

Products in packages in which the only non-chiid-resistant access to the
contents 1s by a spray device that expels the product selely in a form other
than a straight stream_ "Straight stream 1s defined as having a spray
pattern of <2inches diameter at a distance of 12 Inches

CSMA suggests that senior adult testing should not be required for assessing
removability of frigger sprayers, since the child-resistant feature does not impact
the usability of the product (1 e , a senior does not need to remove the trngger to
use the product )

Single Use Products

The proposal does not address single-use products We suggest that the
following language be added to the rule

Any requlated product that is intended and likely to be fully used in a
single apphlication must meet the chid-resistance and adult-use-
effectiveness specifications for only the first opening

Effective Date

We suggest that the effective date of the rule be at least one year after the
proposed rule 1s 1ssued In final form We also recommend that the Commission
implement a procedure whereby companies that are unable to comply within the
time, despite their best efforts, may apply for a temporary enforcement stay as
was done with the final rule on Requirements for the Special Packaging of
Household Substances, 60 Federal Register 37710

Conclusion

CSMA appreciates the opportunity to comment on the Proposed Rule on
Household Products Centaining hydrocarbons We assert that aerosols,



regardless of spray pattern, should be exempt from a child-resistant requirement
for the reasons noted above. In addition, we suggest that the rule define the
term stream, and that single use products aiso be addressed in the rule Finally,
we request that a process for temparary stay of enforcement be added to the
final rule. Please contact me if you have any questions regarding these
comments,

Sincerely,
Brngd D. Klein
Regulatory Counsel

¢c. Suzanne Barone



December 15, 2000

Office of the Secretary

Consumer Product Safety Commission
4330 East West Highway

Room 502

Bethesda, MD 20814

Re. Child-Resistant Packaging of Low Viscosity Hydrocarbon-containing = &
Aerosol/Trigger, Pump Products

Dear Sir or Madam.

This lefter is submitted in response {o the Commission’s request for comments
on the most recently proposed test method for determining if child-resistant
packaging is required for aerosol/trigger/pump products that contain low viscosity
hydrocarbons.

The National Paint & Coatings Association, Inc (NPCA) I1s a voluntary, non-profit
industry association onginally organized it 1888 and comprnised today of over
400 member companies which manufacture consumer paint products and
industnal coatings or the raw matenals used in their manufacture. NPCA
represents approximately 95% of the paint and coatings manufacturers who
make or fill aerosol paint Many aerosol paint formulas contain petroleum
distillates and other hydrocarbons such as toluene and xylene.

NPCA and its Spray Paint Manufacturers Commitiee’ have been very active In
regulatory affairs since the advent of activities specifically focusing on aerosol
spray coatings Most recently, NPCA, through its Spray Paint Manufacturers
Committee, worked diligently with the California Air Resources Board over the
course of three or four years to bring to completion the very first relative reactivity
rule for aerosol paint products Towards this end, NPCA and the members of its
Spray Paint Manufacturers Committee participated in numerous workshops,
surveys, informal solicitations and an endless series of meetings in an effort to
produce a reasonable and environmentally sound regulation NPCA's Spray
Paint Manufacturers Committee 1s committed to working with federal and state
environmental agencies o establish reasonable, practical and technologically
feasible standards for the spray paint industry.

b~ 4
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In earlier comments on this proposed rulemaking, NPCA urged CPSC to exempt
aerosol products from any requirement for child-resistant packaging due to the
unique charactenstics of the aerosol delivery system These comments bear
repeating as CPSC'’s proposed test method Is irrelevant — it makes no
distinction at all hetween products that spray as a mist and preducts that spray in
a stream.

1} Spray paint should not be included within any proposal to broaden the scope

of products subject to the PPPA regulations for the following reasons:

¢ Accidental ingestion from an aerosol container is highly unlikely because the
produ<13t comes out as a very fine, atomized spray mist -- not a collectibie
liquid

Atomization of the paint product is one of the fundamental characteristics of
spray paint. Household consumers of spray paint generally purchase the
product in order to obtain a professional finish or to paint objects that have an
intricate surface. The fine atomization of the spray s what produces the
professional finish and permits adequate coverage of intricate objects like wicker
baskets and wicker furniture

¢ An aerosol container, by virtue of its construction, is hermetically sealed and
the can’s contents cannot be accessed unless it 1s properly activated

The only way the paint product can escape is if the valve tip 1s appropnately
depressed or the can 1s somehow punctured.

o The warning labels that are already on containers of spray paint, as required
under the Federal Hazardous Substances Act, as amended, are adequate to
warn consumers of the dangers to small children.

Some of the ingredients of spray paint are hazardous substances under the
Federal Hazardous Substances Act, as amended. As such, each container is
required to carry warnings with regard to the specific hazard presented in a
container of spray paint. See 16 CFR Section 1500.14(a) and (b). These
warnings, if heeded, instruct the purchaser/consumer to keep this product away
from children at all times. NPCA’s Paint Industry Labeling Guide (Fourth
Edition), which provides guidance on hazard precautionary labeling requirements
and industry trade practice contains sample labels for aerosol paints -~ one for

! Because aerosol pamnt 1s delivered n an atomized mist and cannot be collected and
ingested, there 15 no requirement for spray pamt to carry a warning against mgestion
under the Federal Hazardous Substances Act, 15 U.S C. 1261-74, as amended. See also
NPCA'’s Paint Industry Labeling Guide (Fourth Edition, Sample Labels Nos. 7 and 8



non-flammable aerosols and one for extremely flammable aerosols Both of
these sample labels contain the precautionary statement “KEEP OUT OF
REACH OF CHILDREN" in bold, capital letters. In the sample label, the
statement stands alone so that it commands attention and does not lose its
message In a host of other precautionary statements.

These warnings are sufficient to caution consumers that the contents of spray
paint could be harmful to children under five years of age and should be used
and stored out of the reach of children.

e “Child-resistant” packaging will not prevent children from intentionally
misusing aerosol products to engage in graffiti vandalism or “huffing” or
“sniffing” to get high

2) CPS3C’s proposed test method for determining if child-resistant packaging is
required for aerosol/tngger/pump products that contain low viscosity
hydrocarbons is seriously flawed because it only concentrates on the discharged
amount of the product, rather than the “collectible” weight.? In aerosol paint
products, there i1s a significant difference between the discharged weight of the
product and the amount that would be considered “collectible” due to the
propellant Typically, aerosol paint products contain anywhere from 20% to 30%
propellant

When an aerosol paint product 1s discharged, the propellant immediately
dissipates or vaponizes [t is impossible to collect the propeliant as a iquid
because It changes to a gas due to its high vapor pressure. It does not exist as
in iquid form under ambient conditions CPSC’s proposed test method falls to
account for this chemical occurrence and consequently, a very large number of
aerosol coatings products would meet the 2.0 grams/second discharge rate and
be required to have child-resistant packaging under this test

3) CPSC's test method fails to make any distinction between aerosocl products
that discharge product in 2 mist and aerosol products that discharge in the form
of a stream. Instead, the test method is designed to apply to all aerosol products
indiscriminately and merely take into account the discharged amount Despite
the fact that it 1s impossible to “collect” and ingest product discharged as a mist,
under this test method, it is absolutely irrelevant what form the atomized spray
takes. ltis highly likely that aerosol paint products that utilize a high
concentration of solids will fall within the confines of the test method and be
required to use child-resistant packaging even though the product discharges a
fine, atomized mist that would be impossible to ingest.

? In this mstance, CPSC 1s using the term “collectible” m reference to small children playing with aerosol
cans and/or accidentally discharging the product NPCA disputes whether any small cinld under five years
of age can physically activate an aerosol coating by accident or intentionally due to the strength and
physical dexterity required to accomplish this task  Our member compamnies have no evidence or data to
suggest that ingestion by a small chuld 1s foreseeable



In light of the flaws inherent in the proposed test method and the fact that
aerosol products are inherently tamper-resistant, NPCA urges CPSC to abandon
this method and exempt all aerosol products, regardless of the discharged
amount In addition, NPCA urges CPSC to re-examine the injury data with
regard to this 1ssue. In this litigious age, 1t is hard to imagine that our member
companies would be unaware of any confirmed instances where small children
have accidentally inhaled spray paint from aerosols Over the last ten years
there have been no reported instances where a chid has accidentally aspirated
aerosoi paint and dunng this time penod eight billion aerosol paint cans have
been produced.

In any event, any methodology designed to determine which
aerosol/tngger/pump products should be required to have child-resistant closures
should accurately reflect the complexities of our product's chemical formulations
and the already existing obstacles to accidental collection and ingestion of these
products by small children. CPSC's proposed draft method blatantly ignores
these fundamental characteristics.

NPCA's Spray Paint Manufacturers Committee stands ready to help CPSC
explore this issue further and determine a more appropnate standard. Please do
not hesitate to call on us Thank you for the opportunity to participate in the
November 14 meeting. We are pleased to submit these comments and look
forward to working with CPSC further on this and any other issue that affects
paint products.

Respectfully subnutted,

Heid K. McAuliffe = ; \TQ

Counsel, Government Affairs
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December 15, 2000

Office of the Secretary

Consumer Product Safety Commission
4330 East West Highway

Bethesda, MD 20814

Re  Child-resistant packaging of low viscosity hydrocarbon-containing aerosol/trigger/pump
products

Dear Sir or Madam.

The Automotive Chemical Manufacturers Council (ACMC), a product hne group of the
Motor & Equipment Manufacturers Association, represents nearly 50 manufacturers of chemical
products used 1r, on, or in connection with, all types of motor vehicles and related service and
maintenance equipment Our members offer the following comments on the proposed
regulations regarding child-resistant packaging for hydrocarbon-containing products

ACMC members support the Consumer Product Safety Commission (CSPC) in its cfforts
to further promote and protect the health and safety of our nation’s children However, we
strongly believe that aerosol products should not be included in the proposed regulation The
probability of ingesting enough liquid from an aeroso! product to cause aspiration 15 very low,
while the financial and environmental costs of compliance with the proposed regulation are
prohibitive Including aeroso! products in the proposed reguiation would force our members to
meet new packaging requirements despite a complete lack of evidence that their products
contribute to the dangers that the proposal seeks to prevent

The spray rate set forth in the proposal primarily impacts automotive-related products,
possibly the least likely of all consumer products to be used inside the home and accessed by
children Commercial and industrial consumers constitute the pnmary markets for zerosol
engine degreasers, carburetor cleaners, aerosol adhesives, and other automotive maintenance and
repair products Children never come in contact with the vast majonty of these products,
because they are not purchased by individuals or brought into the home or garage We do not
belicve that acrosols pose a threat of aspiration to chuldren, but duce to a lack of access,
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automotive aerosol products would present even less potential for aspiration than other
household aerosol products

Measured against this negligible risk to children is the tremendous burden this regulation
would place on ACMC members, many of whom are small businesses, The aeroso! products
affected by this regulation may be packeged in canisters designed to mimmize their size,
and therefore, to minimize both shipping costs and environmental costs of packaging The
reconfiguration the lids of these products to meet child resistant requirements may not possible
using current designs for certain types of containers Any design changes will have significant
cconomic and environmental costs

If aerosols are to be included in the proposed regulation, the methodology that determines
which products will be affected must reflect the realities of aerosol propellant chemistry The
proposed test method measures an aerosol product’s total discharge of hydrocarbon, not the
amount of hquid that a child could ingest This proposal does not allow for the dissipation of
hydrocarbon propellant which, due to its chemical structure, cannot be ingested, no matter how
close to the mouth a child may spray the product

In closing, we would urge CSPC not to mnclude aerosol products in its proposed
regulation To require child-resistant packaging of products that have no history of injury and
are unhkely to be used inside the home would impose 2 severe and unwarranted burden on
automotive aerosol manufacturers If CSPC chooses to include aerosols, however, the test
method for inclusion must recognize the chemical characterisucs of hydrocarbon propulsion m
aerosol products that pose no risk of aspiration

We greatly appreciate the opportunity to comment and look forward to working with
CSPC onthis issue If there are any questions, or if additional information is required, please
contact Ann McCulloch at (202) 393-6362

3
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Automotive Chemical Manufacturers Council

1225 New York Avenue, N.W.,, Suite 300, Washington, D.C. 20005
Phone: (202) 393-6362 Fax: (202) 737-3742 E-Mail: amcculloch@mema.org

FAX TRANSMISSION SHEET

November 6, 2000

TO: Office of the Secretary
Consumer Product Safety Commission
(301) 504-0079

FROM: Ann McCulloch

RE: Child-resistant packaging of Jow viscosity hydrocarbon-centaining

acrosalitrigger/pump products.

Following please find ACMC's comments in the above referenced matter We are sending the
orignal by U S mail If you need anything further, please let us know Thanks!
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Re Chuld-resistant packaging of low viscosity hydrocarbon-containing aerosol/tngger, pu
products

Dear Sir or Madam

This letter n bemng submitted in response to the Commussion’s request for comments on the draft
test method that has been proposed for use in determining which hydrocarbon-contaimng aerosol

products would be required to use chuld-resistant packaging

Hydrosol, Inc is a private label aerosol packager In this capacity, we represent our customers in
regulatory matters that affect the aerosol products we produce for them The proposed child-
resistant packaging requirement for certain types of hydrocarbon-contaimng aerosol products
will affect many of them Currently, over forty individual compames, some who market their
products nationally and others who market only regionally, would be required to meet the new
packaging requirement for products where there has been no history of injury of the type that this
proposed regulation 1s attempting to prevent The proposed hmited exclusion of certain types of
hydrocarbon-contaiming aerosol products, based on spray delivery rates, from child-resistant
packaging requirements does not go far enough The exc1u51on simply should be for all aerosol

products as 1s currently allowed for in the regulations

What statistics are available to show that aerosols are abused by means of ingestion? I have been
mvolved in aerosol formulations and packaging for over thirty years Many of our products are
used in the automotive aftermarket service and maintenance areas and contain significant
amounts of hydrocarbons Over the last ten years, we have packaged in excess of 100 million
aerosol umts of these types of products In all of this time, we have never experienced an
incident mvolving ingestion of any of our aerosol products It is our firm belief that this
proposed regulation change 1s unnecessary and will put an unwarranted burden on a form of
packaging that does not present an aspiration hazard Additionally, this proposed regulation
seems to principally affect only one product category, 1 e automotive maintenance products, and
that category almost solely would bear the unwarranted burden of the proposed regulation

Most of the non-emulsion, hydrocarbon-contamning products that we package have spray rates
that are considerably less than 10 grams dispensed in 5 seconds However, many automotive

INCORPORATED CPOI~2-5
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aerosol products, such as carburetor cleaners, engine degreasers, brake parts cleaners, mult:-
purpose lubricants, penetrating oils, and solvent cleaners, and, to a lesser extent, other products,
such as anti-seize compounds, gasket removers, greases, aerosol adhesives, automotive spray
primers and undercoats, and zinc-nch primers, currently exceed that rate and would be impacted
by the requirements of this proposed regulation

Many of the automotive maintenance items described are used primarily in commercial
maintenance shops or garage areas where small children will not be found In many instances,
the aerosol cap, whether it 1s child-resistant or not, will not be replaced by the user Liquid
products require that the container be reclosed after use for safety and to prevent spillage and
evaporation This 15 not the case for aerosol products, no reclosure is necessary because the
products are already in closed contamers In some cases, the contents of the containers are used
1n their entirety the first time the product 15 used

Any ingestion and subsequent aspiration of material resulting from that ingestion will be the
direct result of mtentional abuse because an aerosol cannot simply be opened and 1ts contents
ingested accidentally If someone were to imtentionally collect the liquid content of an aerosol
package for the purpose of ingesting 1t, does 1t matter if the product 1s dispensed as a mist or as a
stream, as onginally proposed, or in an amount less than or greater than 10 grams dispensed m 5
seconds, as currently proposed? In either case, exceptional methods will have to be employed in
order to collect the matenal Likewise, spraying directly into the mouth would be difficuit for a
child to accomplish Most of the containers that would be invoived in this regulation are large-
sized, usually having a diameter of 2-11/16ths inch or greater and 7 or more inches m height, and
heavy, generally one pound or more For a child to grasp a contatner of this type and dispense
the product directly into its mouth will be very difficult to do because they do not have the
physical dextenty that these actions require The large diameter of the contamer prevents the
chuld from putting 1t into its mouth All actuators used on these products deliver the product at a
right angle to the perpendicular axis of the can Any attempt to spray the can by pressing the
actuator against the teeth will likely result in the product spraying all over the child’s face Also,
because the actuators have angled tops, 1e a finger pad designed for finger contact, and are
made from plastic resins that generally are slippery, actuation of the container by pressing down
on the actuator with one’s teeth will likely fail because the teeth will shde off of the surface and
the product will not be dispensed It 1s also our belief that the child would be startled by the
sound effects and spray volume of the dispensed product and that this would result in either a
dropping of the container or a cessation of the spraying immediately at the time of actuation

The Commussion has alluded to reports of incidents that involved children and aerosols, yet, the
Commission has not shown that any of these alleged reports describe the type of injury that this
proposed regulation 1s attempting to prevent, ingestion of hydrocarbon solvents Also, there does
not appear to be any data that identifies the types of products that are involved in these alleged
incidents If the incidents that did occur involved aerosol products, were the products sprayed?
Dud the products contain hydrocarbons? Were the products non-emulsions? If the products were
those that would generally be found in the home, such as glass cleaners, all-purpose cleaners,
emulsion-type furniture polishes, disinfectant sprays, air fresheners, shave creams or gels, etc,
then the proposed regulation will not apply to any of them and those that subsequently would be
regulated would be subject to an unfair regulation
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It 1s our behef that the aerosol form of packaging is inherently child-resistant and that the
proposed regulation should be withdravn However, 1f 1t is not, then there is a problem in the
methodology for determining what products require chid-resistant packaging The mamn
problem with the onginally proposed regulation was that the statement “except for those
packaged in pressunized spray containers that are expelled in a must” had no clear defimtion as to
what constitutes a “mist” The revised proposal attempts to correct thus but also falls short
because of limitations imposed by the proposed test method Specifically, the test method is
flawed in that it measures total discharge from the aerosol and not the delivered, collected,
amount of liquid If the product contains 25% propellant and the measured total discharge is 12
grams for the 5-second spray duration, then the actual amount of product that potentially could
be collected as a liquid 1s 9 grams The test method does not allow for the dissipation of the
propellant, which could not be ingested because 1t will rapidly change physical state from a
liquid to a gas due to its high vapor pressure At ambient conditions, the propellants cannot exist
as liquids and, therefore, could not be ingestible

Under the proposed test method, some pnmer-type aerosol pamnt products that have total
discharge rates of 2 0 to 2 1 grams/second would require child-resistant packaging If the non-
collectible propellant content were considered, then the spray rates would fall well below 2 0
grams/second and the products would not require child-resistant packaging Also, other paint
products with high inert leadings, such as primers and zinc-nch coatings could be affected by the
proposed method because the densities of the liquids are sigmficantly higher than regular spray
pants These high densities can exaggerate the weight of the volume of liquid dispensed per unit
time and lead to unneeded regulation

In summary, we believe that the proposed regulation 1s unnecessary because the aerosol package
is inherently a child-resistant package 1n preventing the accidental ingestion of the liquid content
contained within A vast majonty of the household aerosol products used in this country will not
require child-resistant closures Based on information contamned in the 1999 Chemucal
Specialties Manufacturers Association (CSMA) Pressurized Products Survey, approximately
1 8% of the 3 2 bilhon aerosols packaged could be candidates for child-reststant packaging and
virtuaily all of these would be i the automotive and industrial products categories that include
carburetor cleaners, brake parts cleaners, lubncants, engine degreasers, and other muscellaneous
industnial products The number is further reduced by exports and by those products that are
either emulsions or dispense less than the test protocol amount If, however, the regulation 1s
enacted, then the test protocol must clearly define that a collected, measured amount of product
that does not include any propellant portion is the determimng factor in requiring use of a child-
resistant closure

Sincerely,

Edward S Piszynska
Vice-President, Laboratory Services

Page 3 of 4



HYDROSOLINCORPORATED

Cc Chairman Ann Brown
Commissioner Mary Sheila Gall
Commissioner Thomas Moore
Dr Suzanne Barone
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