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Executive Summary

The U.S. Consumer Product Safety Commission (CPSC) received a petition from
Debi Adkins, editor of L atex Allergy News, requesting that natural rubber latex (NRL)
and products that contain NRL be added to the list of strong sensitizers under the
Federal Hazardous Substances Act (FHSA) and be labeled accordingly. The petition
also requests specifically that toys and other articles intended for use by children, which
contain NRL, be labeled.

Before designating NRL as a strong sensitizer under the FHSA, the Commission
must find that NRL has a significant potential for causing hypersensitivity. The
Commission must consider the frequency of occurrence and severity of the reaction
when making the decision to designate a substance as a strong sensitizer.

Hypersensitivity or allergy is a condition where an individual exhibits an
“exaggerated” immune response to a normally innocuous agent. The development of
an allergy is a two step process. In the first step an individual becomes “sensitized”
after exposure to the agent in sufficient quantities to produce specific antibodies against
the agent or allergen. Upon re-exposure to sufficient quantities, the allergen, or one
structurally similar, can cause a response with clinical symptoms called allergy.
Sensitization does not always lead to the development of an allergic reaction even if re-
eXposure occurs. While most allergic reactions involve minor symptoms (rash, nasal
symptoms), anaphylactic reactions and death from NRL allergy have been documented.

The causal agent(s) in sensitization and allergy to NRL are naturally occurring
proteins found in natural rubber. Several of these proteins have been characterized..
However, the threshold levels of allergen needed for the development of sensitization
and the development of clinical symptoms are not known.

NRL allergy has been associated with several specific populations including
medical personnel who have high exposure to NRL-containing gloves, people who have
had multiple surgeries that expose the mucous membranes directly to NRL, and atopic
persons who are genetically more sensitive to many allergens.

Because NRL allergy in medical personnel and surgical patients has been
associated with exposure to medical devices, the Food and Drug Administration (FDA)
requires labeling of these products. Exposure of the general population to NRL is
unknown. However, the prevalence of NRL allergy has remained at less than one
percent in the general population. There are very few NRL-containing consumer
products for which there are documented allergic reactions. In addition, the amounts
and types of NRL allergens in NRL-containing consumer products are largely unknown.
Thus, there is no way to correlate the allergen content of NRL-finished consumer
products to the levels needed either to sensitize or to elicit clinical symptoms in
sensitized individuals.



The available data do not support that NRL is a strong sensitizer according to
the FHSA definition. Current scientific information about the development of NRL

allergy from consumer products that contain NRL is limited and it does not appear that

such information will be developed in the near future. Therefore, the staff recommends
that the Commission deny the petition.
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Patricia Semple, Executive Director

FROM . Jacqueline Elder',/ Kssistant Executive Director for Hazard Identification
and Reduction
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SUBJECT :  Petition on Natural Rubber Latex (HP 00-2)

This memorandum forwards the staff analysis of information related to petition
HP 00-2, requesting that natural rubber latex (NRL) be added to the list of strong
sensitizers under the Federal Hazardous Substances Act (FHSA). The staff
recommendation to deny the petition is also discussed.

BACKGROUND

Petition HP 00-2

The U.S. Consumer Product Safety Commission (CPSC) received a petition from
Debi Adkins, editor of Latex Allergy News, requesting that NRL and products that
contain NRL be added to the list of strong sensitizers under the FHSA and be labeled
accordingly. The petition also requests specifically that toys and other articles intended
for use by children, which contain NRL, be labeled. A copy of the petition is at Tab A.

Before discussing the issue posed by the petitioner, it is important to understand
the history of the FHSA related to strong sensitizers, the technical terminology used to
define a strong sensitizer, and the activities that other government agencies have
undertaken regarding NRL.

FHSA History and Requirements for Strong Sensitizers

The FHSA defines “strong sensitizer” as “a substance which will cause on normal
living tissue through an allergic or photodynamic process a hypersensitivity which
becomes evident on reapplication of the same substance and which is designated as
such by the [Commission]. Before designating any substance as a strong sensitizer,
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the [Commission], upon consideration of the frequency of occurrence and severity of the
reaction, shall find that the substance has a significant potential for causing
hypersensitivity’ (15 U.S.C. §1261(k)). This definition is restated in the FHSA
regulations at 16 CFR §1500.3(b)(9).

Currently, there are five substances identified in the FHSA regulations at
16 CFR § 1500.13, as “strong sensitizers.” These include paraphenylenediamine and
products containing it; powdered orris root; epoxy resins containing ethylenediamine,
diethylenetriamine, and diglycidy! ethers of molecular weight of less than 200:
formaldehyde and products containing 1 percent or more formaldehyde; and oil of
bergamot and products containing 2 percent or more of oil of bergamot. These
substances were determined to be strong sensitizers by the Food and Drug
Administration (FDA) before the authority for the FHSA was transferred to CPSC in
1973. The CPSC has not declared any substances to be strong sensitizers.

The FHSA statutory definition of strong sensitizer was supplemented in the
FHSA regulations by the FDA in 1961, to provide guidance on the interpretation of the
statutory definition of strong sensitizer. |In 1984, the Commission revoked these
supplemental definitions for strong sensitizer because certain parts were found to be
inconsistent with advances in the understanding of the basic principles involved in
allergic hypersensitivity. In September 1984, the Commission established a Technical
Advisory Panel on Aliergic Sensitization (TAPAS) which heiped the CPSC staff develop
new supplemental definitions to clarify the interpretation of the statutory definition for
strong sensitizer. On August 14, 1986, the Commission issued a rule supplementing
the definition of strong sensitizer (51 FR 29094),

Effective September 15, 1986, the following definitions in 16 CF R §1500.3(c)(5)
supplement the definition of sensitizer in 16 CFR §1500.3(b)(9).

Sensitizer: “A sensitizer is a substance that wiil induce an immunologically-mediated
(allergic) response, including allergic photosensitivity. This allergic reaction will become
evident upon reexposure to the same substance. Occasionally, a sensitizer will induce
and elicit an allergic response on first exposure by virtue of active sensitization.”

Strong: “In determining that a substance is a “strong” sensitizer, the Commission shall
consider the available data for a number of factors. These factors should include any or
all of the following (if available): Quantitative or qualitative risk assessment, frequency of
occurrence and range of severity of reactions in healthy or susceptible populations, the
result of experimental assays in animals or humans (considering dose-response
factors), with human data taking precedence over animal data, other data on potency or
bioavailability of sensitizers, data on reactions to a cross-reacting substance orto a
chemical that metabolizes or degrades to form the same or g cross-reacting substance,
the threshold of human sensitivity, epidemiological studies, case histories, occupational
studies, and other appropriate in vivo’ and in vitro? test studies.”

" in vivo means in the living body
2 in vitro refers to outside the body or in an artificial environment.
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Severity of reaction: “The minimal severity of reaction for the purpose of designating a
material as a “strong sensitizer” is 3 clinically important altergic reaction. For example,

Significant potential for causing hypersensitivity: “Significant potential for causing
hypersensitivity” is a relative determination that must be made separately for each
substance. It may be based upon the chemical or functional properties of the
substance, documented medical evidence of allergic reactions obtained from
epidemiological surveys or individual Case reports, controlled in vitro or in vivo
experimental assays, or susceptibility profiles in normal or allergic subjects.”

Normal living tissue: “The allergic hypersensitivity reaction occurs in normal living
tissues, including the skin and other organ systems, such as the respiratory or
gastrointestinal tract, either singularly or in combination, following sensitization by
contact, ingestion, or inhalation.”

exposure that can be expected to be presented by the strong sensitizer as it exists in
the particular household substance. Therefore, the determination of whether a
cautionary label is required is made on a product-by-product basis and is not solely
based on the presence of a strong sensitizer in a product,

If a household substance containing a strong sensitizer were determined to be a
hazardous substance under the FHSA, cautionary labeling, including the signal words
“Caution” or “Warning” would be required. However, if a toy or other article intended for
use by children is a hazardous substance, then the product is banned uniess
specifically exempted (16 CFR §1500.3(b)(15)(i)).

These provisions do not apply to foods, drugs, and cosmetics regulated under
the Federal Food, Drug, and Cosmetic Act.

Latex and Rubber Terminology

To avoid confusion about terminology associated with latex and products made
from latex, the definitions to be used throughout this document wiil be the same as




those used by the FDA in its regulatory proceedings concerning medical devices
containing latex (62 FR 51022).

Natural latex: is a milky fiuid that consists of extremely small particles of rubber obtained
from plants, principally from the H. brasiliensis tree, dispersed in an aqueous medium.

It contains a variety of naturally occurring substances, including cis-1, 4-polyisoprene in
a colloidal suspension, and plant proteins, which are believed to be the primary
allergens.

Natural rubber (NR): includes all materials made from or containing natural latex.
Products that contain natural rubber are made using two manufacturing processes: the
natural rubber latex process and the dry natural rubber process.

Natural Rubber Latex (NRL): products that are manufactured from a process that uses
natural latex in a concentrated colloidal suspension. The products are dipped,
extruded, or coated. Examples of products are disposable gloves and balloons.

Dry Natural Rubber (DNR): products that are manufactured from a process that involves
the use of coagulated natural latex in the form of dried or milled sheets. Products are
made by either molding, extruding, or by converting the sheets into solution for dipping.
Examples of products include tires, hoses, belts, and balls.

Other Federal Agency Activities Concerning NRL

Food and Drug Administration

The Food and Drug Administration (FDA) is the federal regulatory agency
responsible for assuring the safety of many products including foods, drugs, cosmetics,
and medical devices. Natural rubber is used either directly or indirectly in many
products under the FDA’s jurisdiction. The FDA is specifically reviewing the issue of
potential NR allergy with respect to exposure to certain medical devices and foods.

Medical Devices

On September 30, 1997, in response to reports of severe allergic reactions and
deaths related to medical devices containing NR, the FDA issued labeling requirements
for medical devices containing NR in which the NR is intended to or likely to contact the
user or patient (62 FR 51021). This rule requires NRL-containing medical devices to
bear the label:

“Caution: This Product Contains Natural Rubber Latex Which May
Cause Allergic Reactions.”

Medical devices that contain DNR bear the label:

“This Product Contains Dry Natural Rubber.”




These FDA mandated labels also apply to packaging for medical devices that
contain either NRL or DNR. This rule became effective on September 30, 1998. On
April 1, 2003 the FDA issued a guidance document to help the industry with labeling for
devices that contain NR.

in July 1998, the FDA Proposed to reclassify surgeon’s and patient's examination
gloves as Class Il medical devices (64 FR 41710). Currently, gloves are Class |
medical devices that must meet general controis that are applicabie to all devices.
Class Il medical devices require special controls because the general controls are
insufficient to provide reasonable assurance of safety.

In the 1999 proposal, the FDA recommended controls including limits on the
amount of powder and protein per glove, and proposed new user label requirements.
The FDA recommended that gloves contain no more than 1,200 micrograms (ug) of
extractable protein per glove. The rationale for the limits on powder and protein is
based on the presumption that lower levels would result in lower rates of sensitization.
The limit of 1,200 pg/glove was based on technical considerations that would maintain
glove integrity such as shelf life and barrier effectiveness. This is not necessarily a
“safe” level of protein since the threshold levels of protein allergens for sensitization and
symptom development are not known. The avalilability and cost of gloves that would
meet this proposed standard were also considered. Manufacturers would be required fo
labei gloves with the measured amount of protein per glove. The FDA is currently
analyzing the comments that were received in response to this proposal.

Food

The FDA regulates substances that come in contact with food. Natural rubber
gloves and other NR-containing utensils that come in contact with food are permitted as
long as they do not contain any chemical that is prohibited by the regulations of the
Federal Food, Drug, and Cosmetic Act (21 CFR § 177.2600). The FDA’s Center for
Food Safety and Applied Nutrition (CFSAN) is studying NRL allergies related to food
handling.

The FDA submitted a report to Congress on food mediated latex allergic
reactions in response to a Congressional request that the FDA study the incidence of
latex allergies related to food handling and outline its plans to eliminate exposure from
latex if the data warrants such a decision.® In the report, the FDA states that it will
continue to gather information and monitor the incidence of food mediated latex allergic
reactions. In order to get independent expert consideration of the issue, the FDA
charged the CFSAN Food Advisory Committee to look at this issue.

The Additives and ingredients Subcommittee of the Food Advisory Committee is
gathering information and providing advice and recommendations to the FDA relating to

8 Congressional Report on Food Mediated Latex Allergic Reactions, Senate Report 107-41 and
Conference Action and Public Law 107-76, October 2002,

-5.
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allergic reactions to food prepared by workers wearing NRL gloves (68 FR 44956). The
Advisory Committee met to discuss these issues on August 26-28, 2003. The

existing evidence for the relationship was weak.*

National Institute for Occupational Safety and Health

The National Institute for Occupational Safety and Health (NIOSH) has published
two documents about NRL allergy. A pamphlet entitied, 4 atex Allergy, A Prevention
Guide” recommends the use of non-latex gloves for activities that are not likely to
involve contact with infectious materials such as food preparation or routine
housekeeping (DHHS 98-1 13).

NIOSH also published an alert entitled, “Preventing Allergic Reactions to Natural
Rubber Latex in the Workplace” (DHHS 97-135) in June 1997. This alert is intended for
workers who may be exposed to NRL. |t provides workplace recommendations for
reducing exposures to NRL including providing non-NRL-containing gloves when
appropriate. In addition, the alert contains general information about allergy to NRL.

Occupational Safety and Health Administration

The Occupational Safety and Heaith Administration (OSHA) issued a technical
information bulletin entitied, “Potential for Allergy to Natural Rubber L atex Gloves and
Other Natural Rubber Products”in April 1999. The intent of this bulletin was to alert
OSHA field staff about latex allergy and the potential for allergic reactions to latex in the
workplace.

REVIEW OF SENSITIZATION AND ALLERGIC POTENTIAL OF NRL

Background

Before declaring that a substance is a strong sensitizer, the FHSA requires the
Commission to find that the substance has significant potential for causing
hypersensitivity® based on the frequency of occurrence and the severity of the reaction.
Since the petitioner specifically requested that NRL be declared a strong sensitizer, the
review of the sensitization and allergic potential is focused on NRL. In addition, most
data generated to date has focused on NRL and not DNR.

Products that contain NRL have been linked to two different immunologically
mediated responses, IgE antibody mediated hypersensitivity (type | or IgE-mediated)

¢ Transcript from the FDA, Additives and Ingredients Subcommittee of the Food Advisory Committee on
latex allergy, August 27, 2003.

5 Hypersensitivity is a condition where an individual reacts with an exaggerated immune response '
(allergic symptoms) after exposure to a substance after previous exposure to the same substance. In this
paper, the terms hypersensitivity and allergy will be used interchangeably.
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and cell-mediated hypersensitivity (Type IV). The causal agent(s) in cell-mediated
hypersensitivity are chemicals added to NRL during the manufacturing process. These
chemicals are also found in consumer products not made of NRL. Therefore, the CPSC
staff did not evaluate the potential of such additives for causing cell-mediated
hypersensitivity as part of the review of NRL. The discussion of potentiat allergy to NRL
Is limited to IgE-mediated hypersensitivity.

Allergy is a condition where an individual exhibits an ‘exaggerated” immune
response to a normally innocuous agent. The development of an allergy is a two step
process. In the first step, calied sensitization, an individual becomes “sensitized” after
exposure to the agent in sufficient quantities to produce specific antibodies (called igE
antibodies) against the agent or allergen. Upon re-exposure to sufficient quantities, the
allergen, or one structurally similar, can cause a response with clinical symptoms called
“allergy.” Sensitization does not always lead to the development of an allergic reaction
even if re-exposure occurs. While most allergic reactions involve minor symptoms
(rash, nasal symptoms), anaphylactic reactions and death from NRL allergy have been
documented.

The causal agent(s) in IgE-mediated sensitization and allergy to NRL are
naturally occurring proteins found in NR. Several of these proteins have been
characterized. However, the threshold levels of allergen needed for the development of
sensitization and the development of clinical symptoms are not known.

The severity, thresholds for development, and prevalence of sensitization and
allergy to NRL are described below. Tab B contains a detailed discussion of each of
these subjects.

Severity of Reactions

According to 16 CFR §1500.3(c)(5)(iii), the minimal severity for designating a
substance as a strong sensitizer is a clinically important allergic reaction. Clinical
symptoms of IgE-mediated reactions to NRL range from mild to severe. Most
individuals with IgE-mediated reactions experience a mild rash or upper respiratory
symptoms, but asthma, anaphylactic shock, and death also have been reported. Other
clinical reactions include conjunctivitis, nausea, vomiting, shortness of breath,
generalized swelling, swelling of the tongue and larynx, and rapid heart beat.

The number of individuals experiencing severe, potentially life threatening
anaphylactic reactions, has remained relatively low. A comprehensive literature review of
anaphylaxis in the general population of the United States determined that between 8.7
and 63 million individuals were at risk of an anaphylactic reaction from all causative agents
studied (i.e., drugs, foods, insect stings, and NRL) with approximately 1,500 deaths per
year. The FDA received a total of 1,100 reports of NRL-induced anaphylactic reactions
between 1988 and 1993, 15 of which resulted in death.

12



While there is no doubt that NRL is capable of causing serious reactions, most
incidents of NRL-induced anaphylaxis are associated with invasive surgical or other
medical procedures which involve a subset of the population and not the population as a
whole.

Threshold for Sensitization and Clinical Symptoms

As described above in the Severity of Reaction section, allergens elicit
physiological responses in two stages, sensitization, and the allergic response.
Therefore, there are two different thresholds, 1) the dose for sensitization and, 2) the
dose that elicits an allergic response in a sensitized individual. It is probable that the
threshold levels for the two stages are different. Determining the threshold level of NRL
allergens necessary to sensitize an individual and the level of NRL allergen to elicit an
allergic reaction upon re-exposure is complicated by several factors including the
genetics of the individual, the route of exposure, and the quantity of allergen that is
available.

While no threshold for the development of NRL-specific IgE sensitization or
allergic reaction has been established, studies indicate the quantity of NRL allergens in
products and the frequency of exposure influence the degree of the allergic reaction.
However, a “safe” level of NRL protein has not been established. Sensitive, accurate,
and reproducible methods for determining the biologically available NRL allergens in
products are necessary to determine a threshold level that will elicit allergic reactions in
sensitized individuals. There are limitations in the accuracy and sensitivity of current
test methods.

Prevalence

The FHSA requires that the Commission consider the frequency of occuirence of
the reaction in healthy or susceptible populations in order to make the finding that a
substance has a significant potential for causing hypersensitivity. However, the
identification and confirmation of NRL-sensitized or -allergic patients is complex due to
limitations and differences in the various diagnostic procedures, Currently, there is no
universaily accepted standard approach for diagnosing NRL allergy. In the United
States, a diagnosis of NRL allergy is based on patient history and in vitro testing®. In
other countries, in vivo skin prick testing is also used to make a diagnosis. Provocation
testing® may be used if a patient’s history and in vitro test results are discordant. These
differences in approaches make the interpretation of epidemiological studies difficult
because there are wide variations in the estimates of the prevalence of allergy to NRL.

® in vitro tests quantify serum IgE antibodies.

in vivo skin prick testing involves monitoring the reaction to a small amount of a preparation containing
soluble NRL ailergens introduced into the skin. Skin prick testing carries the risk of inducing anaphylaxis.
® Provocation testing places the individual in an NRL-containing environment or directly exposes them to
an NRL-containing product. This carries the risk of inducing an anaphylactic reaction.
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Many epidemiological studies have focused on worker populations with high
potential exposure to NRL. Healthcare workers are a group with potential high
exposure to NRL and therefore are at potential risk of developing an allergy to NRL.
Most sensitized healthcare workers appear to develop NRL allergy due to exposure
from the increased use of gloves and other medical devices made of or containing NRL,
The powder used to aid in donning of the gloves may contribute to the development of
NRL allergy by being an airborne carrier of protein allergens. The prevalence of NRL
allergy in healthcare workers ranges from 2.2 to 17 percent as determined by various
tests in various studies.

Other occupations have high exposure to NRL and are therefore identified as
being at risk for developing sensitivity to NRL. These include workers in NRL-
containing product manufacturing plants and laboratory workers.

Individuals undergoing muttiple surgical procedures may have mucosal
membrane and visceral exposure to NRL that can increase the risk of developing NRL
sensitization and allergy. Children with spina bifida were one of the first groups
- established to be at risk for NRL sensitization and allergy. The prevalence of NRL
sensitization in individuals with spina bifida ranges from 29 to 65 percent.

Atopic individuals, those who have a genetic hypersensitivity to allergens, are
aiso at risk for developing symptoms to NRL. Reactions to NRL can be seen in people
who are allergic to fruits and vegetables such as avocado, kiwi, and banana. More than
20 different foods, fruits, or plants have been identified as cross-reactive with NRL.

The prevalence of hypersensitivity to NRL in the general population is estimated
to be below one percent. Higher estimates of the prevalence of NRL sensitization in the
general population are cited in studies that solely measure NRL-specific IgE antibodies
using serological assays. However, these assays may have low specificity and can
generate false positive test results that lead to an overestimation of prevalence.

Incidents Reported to CPSC

The role of NRL-containing consumer products in the development of allergy to
NRL is not known. The medical literature documents incidents of allergic reactions
following exposure to NRL-containing consumer products such as balloons and
household rubber gloves. While the circumstances of sensitization are seldom known,
incidents confirming non-occupational allergic reactions to NRL-containing products are
reported.
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Staff reviewed four CPSC injury databases (IPII°, NEISS'™, DTHS", and INDP™2)
for reports of hypersensitivity reactions associated with NRL. The staff reviewed all four
databases for the time period between January 1997 and December 2002. Details of
this review are in Tab B.

No cases of a hypersensitivity reaction to NRL-containing products were
identified in either the DTHS file or INDP file. A review of NEISS identified 62 potential
cases and a review of the IPI| database identified 44 reports involving a variety of NRL
products under CPSC’s jurisdiction (e.g., Halloween masks, hair glue, liquid latex,
swimming caps, and shower curtains). Reactions to gloves and balloons dominated the
reports in both databases.

The type of reaction {non-immunologically related, cell-mediated, or IgE-
mediated) could not be determined from the information provided in the cases. There
was a lack of information regarding the individual's history relating to NRL and in vitro
and/or in vivo test results confirming a diagnosis of NRL allergy. No conclusions
regarding allergy to NRL can be derived from these data.

CONSUMER PRODUCTS THAT CONTAIN NRL

A discussion of the market for NRL consumer products is at Tab C.

Natural rubber (NRL and DNR) is widely used. The most frequently cited
estimate is that 40,000 different industrial, medical, and consumer products are made
from NR. However, the identification of ail consumer products that contain NR is
extremely difficult. Tab C contains a list of household products and categories that may
contain NR. Itincludes adhesives, balloons, elastic, pacifiers, as well as other possible
NR-containing household consumer products. In several product categories, only some
of the products may contain NRL. Latex adhesives may have applications in many
product categories.

The manufacturing processes for DNR and NRL. are different. If the NR is to be
used for the manufacture of NRL products, the natural latex is concentrated and
prevented from coagulating by adding a preservative such as ammonia. Other
chemicals may be added to stabilize the NRL. Products are manufactured by dipping
forms or molds into latex solution. The products then undergo further processing that
may involve soaking, leaching, or rinsing in various substances such as water or

*IPllis a compilation of incident reports of chronic, subchronic, and acute injuries from letters, hot line
complaints, newspaper clippings, and other sources.

®NEISS is a nationally representative stratified probability sample of emergency room (ER) hospitals
within the United States and its territories.

" The DTHS database consists of death certificates purchased according to certain external causes of
death (Ecodes) likely to be associated with consumer products from all states, New York City, and the
District of Columbia.

"2 The INDP database consists of in-depth investigations conducted by CPSC investigators of incidents
reported to-the CPSC.

-10-
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cleaning solutions. In contrast, DNR is allowed to coagulate after it is collected. The
coagulum is then crumbled and washed extensively before being pressed and dried at
high temperatures.

The amounts of protein allergens in various natural rubber-containing products
are generally not known. However, the processing of NR can change the protein
profile. The profile of proteins varies greatly between DNR and NRL. The protein
content of DNR-containing products tends to be lower than the protein content of NRL-
containing products. This is probably due to the washing and high heat used in the
DNR process.

Few studies have measured the protein or allergen content of non-medical NRL-
containing products. However, the amount of protein and allergen appears to vary
widely between product classes and within product classes made of NRL. Differences
may be explained by variations in manufacturing processes. Longer periods of leaching
or more extensive rinsing during the manufacture of the NRL products may remove
more of the water-soluble proteins from the product. For example, the measured water-
extractable protein content of 62 different NRL-containing products, including 21
different brands of gloves, balloons, mattress covers, and rubber tubing, varied from 5
micrograms per gram (Mg/g) to 5,000 pg/g." In another study, the measured allergen
levels varied 3000-fold among powdered examination gloves from 10 different
manufacturers,’

REMEDIATION
A detailed discussion is found at Tab B.

Since there is currently no “cure” for NRL allergy, avoidance of NRL-containing
products or decreasing the levels of allergens in the products are the only ways to
prevent clinical reactions in NRL allergic patients. Primary prevention programs that
substitute low-protein powder-free NRL gloves, synthetic gloves, or both, for powdered
NRL gloves appear to reduce the prevalence of NRL allergy in healthcare workers.

As described above, the way NRL is processed may affect the amount of protein
and therefore, its allergenicity. Several processes may decrease the amount of protein
or allergen. Water leaching of NRL products decreases the extractable protein content
by decreasing the water-soluble components. Post-washing and chiorination of NRL
products are two additional ways of reducing the amount of protein. Recently, it has
been demonstrated that enzyme treatment of NRL reduces the antigenic protein in NRL
without compromising the physical properties and performance of NRL products. The

13 Baur, X., Chen, Z., Rauif—Heimsoth, M., Degens, P. Protein and allergen content of various natural latex
articles. Allergy 1997, 32:661-664.
14 Yunginger, JW., R.T. Jones, A.F. Franway, J M. Kelso, M.A. Warner, and L.W. Hunt. Extractable

latex allergens and proteins in medical gloves and other rubber products. J. Allergy Clin. Immunol.
(1994). 93:836-841.

-11-

16



enzyme treatment cuts the NRL proteins into smaller non-antigenic proteins. Enzyme
treatment is suitable for large-scale production of NRL gloves and can produce low
allergen gloves with acceptable physical, aging, and barrier properties.

Although these methods are being developed to decrease the amount of protein
or allergen in products, it is important to remember that the lowest level of NRL proteins
necessary to elicit a response in an NRL allergic person is not defined. The various
NRL proteins have different antigenic properties and responses by individuals may vary

establish a correlation between 1) the total NRL protein concentration and the ability to
sensitize, and 2) the total NRL protein concentration and the ability to elicit clinical
symptoms in sensitized individuals. A “safe” level of NRL protein is not established.

SUMMARY

The petitioner requests that NRL be added to the list of strong sensitizers under
the FHSA and that NRL-containing products be labeled accordingly. NRL products are
manufactured from the milky fluid obtained from plants, principally from the H.
brasiliensis tree, that consists of extremely small particles of rubber dispersed in a
concentrated colloidal suspension.

Before designating NRL as a strong sensitizer, the Commission must find that
NRL has a significant potential for causing hypersensitivity. The Commission must
consider the frequency of occurrence and severity of the reaction when making the
decision to designate a substance as a strong sensitizer. Sensitization and allergy to
NRL have been documented. Naturally occurring proteins in NRL have been identified
as the causal agents (allergens) in IgE-mediated sensitivity and allergy to NRL.
However, the threshold levels of allergen necessary for the development of sensitization
and the development of clinical symptoms are not known and are likely to vary among
individuals, While most allergic reactions involve minor symptoms, anaphylactic
reactions and death from NRL allergy have been documented.

NRL allergy has been associated with several specific populations including
medical personnel who have high exposure to NRL-containing gloves, people who have
had multiple surgeries that expose the mucous membranes directly to NRL, and atopic
persans who are genetically more sensitive to many allergens.

Because NRL aliergy in medical personnel and surgical patients has been
associated with exposure to medical devices, the FDA requires labeling of these
products. The FDA is considering whether to recommend specific levels of soluble
protein and powder in gloves. However, these levels are not considered to be “safe”
levels since the thresholds for sensitization and allergy development are not known.

While there has been an increase in reports of NRL allergies in medical

personnel, the prevalence of NRL allergy in the general population has remained at less
than one percent. Exposure of the general population to NRL is unknown. It is
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estimated that there may be 40,000 products that contain NR. However, identification
of all consumer products that contain NRL is very difficult. In addition, the levels of
allergens in most NRL-containing products have not been measured and may vary
depending on the manufacturing processes that are used.

RESPONSE TO COMMENTS

The Commission published a Federal Register notice on March 21, 2000 to
inform the public about the petition from Ms. Adkins and to solicit comments concerning
the petition (65 FR 1 5133). The Commission extended the comment period for an
additional 30 days in response to seven requests for additional time to comment. The
CPSC received 85 comments. The list of commenters is at Tab D. The comments are
available for viewing at the CPSC website;
httD://www.cpsc.qov/Iibrarv/foia/foiaOO/oubcom/pubcom.html

Twenty-nine commenters support the petition that NRL should be declared a
strong sensitizer. Forty-one commenters support either content or warning labeling of
consumer products that contain NRL. Thirty-three of the commenters stated they do not
support the petition. Thirty-one of the comments are from, or written on behalf of,
people who claim to have NRL sensitivity or allergy. None of the commenters provided
medical documentation. Twenty of the commenters are either product manufacturers or
suppliers of NR. Eight commenters indicated that NRL does not meet the definition of a
strong sensitizer.

The staff's responses to specific comments are detailed below.

Labeling Consumer Products that Contain NRL

The following comments deal with labeling issues. A more detailed response to
Iab_e-ling issues is at Tab E.

Comment: Since avoidance of NRL is the only current treatment for NRL allergy, many
commenters requested labeling of consumer products to identify that they contain NRL.

Response: Under the FHSA, products require cautionary labeling if they are hazardous
substances. The regulation requires the common name or the chemical name of the
hazardous substance or each component which contributes substantially to its hazard
be stated on the label of the product (16 CFR§1500.3(b)(14)). NRL-containing products
would require cautionary labeling under the FHSA if: 1) NRL were declared a strong
sensitizer, and 2) if the nature and level of exposure to the NRL-containing products
were such that substantial personal injury or substantial illness could result during or as
a result of customary or reasonably foreseeable handling or use. Therefore, if NRL
were declared a strong sensitizer, only products found to be hazardous substances, i.e.
meeting the second requirement, would require cautionary labeling. This would not
necessarily result in the labeling of all products that contain NRL.
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Aside from the question of the Commission’s authority to require ingredient labeling or
warning labels on all products that contain NRL, this approach raises many issues.
Labeling of all NRL-containing products, as many of the commenters suggest, would be
appropriate only if NRL in a particular product posed a hazard to sensitized individuais
who needed to identify and avoid that product. However, there is currently no good
basis for making a determination of the likelihood of an allergic reaction to a product
because the NRL allergen levels that wili trigger an allergic reaction are not known. Itis
not yet possible to distinguish consumer products which may contain hazardous fevels
of NRL allergens. Documented clinicai reactions are limited to a small number of NRL-
containing consumer products, such as balloons and gloves. These products are
generally known to have NRL, therefore, labeling them would not provide consumers
with any additional information.

Comment: Ten commenters indicated that declaring NRL to be a strong sensitizer and
labeling consumer products could alarm or confuse consumers who are otherwise
unaffected by NRL and discourage them from using beneficial products (CHO0-4-18,
19,23,55,62,64,65,66,69,71 ).

Response: New labels could cause some concern or avoidance, however, those
responses are likely to be the exception. Most consumers are not NRL allergic, and
therefore have had no negative reactions to NRL. They are unlikely to perceive
products containing NRL, such as balloons, as hazardous, and are unlikely to be
concerned about the effects of using them. Therefore, a cautionary iabel about NRL
would not be expected to change consumers’ behavior, especially with familiar products
that they perceive to be safe.

Comment: One commenter (CHO00-4-56) requested that products that contain NRL be
labeled only if the NRL is accessible. The commenter specifically requested that NRL
adhesives used to bond foam in furniture be exempted from labeling because the
adhesive is not accessible.

Response: If the Commission declares NRL to be a strong sensitizer, then the FHSA
would require cautionary labeling when the nature and level of exposure to an NRL-
containing product could result in substantial personal injury or substantial illness during
Or as a result of customary or reasonably foreseeable handling or use. If exposure to,
and injury from, an NRL-containing product were not expected to occur because the
strong sensitizer is inaccessible in the specific product, the product would not meet the
definition of a hazardous substance, and would not require cautionary labeling under
the FHSA.

Comment: One commenter (CHO00-4-63) suggested that for non-medical products the
need for cautionary or informational labeling should be made voluntarily by
manufacturers on a product-by-product basis.

Response: Currently, there is nothing to prevent manufacturers from labeling NRL-
containing products voluntarily and several companies have labeled their consumer-use
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gloves. However, voluntary iabeling of NRL-containing products is not the focus of the
petition. The petitioner requested that NRL be declared a strong sensitizer under the
FHSA and that products be labeled accordingly. If NRL were declared to be a strong
sensitizer, the requirement for cautionary labeling for this hazard would depend on the
product’s potential, due to its NRL content, to cause substantial personal injury or illness
during or as a result of exposure during use.

Comment: Three commenters (CH00-4-3, 31,75) requested labeling of prepackaged
food that is exposed to any NRL. Commenters also requested identifying restaurants
and other establishments where NRL-containing gloves are used.

Response: The labeling of prepackaged food or identification of restaurants requested
by the commenters is not within CPSC’s jurisdiction. The FDA is currently reviewing the
incidence of NRL allergies related to food handling.

Comment: Seven comments specifically deait with labeling clothing and shoes that
contain NRL. Four commenters (CH00-4-28, 29,34,38) requested that all clothing and
shoes that contain NRL be labeled. Three commenters (CH00-4-23, 73,77) stated that
labeling clothing was not necessary because NRL is in low quantities in garments and
garments are washed and the soluble protein allergens are removed.

Response: Clothing is a consumer product regulated by the CPSC and is therefore
within the scope of the petition. If the Commission declared NRL to be a strong
sensitizer, only NRL-containing clothing that may cause substantial personal injury or
substantial iliness during or as a result of customary or reasonably foreseeable handling
or use would require cautionary labeling. This would not necessarily result in the
cautionary labeling of all garments that contain NRL.

Comment: Six commenters requested that medical devices be exempt from FHSA
jurisdiction because FDCA-required labeling was sufficient (CH00-4-59, 60,61,62,65,
and 69).

Response: The term, “hazardous substance” does not apply to foods, drugs, and
cosmetics subject to the FDCA. However, medical devices are not specifically
exempted from the jurisdiction of the FHSA (15 U.S.C §1261). If the Commission were
to declare NRL a strong sensitizer, the Commission could defer any action regarding
NRL-containing medical devices to the FDA. Currently, the FDA requires labeling of
NRL- and DNR-containing medical devices.

Alternative to Labeling for Consumer Products

Comment: Two commenters (CHO00-4-28, 31) specifically requested that latex balloons
be banned.

Response: The petitioner requested that NRL be declared a strong sensitizer. If NRL is
declared to be a strong sensitizer, products that contain NRL that cause substantial
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personal injury or substantial illness during or as a resuit of customary or reasonably
foreseeable handling or use would require cautionary labeling. However, as defined in
the FHSA, if a toy or other product intended for use by children is determined to be a
hazardous substance, or if a toy or other product intended for use by children contains a
hazardous substance that is accessible to children, then the product would be banned,
not labeled (16 CFR §1500.3(b)(15)(i}(A)).

Comment: Four comments were received related to the identification and removal of the
components of NRL responsible for the reactions. One commenter (CHO0-4-53)
suggested that the toxic components of rubber be identified and removed. Two
commenters (CH00-4-35, 40) requested standards for low levels of antigens in NRL
products. Another commenter (CH00-4-19) described a test method for decreasing the
amount of protein in NRL.

Response: As the commenters suggest, the best approach for limiting potential
sensitization from NRL is to identify and remove the protein allergens. The identification
of protein aliergens responsible for the development of allergy to NRL is the focus of
current research. Several of the protein structures have been characterized.

As discussed previously, the FDA has proposed recommending a limit on the
amount of protein in NRL-containing gloves. The FDA recommends a limit of the total
amount of protein to 1,200 ug/giove, based on considerations that would maintain glove
integrity such as shelf life and barrier effectiveness, and the availability and cost of
gloves. This is not necessarily a “safe” level of protein since the threshold levels of
protein allergens for sensitization and symptom development are not known. Although,
itis not known at this time what effect decreasing the ievel of protein to 1,200 pg/glove
will have on the future development of allergy to NRL, it is presumed that lowering the
amounts of protein will result in lower frequencies of sensitization and allergy.

Medical personnel are a high-risk group for the development of NRL allergy,
primarily due to high exposure to NRL gloves. Given these circumstances, the
approach taken by the FDA seems reasonable. This is not currently the case for
consumer products that contain NRL. Documented cases of allergy from NRL-
containing consumer products are few. The amounts of NRL allergenic proteins
contained in the wide range of consumer products are either not known or vary greatly.
Given the lack of available data on the allergenicity of NRL-containing consumer
products, and the lack of data about a “safe” level of allergen protein, it is not currently
feasible to set a level of protein or allergen content for NRL-containing consumer
products that would be considered to have low Or no sensitization potential.

Comment: Three commenters (CHO00-4-4, 35,57) requested that the CPSC ban
powdered gloves.

Response: The powder, used in gloves to facilitate donning them, binds protein

allergens from NRL and is thought to contribute to the development of NRL allergy. In
medical settings where many glove changes occur, high levels of powder in the air have
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been measured. Therefore, the FDA has proposed to recommend a limit on the level of -
powder in medical gloves.

The petition to the CPSC requested that NRL be declared a strong sensitizer. If
the Commission declared NRL to be a strong sensitizer and NRL-containing gloves for
consumer use met the definition of a hazardous substance, those gloves would require
cautionary fabeling. In order to ban powered gloves for consumer use, the Commission
wouid have to find that labeling was inadequate to address the risk of injury or illness
from powdered gioves.

Comment: Two commenters (CH00-4-67, 85) suggested that NRL be considered
separately from DNR because of the differences between these two products.

Response: The petition from Ms. Adkins requests specifically that NRL be declared a
strong sensitizer. However, there is evidence that products made with DNR contain
less protein than products made of NRL. Since the protein components and not the
natural latex itself are the causal agents in the development of sensitivity and
symptoms, it would be appropriate to consider NRL and DNR separately if it is
determined that DNR does not contain enough protein to cause sensitization or
subsequent allergy. However, the protein threshold levels are not known.

The FDA does not require a warning label on medical devices made of DNR. However,
the FDA does require ingredient fabeling of medical devices that contain DNR. This
action was taken by the FDA because of reports of allergic reactions from DNR
products. The allergy cases cited by the FDA followed the direct injection into the body
of substances that were drawn through a vial with a DNR stopper or a syringe with a
DNR plunger. This scenario does not exist with consumer products.

Latex Alternatives

Comment: Three commenters (CHO0-4-40, 44,56) expressed concern about the use of
more toxic or inferior replacements to NRL. One commenter (CH00-4-85) stated that
there were no replacements for DNR. '

Response: The commenters did not provide information to support their assertion that
more toxic or inferior products would be used as replacements to NRL, The petitioner
requested that NRL be added to the list of strong sensitizers under the FHSA and that
NRL-containing products be labeled accordingly. The commenters imply that
manufacturers would stop making products out of NRL or that consumers would stop
buying products made of NRL if the Commission declared NRL to be a strong
sensitizer. The staff has no information to verify these assertions.

Economic Impact

Comment: Two commenters (CH00-4-65, 68) stated that declaring NRL to be a strong
sensitizer would have a cost impact associated with labeling. The commenters
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speculated that a potential decrease in the use of NRL could have a serious impact on
small businesses.

Response: The Commission is required by law to consider the impact of rulemaking on
small businesses. This would be done as part of the rulemaking proceedings if the
Commission grants the petition and initiates rulemaking to declare NRL a strong
sensitizer.

OPTIONS
The Commission has three options:

1. If the Commission concludes that it is appropriate, the Commission could grant the -
petition and begin a proceeding to declare NRL to be a strong sensitizer.

2. If the Commission concludes that information is not available or likely to be
developed to support the findings required by Section 2(k) of the FHSA and
16 CFR §1500.3(c)(5) of the FHSA regulations to declare NRL to be g strong
sensitizer, the Commission could deny the petition.

3. if the Commission concludes that information is insufficient but is likely to be _
developed in a reasonable time to support the findings required by Section 2(k) of
the FHSA and 16 CFR §1500.3(c)(5) of the FHSA regulations to declare NRL to be a
strong sensitizer, the Commission could defer the petition.

RECOMMENDATION AND DISCUSSION

The petitioner requests that the Commission add NRL to the list of strong
sensitizers under the FHSA and that products containing NRL be labeled accordingly.
Before designating any substance as a strong sensitizer, the Commission must find that
the substance has a significant potential for causing hypersensitivity. When making this
decision, the Commission must consider the frequency of occurrence and severity of
the reaction.

At this time, information about the development of NRL allergy from consumer
products that contain NRL is limited and it does not appear that such information will be
developed in the near future. The percent of NRL-allergic individuals in the general
population has stayed relatively constant while increases in the number of NRL-allergic
individuals are occurring in the occupational setting. The prevalence of NRL allergy in
the general population is estimated to be less than one percent.

There is no doubt that certain NRL-derived proteins have been identified as
allergens capable of causing sensitization and allergy. NRL allergy has been
associated with a range of symptoms from mild to severe including anaphylaxis. Death
from allergic reactions to NRL has been documented. However, the greatest risk of
having a severe reaction has been associated with groups with high and frequent
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exposure to NRL, such as occupationally or surgically exposed individuals or in atopic
individuals who are genetically sensitive to many allergens,

Since medical personnel are a high-risk group for the development of NRL
allergy mainly due to high exposure 1o gloves, the FDA has proposed to recommend a
level of protein and powder for NRL gloves. This is not necessarily a “safe” level of
protein since the threshold levels of protein allergens for sensitization and symptom
development are not known. However, the rationale for the limits on powder and
protein is based on the presumption that lower levels would result in lower rates of
sensitization and allergy.

This is not currently the case for consumer products that contain NRL. There are
very few NRL-containing consumer products for which there are documented allergic
reactions. Currently, it is not possible to define threshold levels of NRL allergens that
sensitize an individual or produce clinical symptoms in sensitized individuals. In
addition, the amounts and types of NRL allergens in NRL-containing consumer products
are largely unknown. Thus, there is currently no way to correlate the allergen content of
NRL finished consumer products to the levels needed to either sensitize or to elicjt
clinical symptoms in sensitized individuals.

The staff recommends that the Commission deny the petition because the
available data are insufficient to support that NRL is a strong sensitizer according to the
FHSA definition. In addition, it should be noted, that even if the Commission found NRL
to be a strong sensitizer, not all consumer products containing NRL would necessarily
require cautionary labeling as the petitioner requested.
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Latex allergy
Erin M. Warshaw, MD Minneapolis, Minnesota

. -
Coined the next major health concemn of the decade, allergy to natural rubber latex affects
people routinely exposed to rubber products. Groups at highest risk include health care
workers, rubber industory workers, and persons who have undcrgonc multiple surgical pro-
cedures, 5pcc1ally those with spina bifida. Allergy to latex is 2 type I, immediate, [gE-

mediated reaction, which can lead to anaphylaxis and death, Much of latex research is pub-

lished in allergy journals. Dermatologists may not be aware of the prevalence, symptoms,
risks, diagnosis, and treatment of latex allergy. These topics are the subject of this review.

* Research concerning antigenic proteins, as well as sources of latex altemartives, is alsa

summarized. (J Am Acad Denmatol 1998;39:1-24.)

Learning objective: At the completion of this learning activity, participants should have a
clear understanding of the history, biology, epidemiology, mechanism, clinical character-
istics, diagnostic work-up, and treatment of latex allergy. Readers should also have a
greater understanding of multiple potendal allergenic latcx proteins and their importance

in preventing future iaz:x-scnsmz:mon.

HiS’I‘ORY OF RUBBER PRODUCTION

Pre-Columbian sketches depicting natural rub-
ber religious offerings are probably the eartiest
documentation of the use of natural rubber latex
(NRL). The first European explorers to visit
Central America in the 15th century saw local peo-
ple fashioning rubber shoes, balls, and bottles.
Samples of these products were sent to Spain by
the conquistadors. Rubber became an industrial
product in Europe during the late 1700s after
Maclntosh deveioped 2 waterproofing process.!

‘Unfortunately, early rubber products became
brintle under cold conditions as well as sticky with
age. These problems were solved in 1339 when
Goodyear accidennlly discovered vulcanization, a
process that utilizes sulfur to stabilize the elastic

From Dermatology. University of Minnesota and the Veterans Affairs
Medieal Center,

Reprist mquests: Erin M. Warshaw, MD, Depe. 111X Dermatology.
VA Medical Center, 1 Veterans Dr.. Minncapolis, MN $5417.

Copytight © 1998 by the American Academy of Dermatology. Inc.

0190-962/93/35.00 » U 167290031

properties of rubber. Dunlop invented the inner
tube and hollow tire in 1888,! and the first pair of
rubber gloves was made by the Goodyear Rubber
Company in 189G at the request of William Stuart
Halstead of breast surgery fame.? In 1830,

Wickham, a British rubber planter in Brazil, intro-
duced rubber seeds into Asia, now the major sup-
plier of raw latex.3

HISTORY OF RUBBERALLERGY

Twa types of allergic reactions to rubber prod-
ucts are now known: type I (immediate-type) and
type IV (delayed-type hypersensitivity [DTH])
(Table T). The first case of an immediate reaction
to NRL was reported in 1927 by Stermn' who
described severe generalized urticaria caused by a

rubber dental prosthesis. Almest half a century .
later, NutterS reported the first glove-related case

of an immediate-type reaction, contact urticaria.
Soon after, several researchersé-10 established 2
link between NRL glove-induced symptoms and
IgE mechanisms.

549/¢/1 ~AOA~ - 1
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~ Cqnsumer Product Incident Report

Please conltact us about any injury or death involving consumer products. Call us 1oll free at; 1-800-638-8095.

Visit our web site at www.cpsc.gov. O, fill out the form below. send it to: U.S. Consumer Product Safety ‘
Commission/EHDS, Washingten, DC 20207 or fax it to: 1-800-809-0924. We may contact you for further '
details. Please provide as much informalion as possible. Thank you. ;
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Please contact us about any injury oF death involving cansumer products. Call us 1ol free at: 1-800-638-8095.
Visit our web site at www.cpsc.gov. Or, fll out the form below, send it to: U.S. Consumer Product Safely
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Please contact us chopt any injury o death invelving consumer products. Call us toll free at: 1-800-638-8095.
Visit our web site at www.cpsc.gov. Or, fill out the form below. send it to: U.S. Consumer Product Safety
Commission/EHDS, Washinglon, DC 20207 or fox it fo: 1-800-809-0924. We may contact you for further

details. Please prov:de os uch_mformcmon os o ossible. Thank you.

PA 15217

TELEPHOME " . -~

DESCRIBE THE INCIDENT OR MAZARD, INCLUONG DESCRIFmON OF ruumies __ ANAPHYTAYTS , FDEMA ., [IRTTICARTA HBIVES

Stanrant’ atk _the age _af

three. Latex gloves were utillzed in the restaurant. The other above
described symptoms/reactions were the result of his prescence in a room
where balloons existed or had been blown up.. Latex gloves and balloons
are the scariest items for his allerqy. We would like to see all latex
ballioons come with a strict warning. Obviously we feel the same way
about latex gloves. BAN LATEX GLOVES & PRODUCTS IT KILLS! .

Adam's allergy has been confirmed by blood tests which are performed
annually at +he direction of his allergist

VICTMSAGE 6 M worncoed  Anaphylaxis on September 1996
DESCRIBE PROCUCT INVCIVED Latwd_bw

FEOOUCT BRAND NAME/ MANUFACTURER ,‘

1S PRODUCT INVOLYED 57K VATAREY Xs  GNO PRODUCT MOOEL AND SERAL NUMBER

WHEN WAS THE PROCUCT PURCHASED?

Tl'mmWMthMJISU&CM«dM&MM&WMMMGM
Mmuoﬂ\spmtdmhm however, will be disclosed without explicit permission.

} U.S. Consumer Product Sofety Commission

Washington, OC 20207 .5

) 10078
AL MNNY"ATE TLUC EADAL EO0 S1ITTE 1ICE DS oA 1783 CasOal Mﬁﬁﬂoﬂ"‘m s

Consumer Product Incident Report &



/- Consumer Product Incident Report

Please contact us abut any injury or death involving consumer products. Call us foll free of: 1-800-638-8095.
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< My son NaVY
due' to cuiP

.

A
ﬁm&%‘ﬁmﬁéﬁ SR TZARD, INCLUOING GATA CN UUURIES. (e Yecond 7age I fecessary)

Lt. Harold R. Henderson, died on August 29, 1997
lacation from Latex poisoning.

S OATECE ,.Wca NEAR MISS, CETAN

INCICENTES) ¢

INJUAY. —Jarbrex—portsOTTiTTg

£.°IF VICTIM SIFFSRENT FRCM AESAGNOENT, PRAQVIOE

MAME L&, Hareld—R—Hendorson—
RELATIONSHIP _Soq

——oTiT

3. DESCHIFTION CF PROOVC

JCRSPE
:-v' . 3. T

. Use.of later rubber gloves

10, BRAND NAMF

See attached sheet

. 'W- OISTAGUTCR IAHE, ADORESS & PHONE

. .See attached sheet

12, MODE., SEAIAL NO.S

13, CEALER'S NAME, ACCRESS & PHCNE

Ste attached sheet

IX, WAS THE PRODUGT DAMAGED, AEPAIRED CR MOOWELR
- YES NO IF YES. B&CREORAFTERTHE

‘l

usa

AGE e

1%, PROCUCT PURQHASED  HEW
DATE PURCHASED

mm—%ryhnq—bo—m

Cescibe

—————a-&&a—z—e-—-?rvref'f?mf‘t?ter"

18, COES PRCOUCT HAYE WARNING (ABELST
IF SO, NOTE: MO

POISUITITY

WU N0 WU

17. HAYE YU CONTACTED THE MANUFACTURERT

1% IS'I'E_'(_E?‘RCOUCTSTLLAVMLE?
YES_¢x— RO_— YES_y_ NO

YES NO_5¢ F NOT, DO YOU PLAN TO
CONTACT THEM? YES+_. NQ e !FNOT.{;SD!S?OSIBON
OTHER

1% MAY WE USE YOUR NAME WITH THS

13

FOR ADMINISTRATION USE

4. CATE RECEVED

71, RECEVED BY (Nane & Ctfics)

CEEPILL S

L FGULCWUP ACTION.
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Consumer Product Incident Report

R —— -

By filling out the form below and then submitting it. you can report any injury or death involving consumer
products to us, or report an unsafe product to us. We may contact you by mail or by telephone {(not via
internet) for further details or to confirm the information you sent. Flease provide as much information as
possible. Your name, address, and telephone number are optional, but we can't contact you without that
information. You can also report an incident or unsafe product by calling toll-free at 1-800-638-2772.

When filling out the form, use the <TAB> key or your mouse 1o go to the next data area. Use the scroll bar
to scroll down the form. .

Your name: m&y_ﬁg N He nde,r};oﬂ

Your sddress: (805 E . Main,_Fo. Bix 344 X983 3118
City: ¥ e i ' .
@‘&JX—L—‘J ISSUE 23
State: < : -
T AR 02,1698

Zip code: m | ‘ -
Your telephone:‘mz?ﬁ 2733 |

Name o i G e omsbone (L 72 Ffer [d R, Hzidersors, Wavy
vieimstarss (316 X FageanT Ave.

State: @ o |

Zip code: |2 /.29

Victim telephone: /- é _[_%:_2': 35’- T 0E

Describe the incident or hazard, including description of injuries

, 771’;'5 La-s ;l;h) Sons acfcfv*ass < P}\dne, Mo. (I‘)L
Tite of his death auq A9, 1997, Pfease read
All enelosed 1n Cormation which w; ey pla/a, ]

wa'“K'.h U L‘drd COV (Dc,b." L/idkfns‘ - LI’SQ O.r ,395. &/
at LR E)( LLER@V 1;100rrﬁd*):'orw 921*0-.'0. e, in be -

W0
half o  8on. roo \LA; : | '(j(\
alf of My Son , o 447"2/: QL. Leisrs
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; ;

L.

Victim's Age:| L}/

Victim‘s sex .
) Female
GrMale
Date of Incident: a [ l?,’:l:[[ 1997
‘ A
Describe product involved:
‘ i
 1Read _enclosed tMaterial !
Product Brand Name/Manufacturer:
- )

1
L

Is product involved still available?
[ es

- ONo )
Product model and serial number:

~ When was the product purchased? ! R
{ sera 1o co5c | e Form |

This information is collected by authority of 15 U.S.C. 2054 and will be entered into a database by a
Consumer Product Safety Commission contractor. The information may be shared with product

manufacturers, distributors, or retailers. However, no names or other personal information will be disclosed
without explicit permission.

OMB Control Number 3041-0029 - -
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cONSUMER PRODUCT INCIDENT REPORT

_.J

= TELIPMCHE NO {(Home} {#eex) ——
l. MAMZ OF FENW L TeLER
' landerson 816-619-2933
- i&oar Ani | . oY STATE TP CLCE
‘.n Apto B -
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m%%%%”ﬁm SATAZAAD, SCLUOING BATA G FUCAIES, (Lsa Secsnd 7aqe # necassary.]
P My son RavY Lt. Harold R. Henderson, died on August 29, 1997
due to c._.mplacatlon from Latex poisoning.
TS oE =—TF TURY CR NEAR HISS, CBTAN T TF ICTM CIEFCAGNT FriCM RESPGNGENT, PAGYICE
CICENTS) se( . AND DESCRIBE | NAME
8/29 97,\ 'vl’a'I'e"'" E3CFIBS _;.g,_gaze%d_&—f:enée;-s-on;——
s / uuua?_h{._.,a potsorTiT AELATIONSHIP _Son
mw 18, ZFAND NAWF
Use of latex rubber gloves See attached sheet
T, ARG Rar OIS PISUTCA JUKE ACGRESS & PHGNE 2. WCCEL, SSALL NO.S
- . .See attached sheet
- : TL CEALER'S MAME, ACCRZSS & PHCNE
See attachad sheet
T WAS THE PRODOUCT CAMAGED, AEPARED CR MCOIFEDT | 15 PRCCUCT PURCTASED.  NEN : uses
YES NO IE YES, 8EFCAE CR AFTEA THE - | DATE PURCHASED : AGE
WWW -
_Cescribe 18, CCES PECOUCT MAVE WARNING LABELST
e pEAB++—Prum—effectsOi—tatex— |7 SO N 20 '
Wiauuiu\j WU U WY
1T, MAVE YOU CONTAGTED THE MANUFACTURER? TE. 1S THE PRCCUCT STRL AVARABLET | 1%, MAY WE USE YCUR NAME WITH THIS
s REPCRFT .
YES NO 3¢ IF NOT, 0O YOU PLAN TO YES ... MO YES_ 4 MO
CONTACT THEM? YES . NO___. |IF NOT, TS CISPOSITION -
OTHER : |
FOR AOMINISTRATION USE
20. DATE AECSVED "H. RECEIVED BY (Nzme & Cifics) _ T2 COCUMENT NO-
ZL. FCLLGW-UP ACTIGN
: L PRCCUGT CCCES)
I, CLTAIBUTICN 7 _ 5. SNCCRSEA'S MAME & =
Y 54 -
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If you have any changes, additions, or comments you wisn ta
zake concerning your attached resert, plaase zake thea in the
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Mpited States Snale

WASHINGTON, DC 20510-2504

L January 15, 1998

Ms. Mary Ana Heandersoa
P.O. Box 246 ’ .
Drexel, Missouri 64742

Dear Mary:

~ Thank you for contacting my office and relating your concerns regarding latex:
allergies. Hearing your opinions on important issues facing the Congress and the country is
necessary for me to make good decisions about the future of our nation.

I appreciate the opportunity to serve you in the U.S. Senate and to help change the
way Washington does business. The ideas and opinions you have sent me will bea great
help as this Congress formulates new policies for our country. Your information will help
me understand how the issues facing America affect Missourians and all citizens. I will keep
your views in mind as this issue comes before the Congress.

Thanks again for your interest in latex allergies. If you have any further questions or
concerns please feel free to contact me. :

- Sincerely.

John Ashcroft .
United States Senate

JDA:sem
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.PAGE 2,_The Drexel Star_, T}{ufs&ay. September 4, 1997

[6 . Ob'itz;g{ztgs jj ‘

Lieutenant Harold R,
"Hal" Hendzrson

Licstenant Harold R. *Hal®
Henderson RN, BSN, CEN, TNCC,
NC USN/RET, 40, of San Diega,
California, died Friday, August 29,
1997, at the Balbea Naval Hospital.
Lieutenant Henderson, who had besg

|

iniuhm.lthforsomu'mcmhcmﬂt.

of respiratory and cardiac complica-
bons associated with larex allergy,

Suffered & massive heart anack. Foll'

chmpponmwmovcduz:ls ;
Pacific Time, _p.m.l
Lieutenang Henderson, who had

worked at Balbea Madical Centaras -

{an intensive care angd emesgency.
nurse, served in Desert Starm and

: ;‘fmfmnﬂf ¥ accepted into a master’s

Or nursing and communi

balt:h at San Diego SmUnivchg
Hal is survived by his mother Mary”
Ann H and wife, Christine,
The couple's first year annj

was August 4, 1997, He leaves his

children, Cara Jo, Brandpn Panland- .

Harold R. Hendersen Ir., as well a¢ *
sep-children:  Nathaniel and Mat. *
mqw Davis. .Sad]y.Ll Hal Header- *
son died on Hal Jr.'s 9t birtheay, . -

A good soldier, 2 wondzrful man,
a2 loving busband dicd on Friday,
Angust 29, 1997. Lt, Hal Henderson,
a 4Q year old pewly married, ER
nurse, retired Naval Corp Officer had
served with Desert Storm.  Hal died

- becanss he had developed latex al-

lergy from occupadonal exposure 10
latex products. Frequent exposureio”
latex containing products, especially
powdered lalex gloves, is causing
mere and more pecplé 1o become al-

. lergic to latex and many lo go on 10

developdisablingand potentially ife-.,
threatening chronic asthma. Haldied
in a hospital that still used products -
known 10 cause serious, systemic,
lifehreatening allergic reactionsand:
death, yet most of these fiems do not -
carty a waming o product content
-! t l - — - .

Lz. Henderson died from respira--’
tory and cardiac complications that

. can be part of latex allergy, Haldied -

becanse after years of medical apathy

. and disteliaf that something as simple * »

and sezmingly innocent as a balloon |

cra.htnglaveco&ldcauséaﬁ.fa{.f
threatening reaction, becauss some+=

of those gearing him failed 10 give

this ablergy and it's potential o bea ©

progressive condition, proper agtea- -

tion, his ence stropg, military-bosed .f :

body had had encugh.

Tt. Henderson had been forced o .

3

give up his career in nursing, was -

unable to continue his service to ther,
military, but remianed optimistic that -

he could preveat others from becom-

ing latex allergic. Hal worked tiros !
&ynamﬂmﬁnﬁmnf«w:;
TIC Ine. His membersofthe Califee--
. nis Congress, Randy "Duke® Cun-
ningham (51st District) and Bob -3
-Filner (SOt District) resulied in 2 ::
- pew awarenessof tie scriousnessand 3
the potential for progressicn of tis . j

. = . Hal's many soccesses will coge. ”
tinue to reeeive aitenticn, hisspiritof; © &
public service is one to be admired -

. and emulated. He wanted samuchto -,
peovent cthess from having 10°30 .

“Trrough the same needless loss of

coreer, health and self.steem, thathe
®d. Hal, the members of ELASTIC,

tust ycur wish; 10 prevent others -
- PP———— . »" [

trcm sufiznng from latex allergy, as
you have, will be granted, - It is cur
pledge 0 coctinue your werk, to
‘continue Lo INCTeASC awareness, in-
‘fermand educate. Perhaps your tragic
and needless death will cpen the eyes
of thcse who doubt, maybe this new-
found zwareness and a nudge from:.

" an ange! ontwo, will allow youwr wish”

-10 be beccme reality.
~ . Hieotepant Henderson, & soldier
‘cu earth, now a soldier of God. Hal
‘ Herderson, son 10 Mary Ann, loving
. busband 1o Cheistine, devoted father
to Cara Jo, Brndon Paul and Hal Jr.,
stzp-fatkerto Nathaniel and Manhew,
Swedfast friend o so meany, ER and
- ICU borse;. saving lives and sefe-
guarding the beslth of countless pa-
tiznls, now a geardian angel, watch-
*. ing from the beavens,
Hal, you are sorely missed, but
your spirit and light will always be.
, preseat in oar bearts.

. A‘Tribute to a Falléen -
> i3 Cofarade -
.- Fis w33 just 2 namie 10 me;.

. b for we-never-did formally meet.

;Mﬁgoa!inﬁfcwas:om_ the world

i)
SELTT T s .

* :But2s timé wenton ke became so ill.
» Abere wam't oo much hope.

" Hisheart was weak, his hmge wezen't
"L smeng L. e :
fr{:lfsbodyjus:cm.!dp’mopc.

¥
Loe e

- we lost 2 comrads and guide,
But ez we work tloward latex cafe. -

s Bellalwaysdeby ourside.

* "R auus et

:,Agcii&%&md-'_. weloste .~ -
5 8 huskend: 3 father, 3. som,

 He itght oy el, s geatle man

i o vl vcatmally be on-

LR RN P

“Herd'w'h you, Hal Henderscn, .

i anuse) alexder, 8 friend, -

f

L

‘Ew!'..'j.
C I
b

Sederforanend. |
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‘ekewes the Mititary sdviscr for
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' Fal Fnderson died August 29, 1997. 5
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