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Wo certainly scknowledge that a certain percentage of the population has allergic reactions to
natural rubber fatax and that such individuels need to be nformed Jf products that contan latex
That nesd must be balanced, however, against the giocbal, public health imperative to stop tho
spread of HIV. In the absence of an effective HIV vaccine, the sustained usage of condoms is
the most effective way to siop the spread of HIV among sexually active people Declaring latex
condoma in effect hazardous substances, and having waming fabels to that effact, may scare
people away from using condoms. For most of these peaple, a latex condom Is in fact harmless
Unprotected sex, however, ls not hannless when it laads to HIV infection.

in protecting people who are aliergic to natural rubber latex, we urge the Commission not to
undarmine the global, public health goat of stopping the spread of HIV infaction.

S "
W\/\/‘\A
Ronald S. Johnso
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Dear Ms. Dunn:

We are pleased to submit these comments on behalf of Bridgestone/Firestone, Inc.
(hereafter “BFS”), a major manufacturer of important and useful products produced from
natural rubber latex, in response to the petition to designate natural rubber as a “strong
sensitizer” under the Federal Hazardous Substances Act (FHSA). BFS respectfully
opposes the petition submitted by Ms. Adkins in part because it is legally insufficient on
its face. The petition asks the Commission to declare natural rubber a “strong
sensitizer.” Petitioner requests promulgation of a rule that 1) natural rubber be subject to
FHSA labeling requirements and 2) that natural rubber be considered a “banned
hazardous substance” inasmuch as it is contained in toys or other article intended for
children. However, the petition lacks the requisite evidence or other supplementary
materials to make out even a prima facie case that natural rubber is a hazardous substance
within the meaning of the FHSA.

Before turning to a discussion of the reasons why the petition fails to meet the
legal standard set by Congress and the Commission to act on Petitioner’s request, we
provide below some background on the Company, and on the range of products made
from natural rubber, to assist the Commission in its review.
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Background

BFS is a major manufacturer of tires and other products made from natural
rubber, typically using the “dry” form of natural rubber, many of which are not
“household” products as that term is defined. Many other commenters have pointed out
the distinctions between the dry and dipped forms of natural rubber, so we will not repeat
those distinctions here. Nevertheless, it is worth noting that natural rubber, in either dry
or dipped form, may be used in a vast array of household or industrial products, in
varying amounts, and in varying applications, many of which may involve no potential
exposures fo consumers, Natural rubber is used in tires, of course, as well as in hoses,
seals, and a variety of automotive and other molded rubber products. It is used, for
example, in mats and other nonskid surfaces. It is used in shoes and in rubber stoppers.
It is used in foam bedding, elastic, household gloves, toys, sports equipment and
children’s products, like nipples and pacifiers. It is used in industrial applications, like
conveyor belts, coatings, adhesives, roofing materials, and asphalt. Natural rubber is also
used in various medical applications subject to the jurisdiction of the federal Food and
Drug Administration (FDA), like catheters and gloves. Many of these products are
manufactured and sold by small businesses.

Natural rubber and products made from natural rubber provide extraordinary
value to consumers. Tires, of course, are essential to a mobile society. Natural rubber
car bumpers and automotive products often offer added safety. Medical products made
from natural rubber offer recognized barrier protection to protect medical workers and
others from blood-borne diseases like AIDS or hepatitis. Natural rubber roofing products
help maintain the integrity of the roofing system, extending the useful life of the system
by maintaining system integrify and water-tightness. Natural rubber elastic is used in
underwear and sports and other apparel. In short, consumers are likely to encounter a
variety of products made with natural rubber every single day.

1t is also worth noting that natural rubber is a sustainably produced product.
Rubber trees are a renewable resource, and grow only in certain regions of the world
close to the equator. Rubber trees are an important cash crop, offering opportunities for
Jjobs in areas of the world where few employment alternatives exist.

BFS is a strong believer in principles of sound risk assessment. Individuals need
to be protected from significant hazards to which they may be exposed. In making
decisions about risks, of course, government agencies must act to prioritize and to
address known risks, applying accepted risk assessment principles in conformance with
statutory mandates and accepted scientific standards. In this case, the FHSA establishes
the standard that must be applied by the CPSC in considering this request. As we note
below, the petition fails to meet the FHSA requirements so as to grant Petitioner the relief
she seeks. The petition fails to establish that natural rubber is a strong sensitizer in any
and all forms (dry or dipped) in which it may be present in a product, in any and all
amounts, and in any and all household products subject to the CPSC’s jurisdiction. The

KELLER AND HECEMAN 1LLP
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petition certainly cannot justify what would in effect be a sweeping set of new labeling
requirements, and a possible complete ban on an array of useful children’s products.

Such a ban could encompass not just toys, pacifiers, and the like, but also any product
containing natural rubber elastic, like underwear and other clothing, or natural rubber
adhesives, intended for use by children. Further, imposition of such rules would certainly
require a complete evaluation under the provisions of the Small Business Regulatory
Enforcement Fairness Act (SBREFA) given the large number of potentially affected
products and many businesses (including small businesses) which make those products.

L The Legal Standard

For natural rubber to be deemed a hazardous substance under the FHSA, as
Petitioner requests, it must meet a two-part test. Petitioner must show, under FHSA

§§ 2(H (1)(A)(v),(vi), 2(k), that:

1) Natural rubber is a “strong sensitizer”; and
2) Natural rubber causes substantial illness as a proximate result of its reasonably
foreseeable use.

Natural rubber must satisfy this two-part threshold definition before it, or any specific
household product containing it, can be considered to be “banned hazardous substances™
under FHSA § 2(q)(1) or, if improperly labeled, “misbranded hazardous substances”
under FHSA § 2(p). The products containing natural rubber, of course, must meet
FHSA’s implicit jurisdictional threshold as products “intended, or packaged in a form
suitable, for use in the household or by children.” FHSA §§ 2(p), 2(q)(1). Items outside
the FHSA’s jurisdictional scope include foods, drugs, medical devices and cosmetics
subject to the Federal Food, Drug, and Cosmetic Act; industrial products; and products
not otherwise intended for household use as defined by the statute (like tires, which are
subject to regulation under the National Highway Transportation Safety Act (NHTSA),
the Department of Transportation (DOT) and the Environmental Protection Agency
(EPA)).

A, Definition of a “Strong Sensitizer”
Section 2(k) of the FHSA defines the term “strong sensitizer” as follows:

[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
Secretary. Before designating any substance as a strong sensitizer, the
Secretary, upon consideration of the frequency of occurrence and severity
of the reaction, shall find that the substance has a significant potential for
causing hypersensitivity.
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FHSA regulations, in turn, both supplement the statutory definition of “strong
sensitizer” and clarify particular terms within it. Under the regulations, the Commission
must consider any or all of the following ten factors (where available) in determining that
a substance is a strong sensitizer:

1. Quantitative or qualitative risk assessment;

2. Frequency of occurrence and range of severity of reactions in healthy or
susceptible populations;

3. 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 or to a chemical that
metabolizes or degrades to form the same or a cross-reacting substance;
The threshold of human sensitivity;

Epidemiological studies;

Case histories;

Occupational studies; and

0.  Other appropriate in vivo and in vitro test studies.

ook

S eeNa

16 C.F.R. § 1500.3(c)(5)(i)-

As risk assessment methodology has evolved, it is clear that these factors must be viewed
in combination as part of the overall scientific evaluation of whether a substance has a
“significant potential for causing hypersensitivity.” And, of course, a risk assessment is
not complete unless it takes into consideration the performance, safety and other benefits
of the substance or product sought to be regulated, especially where a proposal to
designate an article or substance as a banned hazardous substance is at issue. FHSA

§ 3.

“Severity of reaction™ in section 2(k) of the FHSA means, at a minimum, a
clinically important allergic reaction. 16 C.F.R. § 1500.3(c)(5)(iii). “Significant
potential for causing hypersensitivity” is a relative term. The Commission’s
determination may rest “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.” 16 C.F.R. § 1500.3(c)(5)@iv).
While the extent to which an individual may exhibit, based on some test, a degree of
possible sensitization to a substance is a factor to consider, a much more important factor
is the rate of clinically observable reactions to the substance reported. It is often the case,
as with natural rubber, that the actual rate of clinical response is significantly lower than
the number of people who test positive for some sensitization response, as some
commenters have made clear.
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B. The Meaning of “Substantial Personal Injury as a Proximate Result of
Any Customary or Reasonably Foreseeable Use”

FHSA regulations make clear that “substantial personal injury” means any
significant injury. 16 C.F.R. § 1500.3(c}7)(ii). “Proximate result” means a result that
follows in the course of events without an unforeseeable, intervening, independent
cause.” 16 C.F.R. §1500.3(c)(7)(iii). By “reasonably foreseeable handling or use,” the
statute, as the Commission interprets it, includes “the reasonably foreseeable accidental
handling, not only by the purchaser or intended user, but by all others in a household,
especially children.” 16 C.F.R.§ 1500.3(c)(7)(iv). The extent to which thereis a
clinically observable response, the severity of the actual response, and the likelihood of
recovery upon removal of the exposure source, are important factors.

I1. The Petition Lacks The Evidence Required to Make a Prima Facie Case
Justifying the Proposed Rule.

Petitioner’s letter suggests that because the FDA has issued a rule regarding
natural rubber medical devices and because “nonmedical natural rubber gloves and other
consumer products are beyond the FDA'’s jurisdiction,” it automatically follows that the
Commission should promulgate the rule she proposes. Petitioner’s Letter, 3. The
petition itself, however, provides no evidence as to why the FDA’s rulemaking on natural
rubber should serve as a proxy for a similar CPSC rulemaking regarding these “other
consumer products.” The petition fails to demonstrate why these products qualify as
strong sensitizers under the FHSA that should be labeled or banned.

Petitioner provides the front page of one medical journal article. The article
estimates that two percent of the general U.S. population has a sensitivity to natural
rubber, although it is not at all clear of this, what percent experience clinical symptoms.
The article shows that rubber latex allergy has affected certain occupational or surgically
affected groups of persons — health care workers, rubber industry workers, and persons
who have undergone multiple surgeries, particularly those with spina bifida. These
groups’ exposure to natural rubber occurs through product outside the household,
however; namely, medical devices or products and industrial products. CPSC lacks
jurisdiction under the FHSA to issue a rule with regard to natural rubber applicable to
such products.

The article does provide a list of some 19 household products or product
categories that contain natural rubber in either dry or dipped form, and it mentions in
passing that anaphylaxis has occurred, presumably as a result of contact with three of
those products. However, neither the article nor Petitioner provides any further
information about the number of persons who suffered latex allergy reactions in those
cases, the medical or occupational background of those persons, or whether they had
special risk factors. If one puts to one side the tiny minority of persons who previously
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have been occupationally or surgically exposed and sensitized to natural rubber —
situations already addressed or being addressed by the FDA and OSHA — the article
certainly does not suggest that serious allergic reactions to natural rubber in household
products are a common phenomenon or, indeed, a phenomenon of such frequency in
susceptible or healthy populations so as to justify designation as a “strong sensitizer”
under the FHSA.

Also included in Ms. Adkins’ petition are 11 incident reports. Two appear to
involve the same person, a 57-year-old female from South Dakota. Her occupational and
medical histories are not provided. She apparently is sensitive to latex balloons and food
worker gloves. Three reports come from the same 34 year-old female from New
Hartford, Connecticut. Her occupational and medical histories are not provided either.
She has apparently suffered allergic reactions to balloons, carpet runners, and her
husband’s work boots. Thus, the petition actually provides documentation from or about
eight persons in total who contend that they suffer from allergic reactions to natural
Tubber.

Three of the remaining six complainants are identified as nurses who acquired
their sensitivity from on-the-job exposure to medical devices containing natural rubber,
including surgical gloves. One, Lt. Harold Henderson, who died in 1997, was a trauma
nurse in the U S. Navy with intense work experience in the emergency room and
intensive care units.

Two reports involve children. “Adam™ from Pittsburgh is a six-year-old child
whose anaphylaxis once manifested itself at the age of three ostensibly as a result of latex
gloves used in a restaurant. The report says nothing on how Adam was sensitized and
gives no other details on his medical or environmental background. Denise Odenbreit
was a 13 year-old girl who died, tragically, after she went into anaphylactic shock after
blowing up a balloon. It is probable that Denise, with a family history of allergies to
begin with, apparently became sensitized to latex during a prior hospital stay for asthma
when she blew up surgical gloves for fun,

Finally, a 50 year-old woman reports she allegedly suffers severe eczema
ostensibly as a result of natural rubber in undergarments. No medical or occupational
history was provided.

In short, the petition provides one medical journal article that shows that natural
rubber sensitivity is restricted to very narrow occupation or other groups and eight reports
extremely thin in the kind of scientific detail mandated by the FHSA. The petition
provides no other data, however, about the frequency of allergic reactions arising from
exposure to household products containing natural rubber; no data about the threshold of
exposure required to develop natural rubber sensitivity, including data on duration of
contact, the amount of natural rubber protein concentration, and the mode of exposure; no
data about the bioavailability or potency of natural rubber in such household products; no
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true individual case histories; and no qualitative or quantitative risk assessment showing
that exposure to household products containing natural rubber has a “significant potential
for causing hypersensitivity.” The petition makes no showing that natural rubber in such
products, regardless of the amount of natural rubber contained in the product and without
regard to natural rubber protein bioavailability, causes illness as a direct result of
customary or foreseeable handling of such products. Indeed, the Petitioner has submitted
information for the record noting that some products are made using additional chemicals
which may be implicated in some reported allergic responses.

Information submitted by other commenters point to the fact that the more severe
allergic reactions to natural rubber primarily occur with exposures associated with some
sort of health care situation, often involving subcutaneous exposures. BFS is a member
of the Rubber Manufacturers Association (RMA), and supports the comments they
submitted, particularly regarding the absence of allergic responses in worker population.
It is noteworthy that BMS itself has, in its entire 100-year history of operations, received
very few complaints from 1ts workers about adverse reactions to natural rubber in the
course of their work for the Company, and the majority of those complaints have been
determined to result from exposure to something other than natural rubber. Further, in
the past seven years, the Company has had no such complaints.

III. Conclasion

The substances currently listed as “strong sensitizers” were so designated by a
department that previously administered the FHSA, the Department of Health, Education,
and Welfare (HEW). HEW not only evaluated the available scientific information to
assess whether the substance qualified as a “strong sensitizer,” but also considered the
amounts of the substances in question that may be contained in household products as
part of the designation process. This is'based on HEW’s obvious recognition of the fact
that toxicity — in this case, a type of allergic reaction — is inextricably tied to exposure.
Risk assessment thinking about possible allergens has evolved even further since then.
Increasingly, not only is the amount of a substance present in a consumier product an
issue to consider, but more importantly, whether any of the material, and if so, how
much, is bioavailable so as to cause the complained-of reaction.

The evidence is lacking to suggest that significant numbers of consumers are
suffering clinically significant reactions to natural rubber in household products.
Petitioner, however, requests that all forms of natural rubber, in all household products,
in any and all amounts, be designated as a strong sensitizer, and that all toys or other
children’s products containing natural rubber be designated as “banned hazardous
substances.”™

'As an aside, we note that if the Commission were somehow to act favorably on the
petition and promulgate the sweeping, unsupported rule requested, one sure result would
be a torrent of exemption requests under 16 C.F.R. § 1500.82.
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We do not believe, therefore, that Petitioner has provided sufficient, specific
evidence to show that natura] rubber meets either definitional prong of a “hazardous
substance” under FHSA § 2(f), much less to justify the broad rule that Petitioner
proposes. The petition simply fails, as required, to “set forth facts which establish the
claim that the issuance of . . . the rule [she requests] is necessary.” 16 C.F.R. §
1051.5(a)(4).

Respectfully submitted,
Sheila A. Millar

Eric H. Singer
Counsel for Bridgestone/Firestone



1

Allegiance Healthcare Corporation
1430 Waukegan Road

McGaw Park ilinois  60085-6787

847-689-8410
b
June 21, 2000 33
E %
VIA FEDERAL EXPRESS z M %ﬁ
S 3
Office of the Secretary - 0
Consumer Product Safety Commission -
Room 502 T :fL
4330 East-West Highway s =
Bethesda, MD 20814 — =
=

Re:  Petition HP 00-2, Petition on Natural Rubber Latex

Dear Madam Secretary:

?

Allegiance Healthcare Corporation (“Allegiance™) is pleased to have the opportunity to
submit these comments to the Consumer Product Safety Commission (“CPSC”). For the reasons
set forth below, Allegiance urges the CPSC to deny the petition submitted by Debra Adkins on
January 18, 2000 (“Petition”), requesting that the CPSC issue a rule declaring that natural rubber
latex (“NRL"), and products containing NRL, are “strong sensitizers” within the meaning of the
Federal Hazardous Substances Act (“HSA”).!

Allegiance takes very seriously the reality of latex allergy. However, we oppose the
Petition to declare NRL a strong sensitizer or “hazardous substance” because NRL does not meet
the statutory requirements necessary to classify it as either one. The scientific evidence is clear
that very few people in the general population are adversely affected by NRL despite the fact that

NRL has long been ubiquitous in daily life. For those few who react to NRL at all, most
reactions are mild and manageable and do not resuit in “substantial injury or illness” as defined
by the HSA. Moreover, granting the petition carries the potential to stigmatize NRL in its many
medical and public health uses where its unique high-quality barrier properties are among the

'The relief sought in the Petition is somewhat unclear. We construe the Petition as requesting a
rule declaring NRL a “hazardous substance” and “banned hazardous substance,” as defined in

the HSA.
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most valuable and effective protections against the spread of potentially deadly bloodborne
diseases.

L INTRODUCTION

From underwear to pacifiers, from condoms to shoes, it is estimated that as many as

40,000 types of consumer products may contain NRL. Given the omnipresence of NRL, the
Petition asks the CPSC to promulgate a regulation that will reach into every nook and cranny of
American life. Allegiance recognizes that some people -- a small portion of the population -- are
allergic to NRL. Most people have no allergy to NRL. Even for those who may have an NRL
allergy, the vast majority of these individuals will experience mild hay fever-like symptoms or a
mild skin rash Only in the rarest circumstances will an individual experience a more severe
reaction.

The Petition’s effect threatens to be drastic and far-reaching. Essentially, the Petition
asks the CPSC to declare NRL a “hazardous substance.” Under the HSA, this potentially could
ban most or all NRL-cortaining consumer products intended for use by children. Such a finding
would limit the availability of pacifiers, diapers, baby bottles, and other essential consumer
products. Granting the Petition could mean that only non-NRL children’s products could be
sold. The CPSC should not grant this petition; even if it does, the economic impact to consumers
from this restriction of choice should be quantified. A ban that may affect many thousands of
consumer products would be costly and unnecessary, given how few people suffer adverse
effects.

II. ALLEGIANCE
Allegiance manufactures or distributes over 300,000 medical, surgical, and laboratory
products to hospitals and other healthcare providers. Some of these products contain NRL.

Because of the potential for allergic and non-allergic reactions to NRL gloves, Allegiance has
been a leader in a national educational campaign on NRL allergy and has designed public service
educational activities to address NRL allergy management and healthcare worker safety,
including seminars and educational video-tapes. We have sponsored education and training
programs for healthcare wotkers. We have held hundreds of seminars for hospitals and
healthcare workers across the United States and abroad, and we offer a continuing education



video series on NRL sensitivity. We offer a glove management program that helps hospitals
choose the right glove for the right purpose and provide clinical counseling by registered nurses.
This program facilitates the identification of different reactions that glove users or patients may
experience.

Allegiance has also cooperated with federal authorities, including the U S. Food and
Drug Administration (“FDA™), to develop scientifically sound technology and standards that will
minimize potential reactions to NRL. Aliegiance supports the FDA’s labeling requirements for
latex-containing medical devices, and we were one of the first companies to begin labeling latex
containing medical devices, before the FDA made such labeling mandatory > We share the
laudable goal of minimizing allergic reactions to NRL, but the Petition would stigmatize NRL

without scientific or medical justification.

IIL. NRL MANUFACTURING PROCESS
The Petition pertains to a product that occurs naturally and has been used to greatly

benefit the public for many decades. NRL comes from rubber trees (Hevea brasilzemzs).-
Rubber trees are typically grown on rubber plantations that contain thousands of trees. Rubber is
tapped from the trees in a manner similar to how maple syrup is tapped - the tree produces raw
latex and the raw latex is gathered in cups strapped to the rubber tree. Rainfall amounts, seasons,
temperature, and soil composition all affect the latex produced by the rubber trees. After the raw
latex is collected from the rubber tree, it is centrifuged and ammoniated.

The manufacturing process for NRL products differs according to the product. In the
case of NRL gloves, the ammoniated latex is delivered to the manufacturing facility, where it is
mixed with additional ingredients to stabilize the latex. Latex glove manufacturing lines contain
hand-shaped glove formers (sometimes cafled molds). The formers are typically made of
porcelain. The glove formers move along the manufacturing line and are dipped, leached and
rinsed for precise periods of time in stainless steel tanks containing cleaning solutions,
coagulants,’ latex compound, water and slurries (which apply powder and silicone to make

221 C.F.R. §801.437 (1999).

3 Coagulant (“coag”) is a solution generally comprised of salts and either water or alcohol as the
carrier and calcium carbonate as a form release agent. The purpose of coagulant is to break



gloves easier to put on and take off). Next, the formers are heated in ovens for a precise period
of time at specific temperatures. These ovens cure the latex on the formers and allow the gloves
to form.

After the latex gloves have been cured, the gloves, still on the formers, are leached and
rinsed in water tanks. This crucial step reduces the amount of latex proteins and allergens in the
gloves. Because proteins and allergens rise to the surface of the gloves as a result of the curing
process, many of them can be removed by leaching or rinsing the gloves for controlled periods in
temperature-controlled water. However, not all proteins can be removed because they stabilize
the latex and prevent the premature coagulation of the rubber particles, thereby providing a
significant benefit in the manufacture of latex gloves. By preventing premature coagulation, the
latex can be applied to the glove formers in a smooth, uniform manner, which decreases the
likelthood of pinholes and insures that the gloves provide maximum barner protection.

After leaching and rinsing, the gloves enter a cooling oven for drying. Non-powdered
gloves are then “blown down” from the formers with high-pressure air and stripped from the
formers. Powdered gloves remain on the formers while they are dipped in a liqud powder mix
and then blown down and stripped. This process, in addition to removing the glove from the
former, inverts the glove putting the powdered surface on the inside Certain non-powdered
gloves are then sent off-line for chlorination. Once these processes have been completed, the

gloves are sent for packaging, sterilization and marketing.

IV. REGULATION OF NRL BY OTHER AGENCIES

Over the past decade several governmental bodies have addressed the NRL issue,
including the National Institute of Occupational Safety and Health (NIOSH), The Centers for
Disease Control and Prevention (CDC), and the Occupational Safety Health Administration
(OSHA). All of these agencies have issued recommendations to educate and reduce the risk of

latex allergies. However, the FDA has been most active in this area. NRL medical gloves are a
“medical device” under the Federal Food, Drug and Cosmetic Act of 1990 and are subject to
FDA regulation. * Since 1998, the FDA has required labeling statements on medical devices

down the electrical forces holding the rubber particles in suspension in the latex so gloves can be
formed.

421 US.C. §301, et seq. (1999).
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containing NRL that contact humans, including device packaging.® In addition, on July 30,
1999, the FDA published a proposed rule applicable to surgeon’s and patient examination gloves
which, among other things, would establish recommended maximum powder and protein levels
for surgeon’s and patient examination gloves.* The FDA has also published a related 250 page
draft “Medical Glove Guidance Manual,” which gives a technical explanation of the methods for
manufacturers to use to comply with the new regulations.’

The FDA requires content labeling to inform users that medical devices or their
packaging contains NRL, but the agency was careful not to create fear that NRL was in any way
hazardous. In its 1997 final rule, the FDA stated, “[t]he benefits of devices that contain natural
rubber are well established, and the agency does not intend to discourage their use by persons
who are not sensitive to natural rubber. Therefore, the agency will not require the labeling

statement to recommend the use of rubber-free devices.”®

V. SENSITIZATION vs. ALLERGIC REACTION

There is a very important distinction between sensitization and allergic reaction, and this

distinction should be kept in mind throughout the present analysis. Many sources mistakenly use
the terms sensitization and latex allergy interchangeably, which is inaccurate and confusing
The following is a brief overview of the distinctions between the two terms.

A Sensitization

Dr. Charles E. Reed, Emeritus Professor of Medicine, Mayc Medical School, recently
informed members of Congress that "[t]he mere presence of IgE antibody to rubber allergens
does not mean disease."’ Dr. Reed further stated that "[m]any healthcare workers with IgE

5 Natural Rubber-Containing Medical Devices; User Labeling, 62 Fed. Reg. 51,021 (1997).

6 Surgeon’s and Patient Examination Gloves, 64 Fed. Reg. 41,710 (1999) (to be codified at 21
C.F.R. pts. 801, 878, 880) (proposed July 30, 1999),

7 Food and Drug Administration, Medical Glove Guidance Manual (Draft released for comment
on July 30, 1999).

® 62 Fed. Reg. at 51,026.

® Do OSHA's Actions Confuse or Clarify: Hearing on Latex Allergies and the Healthcare
Industry Before the Subcommittee on Oversight and Investigations of the House Committee on
Education and the Workforce, 106" Cong. at 2 (1999) (statement of Dr. Charles Reed, M.D.).



antibody do not have disease upon exposure."'® Similarly, the "Annals of Allergy, Asthma &
Immunology” recently published a study by several well-respected scientists who reported that
"many and often the majority of subjects with IgE to a given allergen may not manifest clinical

rmctivity.“I !

The number of people sensitized to NRL allergens is much higher than the number
of people who actually experience allergic reactions. The term semsitization refers to the
presence of IgE antibody in response to a particular antigen. The mere presence of the IgE
antibody in an individual does not mean that individual will ever experience an allergic reaction
to NRL. (See Appendix) (Sec. I). Therefore, equating latex sensitization with actual latex
allergic reactions overstates the prevalence of allergic reactions because many sensitized
individuals do not react when exposed to latex.

B. Allergic Reactions

It is important to understand not only what latex allergy is, but also what it is not. It is
not sensitization. It is not contact irritant dermatitis. And it is not a Type IV reaction. As
previously stated, NRL allergy is in fact no different than any other common allergy. There are
three main types of reactions to NRL-containing products: irritant contact dermatitis; allergic
contact dermatitis; and immediate hypersensitivity.'? Irritant contact dermatitis is rof an allergic
reaction (i e., is not an immune-mediated reaction). Allergic contact dermatitis, otherwise
referred to as chemical allergy, or Type IV delayed sensitivity, is nof an allergic reaction to NRL
Rather, it is a reaction to the chemicals that may be contained in the product, : e., accelerators,
preservatives, colorants, or other additives. Irritant and allergic contact dermatitis are much
more common reactions to NRL than a Type I reaction, discussed below. Allergic contact
dermatitis is diagnosed by skin patch testing.

Finally, immediate hypersensitivity, also referred to as Type I, IgE-mediated reaction, is
the only true allergic reaction to NRL. Type I hypersensitivity reactions may manifest as
urticaria, asthma, allergic thinoconjunctivitis, and rarely, anaphylaxis. Many people who think

10 Id

1 A. Saxon, et al., Prevalence of IgE to Natural Rubber Latex in Unselected Blood Donors and
Performance Characteristics of AlaSTAT Testing, 84 Annals of Allergy, Asthma and
Immunology 199, 203 (2000) (Research supported by Allegiance).

12 See Saxon, supra, at 203.



they are “latex allergic™ are actually experiencing dermatitis or Type IV reactions, which are not
true NRL allergies. Atopy (history of allergic rhinitis, asthma, or atopic dermatitis) is a risk
factor for developing NRL allergy, as is allergy to cross-reacting foods, such as banana, kiwi,
avocado, and chestnut,”

Individuals who are allergic to NRL react to allergens found in NRL. These allergens are
proteins contained in NRL, but not all proteins are allergens. In reality, a very small number of
individuals will ever have a Type I, immediate IgE-mediated response to natural rubber. Most
people who do have such a response will have symptoms no more severe than those associated
with hay fever.

Petitioner attached Consumer Product Incident Reports that reported individuals
experiencing anaphylactic symptoms from being in a2 room with NRL balloons. A serious
reaction of that kind typically cannot be triggered by mere inhalation exposure. In fact,
anaphylaxis occurs primarily in patients during surgery or medical examinations, when the
allergen is introduced into the blood circulation through injection, absorption through serous

4 Therefore, more severe reactions to NRL will not

surfaces or the gastrointestinal mucosa.
result from “customary or reasonably foreseeable handling or use,” of an NRL-containing

consumer product as defined by the HSA.!*

V1. FEDERAL HAZARDOUS SUBSTANCES ACT

The standard the FDA uses for determining whether a medical device warrants cautionary

labeling is much different than the criteria enumerated in the HSA for consumer products The
fact is that NRL is neither a hazardous substance nor a strong sensitizer, and regulation of NRL-
containing products by the CPSC therefore would be inappropriate.

In effect, the Petition asks the CPSC to make a finding that NRL is a “hazardous
substance.” This classification requires a showing that:

13 NIOSH Alert, “Preventing Allergic Reactions to Natural Rubber Latex in the Workplace” at 4
(1997).

" Reed, supra, at 3.
1515 U.S.C. §1261(f) (1999).



(1)  the product is toxic; corrosive; an irritant; a strong sensitizer;'® flammable or
combustible; or generates pressure through decomposition, heat or other means;
and

(2) the product can cause “substantial personal injury or substantial illness" during or
resulting from customary or reasonably foreseeable handling or use."’

A. NRL is not a Strong Sensitizer

For the reasons detailed below, NRL is not a “strong sensitizer” as defined by the HSA,
All studies agree that the overwhelming majority of the population is not even sensitized to NRL.
Most of the small number who are sensitized will never have any actual allergic reaction to NRL.
For those few who do have true allergic reactions, the reactions are usually mild, moderate, and
manageable.

The HSA defines a “strong sensitizer” as a substance that causes hypersensitivity'? “on
normal living tissue through an allergic or photodynamic process,” which hypersensitivity
becomes evident on reapplication.'” In assessing whether a sensitizer -- i e, a substance that
may {or can) induce an allergic response — is “strong,” the CPSC must consider “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 and the
potency or bioavailability of sensitizers, . . .™* This statutory definition of “strong sensitizer” is
much different than the medical literature’s definition of “sensitization” as discussed in Section
V above. The two cannot be equated.

Other factors to be considered include data on reactions to a cross-reacting substance or
to a chemical that metabolizes or degrades to form the same or a cross-reacting substance, the

threshold of human sensitivity, epidemiological studies, case histories, occupational studies, and

1615 U.S.C. § 1261(k).

1715 U.S.C. § 1261(f)(1)(A)-

18 To determine whether a substance causes “hypersensitivity,” the CPSC will, on a case-by-case
basis, consider factors such as the substance’s chemical or functional properties, documented
medical evidence of allergic reactions, and/or susceptibility profiles. See 16 C.F.R. §
1500.3(c)5)(iv) (2000).

1915 U.S.C. § 1261(k).

20 16 C.F.R. § 1500.3(c)(5)(ii).
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other appropriate in vivo and in vitro test studies. Moreover, for a substance to be a strong

sensitizer, it must cause a “clinically important allergic reaction.”

Although the legislative history on the HSA is sparse, Congress clarified that the
definition of hazardous substances under the HSA was not intended to include substances where
the hazard is minor when comparing the risk or chance of injury to the degree of injury that is
probable or possible. # Furthermore, Congress, in enacting the HSA, intended to require
precautionary labeling, “which is meaningful and will be observed by the user, but not to require
labeling on so many of the things that go into a household as to invite carelessness and the
ignoring of precautionary statements on substances which present substantial hazards,™*

If the CPSC were to declare NRL a hazardous substance, labeling would be required on
consumer products within CPSC’s jurisdiction. An average household uses hundreds or
thousands of NRL-containing consumer products that would either be banned or require labeling,
for example, rubber bands, carpeting, bicycle handgrips, swimming goggles, racquet handles,
shoe soles, expandable fabric on waistbands, dishwashing gloves, hot water bottles, balloons,
pacifiers, baby bottle nipples, pacifiers, masking tape, and numerous adhesives Consumers use
these household items on a daily basis and would be tempted to ignore a ubiquitous warning
label, thereby inviting precisely the carelessness and dismissal of precautionary statements that
Congress intended to prevent.

1. Codified Strong Sensitizers

In 1961, only five substances were codified as strong sensitizers as part of HSA’s
implementing regulations: (1) paraphenylenediamine (and products containing it), (2) powdered
orris root (and products containing it); (3) certain epoxy resin systems; (4) formaldehyde (and
products containing 1% or more of formaldehyde); and (5) oil of bergamot (and products

]

2 16 C.F.R. § 1500.3(5)(iii).

2 S Rep. No. 1158, at 11 (1960).
1



containing 2% or more of oil of bergamot).*® In the forty years since, neither the FDA nor the
CPSC has declared any other substance “a strong sensitizer.”

NRL is clearly distinguishable from all five substances listed as strong sensitizers. Three
of the five substances listed (paraphenylenediamine, certain epoxy resin systems, and
formaldehyde) are toxic chemicals that are listed as sensitizers under the heading “acute health
hazards” in The Sigma-Aldrich Library of Regulatory and Safety Data.

Oil of bergamot and powdered orris root are both botanicals used in perfumes and
cosmetics. Oil of bergamot is a photosensitizer, not an allergen, which magnifies the effects of
ultraviolet light on the skin. Powdered orris root, mostly found in cosmetics, was regarded as an
important cause of allergic symptoms. Little information can be found on this substance, as
cosmetic manufacturers virtually discontinued its use due to its extreme allergenicity. NRL is
clearly distinguishable from powdered orris root because NRL is ubiquitous and harmless to the
vast majority of consumers. Moreover, unlike orris root, it would be virtually impossible, from a
practical standpoint, to eliminate natural rubber from the production of all consumer products.

2. 1973 CPSC Advisory Opinion

In 1973, the Chairman of the CPSC issued an Advisory Opinion declaring that permanent

press clothing was not a strong sensitizer. 2° In this Advisory Opinion, the CPSC held that a
strong sensitizer is a substance that affects a significant portion of the population and which may
cause a severe adverse reaction.’’ The current Petition does not provide any scientific evidence
that NRL affects a significant portion of the population because such scientific evidence does not
exist. In fact, the petitioner indicates that “the prevalence of latex [allergy] in the general
population is probably less than 2%.” Furthermore, the Petition does not contain any scientific
data suggesting that NRL-containing consumer products may cause a severe reaction.”® Again,

this is because such scientific findings do not exist.

¥ 16 CF.R. §1500.13 (2000).
28 CPSC Advisory Op. No. 12 (July 26, 1973).
27 Id

28 Petitioner has attached a death certificate of Denise Rae Odenbreit to her petition, which lists
anoxic encephalopathy, respiratory arrest, and probable status asthmaticus, not latex allergy, as
the causes of death. Furthermore, Petitioner references the death of Sherry Fee Swineburg, but
concedes “there was no scientific evidence to link this event to latex allergy.” Additionally,
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3 Discussion of Strong Sensitizer Criteria

Natural rubber latex allergy affects only a small percentage of the general population. To
experience an allergic reaction to natural rubber, a person must first be sensitive to natural
rubber, 1.e, produce IgE antibodies specific to the antigens presented by natural rubber. Studies
have repeatedly demonstrated that only a very small percentage of the population is even capable
of producing IgE antibodies specific to natural rubber. (See Appendix) (Sec, II). The rate of
sensitization to natural rubber proteins is significantly less than the rates of sensitization to other
common allergens such as bee venom, pollen, or penicillin. (See Appendix) (Sec. III).

Indeed, the Petitioner concedes that the prevalence of latex allergy is only 2%, a
percentage considerably smaller than those reported for natural rubber sensitization. These
results indicate that NRL is not a “strong sensitizer.”

The following specifically addresses the most important factors enumerated by the HSA
to determine whether a substance is a “strong sensitizer,” Scientific support and analysis is
provided in the Appendix.

a. Risk assessment, quantitative or qualitative

NRL sensitization (not allergy) rates in the general population have been found by
different studies to range between 4% and 8.8%.” According to Petitioner, “the prevalence of

latex [allergy] in the general population is probably less than 2%."°

While Allegiance does not
believe data exist to establish the prevalence of latex allergy that high, even assuming that
number is accurate, NRL allergy would clearly not be a significant enough risk to the population

to warrant classification as a "strong sensitizer".

Petitioner included a Consumer Product Incident Report related to Hal Henderson. However,
petitioner did not include the death certificate of Mr. Henderson, which lists the immediate cause
of death as cardiopulmonary arrest due to cerebral edema, anoxic encephalopathy, and right
ventricular infarction. The death certificate cites to latex allergy as one of the other significant
conditions contributing to death, but “not related to the cause given.”

¥ T.G. Merrett, et al., “The prevalence of immunoglobulin E antibodies to the proteins of rubber
(Hevea brasiliensis) latex and grass (Phleum pratense) pollen in sera of British blood donors”,
29 Clinical and Experimental Allergy, 1572-1578 (1999); A. Saxon, supra, at 203-204,

3 Petitioner is unclear in her statement. 1t appears that she is referring to latex allergy, but
discusses prevalence of latex allergy and rates of sensitization in the same paragraph.
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b. Frequency of occurrence

Serious latex allergic reactions occur very infrequently. It appears that the CPSC has
only received approximately 73 incident reports related to allergic reactions to NRL-containing
consumer products over a 20 year period. This averages out to less than 4 consumer reports per
year. Considering the ubiquity of NRL-containing consumer products, the frequency of
occurrence is de minimis.

c. Range of severity of reactions in healthy and susceptible populations

The vast majority of healthy persons will have no reaction at all to NRL. As described
further in Section VIII (B), irritant contact dermatitis and chemical allergy (Type IV) also known
as allergic contact dermatitis, comprise the majority of reactions to NRL containing products.
Both are temporary, usually mild, and manageable. Allergic reactions in healthy populations are
very infrequent and mild. The susceptible population is that with atopy. Even in latex allergic,
atopic individuals, reactions are usually mild and consist of hay fever-like symptoms.
Anaphylaxis is rare.

d. Potency or bioavailability of sensitizers

Researchers have not yet been able to determine the minimum level of exposure that
triggers allergy in allergic individuals. Researchers have, however, established with a high
degree of confidence that the rare and most severe of allergic reactions, anaphylaxis, occurs
primarily when allergen is introduced into the blood circulation through injection, absorption
through serous surfaces or the gastrointestinal mucosa.®!

e. Reactions to eross—reactive substances

Several studies confirm that those allergic to NRL have the propensity to cross-react to a
variety of common substances, such as foods including banana, kiwi, avocado, and chestnut.*?

A Threshold of human sensitivity

See Potency and Bioavailability of sensitizers, Section VI (A)(3)(d).

31 Reed, supra, at 3.

32 Elena H. Page and Eric J. Esswein, National Institute for Occupational Safety and Health,
HETA, 98-0096-2737, p-2, Exempla St. Joseph Hospital, Denver, Colorado (1999).
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g QOccupational studies

There have been a number of occupational studies of NRL allergy with particular focus
on healthcare workers’ exposure to NRL through medical gloves. Some of the most important of
these studies are summarized in the Appendix, Part II. These studies repeatedly demonstrate that
healthcare workers, many of whom are occupationally exposed to latex gloves, show no greater
prevalence of NRL sensitization than other populations.

When reviewing occupational studies, it is important to consider data concemning
workers’ compensation claims among healthcare workers for NRL allergy, detailed in the
Appendix, Part [V. Several recent studies indicate that the rate of these claims is very low (less
than 0.796 per 10,000 workers in one study, less than 1.2 per 10,000 workers in another) and that
the costs engendered by NRL allergy claims is very low (in one study approximately $0.12 per
employed healthcare worker per year).

Researchers from the University of Minnesota (Horwitz and McCall 2000) reviewed data
from the 1983 — 1996 National Health Interview Surveys (“NHIS™) to determine whether
increased use and contact with NRL results in higher allergic reactivity rates. Health care
workers were examined for a period of four years prior to and nine years following the CDC’s
implementation of Universal Precautions (which subsequently resulted in a ten-fold increase of
NRL glove use among healthcare workers), and compared with individuals employed in non-
healthcare settings during this same time period. There was no statistical evidence found that
individuals employed in medical occupations had a higher prevalence of NRL allergic symptoms
than those in non-healthcare occupations in spite of the over 1,000% increase in use of NRL
gloves post-Universal Precautions. These data strongly suggest that increased use of NRL
products does not lead to an increase in NRL allergic reactions.

B. Substantial injury or illness

To be a strong sensitizer, a substance must cause “substantial personal injury or

substantial illness” during or resulting from customary or reasonably foreseeable handling or

use.? The term “substantial” injury or “substantial” iliness means any injury or illness of a

B 15U.8.C. § 1261(D) (1999).
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significant nature, but does not include injuries or illnesses that are wholly insignificant or
negligible.** NRL products do not meet the criteria to be a strong sensitizer.

1. Severity of Allergic Reactions

The Petitioner has not pointed to any studies demonstrating that allergic reactions to
natural rubber proteins are more severe or qualitatively any different than those reactions
experienced from other common allergens, none of which are deemed "hazardous substances "
Furthermore, based on Consumer Incident Reports received by the CPSC from 1980 to the
present, there were only 151 total complaints that appeared to be related to consumer products
containing latex (this excludes paint and medical products such as gloves.)’”® Of these 151
complaints, 73 (48.3%) cited allergic reaction due to latex. Of the 151, two (1.3%) alleged
fatality due to latex reaction and two (1.3%) alleged anaphylaxis. These totals for almost 20
years of consumer incident reports strongly indicate that reactions to NRL-containing consumer
products among the American public are not “severe” as described in the HSA, averaging less
than four such reported reactions per year.

2. Incidence of Injury or Illness caused by NRL is Extremely Low

NRL gloves have been studied extensively with respect to NRL allergy. The extremely
low incidence of problems associated with NRL gloves serves as an accurate, indeed
conservative, barometer to other NRL products.

. The FDA’s Center for Devices and Radiological Health (“CDRH™) maintains two
databases to track mandatory and voluntary reports of adverse events involving medical devices,
including NRL gloves. Between 1988 and 1997, the FDA received only approximately 1,550
reports of adverse events involving NRL gloves. That figure is tiny in comparison to the
approximately 125 billion medical gloves that were imported into the U.S. during that period.
Furthermore, the 1,550 reports filed are not limited to adverse events related to true Type

allergic reactions.’®

3 16 C.F.R. § 1500.3(c)(7)i)-

3% There were several cases reported pertaining to latex paint, which does not contain NRL and 4
cases that were completely unrelated to NRL-containing consumer products.

 Food and Drug Administration, Medical Glove Powder Report (1997).
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As pre_viously discussed, workers’ compensation data from several states overwhelmingly
suggest that NRL allergy is not a prevalent nor significant source of injury or illness and requires
minimal if any recovery time and minimal costs for treatment. (See Appendix) (Sec. IV).

Furthermore, NRL allergy claims are nominal when compared with other workplace injuries.

VII. PUBLIC HEALTH BENEFITS OF NRL
Ironically, the pending petition could result in an unintended substantial injury to the

American public. If the Commission were to regulate in the manner petitioner has requested, the
result could be an outright ban on most NRL-containing consumer products intended for use by
children, including balloons, bicycle tires, pacifiers, diapers and most shoes. Products not
banned would reguire an alarming waming statement. This could cause people to avoid using
latex condoms or gloves as well as a host of everyday, utilitarian products. The CPSC should
seriously consider these effects in its analysis of the Petition.

NRL is a crucial public health bulwark against the spread of deadly infectious diseases
such as AIDS, and Hepatitis B and C. Through education, the public can manage latex allergies,'
Jjust like other allergies. But declaring NRL a hazardous substance would undermine almost 20
years of effort by public and private sector groups to educate the public on the critical
importance of barrier protection necessary to protect the public heaith.

Particularly with respect to a substance such as NRL, which is an essential material in the
fight against AIDS and other deadly bloodborme diseases, the CPSC must be careful to base its
findings on sound scientific evidence. Recent history is filled with health scares based on
unfounded, questionable, hypothetical or nonexistent science. We do not need to add NRL to the
list of products that were threatened with marketplace extinction following an unfounded health

scare.

VIII. ALLEGIANCE’S REQUEST TO DENY THE PETITION
In light of the above, Allegiance urges the CPSC to deny Debra Adkins’ petition.

Sincerely,

15



Appendix

L Sensitization vs. Allergic Reaction

1) "Indeed, many and often the majority of subjects with IgE to a given allergen may not
manifest clinical reactmty, but that does not mean the tests are not a valid measure of IgE to the
allergen in question."

2) A study conducted by NIOSH recogmzed, ‘it is common to be sensitized to a substance but
not have clinical symptoms of allergy.’

3) Allergic disease results from the interaction of three independent variables: (1) the amount of
IgE antibody on mast cells; (2) the amount of allergen in the tissue; and (3) the degree of the
body’s response to the mediators released from mast cells by the binding of allergen to
antibody.*® Many individuals with IgE antibody do not have allergic disease upon exposure.*

1L Prevalence Studies

1) In a 1995 study, Dr. Dennis R. Ownby, formerly of the Henry Ford Hospital in Michigan,
measured the prevalence of healthy adults who are capable of producing IgE antibodies specific-
to natural rubber antigens. Blood samples from 1,000 volunteer Red Cross blood donors were
measured for anti-latex IgE antibodies.*! The study found 6.4% of the blood samples were
confirmed as repeatedly positive for anti-latex IgE. It is important to remember that a 6.4% rate
of sensitization in the general public does not mean that 6.4% of the public will experience
allergic reactions.

2) Similarly, in a 1999 study, 1,997 consecutive blood samples were obtained from the
Oklahoma Blood Institute from adult blood donors. These samples, representing the general
population, were assayed independently in three laboratories for IgE to NRL using the FDA-
approved AlaSTAT ELISA for IgE to NRL.* The prevalence of NRL sensitivity in the samples

37 Saxon, supra, at 203.

38 Elena H. Page and Eric J. Esswein, National Institute for Occupational Safety and Health,
HETA, 98-0096_-2737, p. 1, Exempla St. Joseph Hospital, Denver, Colorado (1999).

3 Reed, supra, at 2.

“R. Douglas et- al., Prevalence of IgE-mediated Allergy to Latex in Hospital Nursing Staff.
Australian & New Zealand Journal of Medicine 165-169 (1997).

‘D, Ownby et al., The prevalence of anti-latex IgE antibodies in 1000 volunteer blood donors,
97 J. of Allergy and Clinical Immunology, 1188-1192 (1996); (the antibodies were measured
using the AlaSTAT assay. Positive samples were also measured with the Pharmacia CAP assay.)

“ Saxon, supra, at 199.
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NRL gloves post-Universal Precautions. These data strongly suggest that increased use of NRL
products does not lead to an increase in NRL allergic reactions.

III. NRL Compared to Other Common Allergens

1) The rate of sensitization to natural rubber proteins is in many instances significantly less than
the rates of sensitization to other common allergens, such as bee venom, pollen, or penicillin.*

2) For example, a recent study of approximately 7,000 subjects indicated that only 4% to 7.4% of
that population was sensitized to natural rubber Eroteins. Within that same population, 19.6% to
28.5% were found to be sensitized to grass.” Thus, according to that study, grass pollen
sensitizes at a considerably higher rate than natural rubber.

IV. Workers Compensation Data

1) Researchers at the University of Minnesota analyzed workers’ compensation data provided by
the Rhode Island Department of Labor and Training’s Injured Worker Services Division. It was
found that during the 8 year period (1992 — 1999) examined, only 45 claims of allergic reactions
to NRL products were filed by healthcare workers. Given the total number of Rhode Island
healthcare workers employed during this time, the number of claims averaged less than 1.2 per
10,000 (0.012%) of healthcare workers annually. Of those who filed claims, 73.3% required no
time off and in only 3 cases (6.6%), did the employees require more than one month off.

The total cost engendered by the NRL allergy claims was $47,937.07 between 1992 -
1999, averaging $5,992.13 per year and approximately $0.12 per employed healthcare worker
per year. In comparison, the total workers compensation claims made by Rhode Isiand
healthcare workers for all other causes was $35,352,358.84, and thus, of all workers’
compensation claims costs incurred by Rhode Island healthcare workers, less than 0.14% was
attributable to workers affected by NRL allergic reactions. In contrast to the 45 cases of NRL
related claims, other common healthcare workplace items resulted in significantly higher
workplace injury rates. For example, from 1992-1999, there were 63 healthcare workers’
compensation claims listing soap/detergent/cleaners as source of injury, 104 listing bags and
sacks, 135 reporting pots/pans/dishes/trays, 261 noting chairs/benches/seats, 334 citing
handtrucks/dollys/carts, 367 noting stairs/steps 426 from injuries related to the floor, and 427
attributed to furniture and fixtures. Healthcare workers reported over 9 times as many injuries
resulting from accidents attributed to furniture/fixtures and the floor.

2) The results obtained in the State of Rhode Island are consistent with results from several other
states also analyzed by the researchers. For example, in Kansas for the eleven year period (1987-
1997) there were 0.796 workers’ compensation claims filed related to NRL allergy per 10,000
healthcare workers annually. Of those claims, 82.5% of the claimants required no time off work.
The average claim rate in the State of Minnesota for the ten year period 1988-1997 was 0.71

4 Saxon, supra, at 204,
“$T1G. Merrett, supra, at 29.
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claims per 10,000 healthcare workers annually, and total costs associated with such claims
averaged $0.295 per healthcare worker per year. In North Dakota, for a six year period
examined (1992-1997) there were 1.52 NRL allergy claims per 10,000 healthcare workers
annually. Of all claims during that period, 86.2% required no time off work. In the State of
Maine for the period 1993-1997, the average number of NRL allergy claims was 0.64 per 10,000
healthcare workers.
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WRITTEN STATEMENT OF CHARLES E. REED, M.D,
BEFORE THE UNITED STATES HOUSE OF REPRESENTATIVES®
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
COMMITTEE ON EDUCATION AND THE WORKFORCE

¢ Introduction

1 am Charles E. Reed, MD, Emeritus Professor of Medicine, Mayo Medical School. Before
retirement ] had been head of the Division of Allergic Diseases and Internal Medicine at
Mayo Clinic, and previously at the University of Wisconsin. I have served as President of
the American Academy of Allergy and Immunology, Chairman of the American Board of
Allergy and Immunology, Editor of the Journal of Allergy and Clinical Immunology and on
various advisory committees of the NIH and FDA. I am a founding editor of the texthook,
Allergy Principles and Practice, now in the fifth edition. I have published approximately
300 scientific papers about ailergic diseases. Occupational allergy has been one of my
interests, particularly the measurement of the concentration of allergens in the air at the
workplace and the attempt to estimate the concentration that elicits symptoms. These
comments and opinions are my own and do not represent any positions or policies of the
Mayo Clinic, or any other organization. They have not been reviewed by any Mayo
committee. They do, however, derive from many conversations with my colleagues there,
and from the research we have conducted together. Much of the text of this statementis a
preliminary version of a review article that my colleagues and I are preparing on the subject
of the consequences of occupational latex allergy. The invitation to testify arrived while I
was vacationing and unable to check the full text of some of the references,

Let me say first that I strongly support the need for education about allergy to natural rubber
in the workplace. I have a serious concern, however, that some of the wording in this version
of OSHA's Technical Bulletin document will do more harm than good.

As the Technical Bulletin indicates by its reference to our research (reference 1) we have
been concerned about the problem of occupational allergy to latex for several years.' This
concern led to the establishment of a working group at Mayo to control the problem. Asa
result of our ability to assay the concentration of allergen in the air at the workplace and in
various rubber products, and perhaps more importantly because of the uniquely efficient
centrahzedadmm;stmhonofthe Mayo Medical Center, we were able to reduce exposure
substantially.  To my knowledge the more than 100 members of the staff who had allergic
disease from latex are now working at their usual positions without difficulty.’

However, patients coming to Mayo from other locations exhibit a new problem that is much
more disruptive of patients’ lives, In recent years, many articles have appeared expressing
alarm about the risk of occupational allergy to latex. Many of these discussions of latex
allergy are not only alarming but fail to consider several basic principles ofallergw diseases.
Examples of such statements include:



“Health care workers are at the highest risk of a clinical allergic
emergency from exposure to high-allergen powdered latex gloves. To our
knowledge, no other dis¢ase has had greater direct effect on these
providers. With the findings that 17% of health care workers in one U.S,
hospital were sensitized and 36% of atopic health care workers in one
French study were sensitized, no greater threat exists to the careers and
potentially the lives of health care workers.™*

“However, protective equipment may cause allergic sensitization with the
potential of severe, even life threatening reactions. Latex gloves, in
particular have become problematic.™*

“Many common health care and houschold devices can cause allergic
reaction, ranging from mild rash to fatal anaphylactic shock.”®

“Latex allergy: an emerging crisis in health care.™

Because of the sensationalism that has developed around latex aflergy, some surgeons,
anesthesiologists, nurses and other health professionals have become terrified of their workplace.
Many of their symptoms are due to anxiety attacks. Often they have been led to fear that
exposure to rubber in any form may kill them, and that as a result they will no longer be able to
use their years of training and skills. They often conclude that their professional lives are over,
The majority of cases of “latex allergy" that my colleagues are seeing now are of this type.
Many of these patients do not even have IgE antibody to rubber allergens and have no response
to deliberate heavy exposure, For these unfortunate people, the fear generated by the
sensationalism is more disabling than the disease would ever be. My concemn about the current
draft of the Technical Bulletin is that its confusing and alarming wording will feed these fears
and make the overall problem worse rather than better.

General Comments About the Technical Bulletin

o There is an important distinction between sensitization and allergic disease. Unfortunately,
in several places in the Bulletin, such as the discussion on prevalence, the Bulletin uses the
terms sensitization and latex allergy interchangeably. The term sensitization refers only to
the presence of IgE antibody. Allergic disease results from the interaction of three
independent variables; the amount of IgE antibody on mast cells, the amount of allergen in
the tissue, and the degree of the body’s response to the mediators released from mast cells by
the binding of allergen to antibody. The mere presence of IgE antibody to rubber allergens
does not mean disease. Many health care workers with IgE antibody do not have disease
upon exposure.' The data regarding prevalence rates referenced in the OSHA's Bulletin
refers to the prevalence of sensitization, not allergic disease. Finally, fewer than half of the
children screened in allergy clinics or pre-operatively and found to have IgE antibody to latex
suffer anaphylaxis during surgery.>* It is wrong to conclude from prevalence studies of
sensitization that they are an accurate measure of the prevalence of latex allergic disease.
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« Making a distinction between the allergic reactions that occur at work and anaphylaxis during
surgery or interventional medical examinations is essential to correctly understand
occupational latex allergy. When describing the clinical effects of latex allergy in the
occupational setting, the Bulletin fails to distinguish the different clinical manifestations of
the disease among glove users and those who experience a reaction while undergoing an
invasive medical procedure. Occupational allergy affects physicians, dentists, nurses, and
vther people who wear rubber gloves. Occupational allergy includes reactions to allergen on
the skin (contact urticaria) and reactions to inhaled airborne allergen (rhinitis, conjunctivitis
and asthma).

Anaphylaxis occurs primarily in patients during surgery or medical examinations, especially
examinations that involve insertion of balloon catheters. Anaphylaxis, a sevee form of a
disseminated allergic reaction, occurs when allergen is introduced into the blood circulation
through injection, absorption through serous surfaces or the pastrointestinal mucosa.

One practical significance of the distinction between occupational allergy and anaphylaxis
during surgery and medical procedures is that measures reasonably designed to reduce
environmental occupational exposure are very different than those needed to reduce the
occurrence of anaphylaxis among surgical patients.

My review of the literature that describes the outcome of 1258 cases of allergy to latex in
hospital staff has identified only two cases in which systemic reactions to airborne allergen
exposure have been substantiated.'* Some of the papers do not contain sufficient detail to
determine whether the use of the word “anaphylaxis” referred to mild systemic reactions or
true anaphylaxis with hypotension and respiratory obstruction or whether the reaction
occurred at work or during surgery or medical examination.” The symptoms in the two
substantiated cases were flushing, angioedema, tachycardia and wheezing. Both responded
promptly to treatment. Like individuals who have had many surgical procedures, health care
workers with severe respiratory allergy to airbome rubber aliergens can suffer anaphylaxis
when they become patients.'*'*" They may also have reactions at home from condoms or
toy balioons.”* These items may contain high concentration of allergens.**' In addition,
many papers and OSHA's Bulletin mention the risk of death frorn anaphylaxis. My review of
the medical literature uncovered only one fatal case of anaphylaxis.” This death occurred
during a barium enema examination in 1988. At least 259 cases of anaphylaxis from latex
have been reported since then, none of them fatal. The fact that these cases occurred in the
operating room or other hospital locations where effective treatment is available lessens their
risk,

Finally, in evaluating the importance of occupational latex allergy as a factor in allergic
symptoms away from the workplace it is important to keep in mind that symptoms may arise
from cross reactions with fruit, and that patients allergic to latex frequently have other
allergic conditions that can be responsible for their symptoms.
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« The quantitative aspects of the probiem also need to be considered in order to put latex
allergy into a proper prospective when evaluating it as an occupational illness. There is a
suggestion in the Bulletin thit latex allergy is a major occupational illness in part because
small levels of exposure will trigger serious iliness. Actually, the occupational data suggests
that latex concentrations are much lower than in other exposures we have studied which is
consistent with our clinical experience that the illness that develops in health care workers is
milder than that seen in other occupational settings. The airborne concentrations of rubber
allergens should be considered in terms of the concentrations of other allergens that cause
occupational asthma. The concentration of latex allergen in the air at various sites in hospitals
where allergic workers report respiratory symptoms ranges from about 100 to 1,000
ng/m’*!**% Most of these symptoms are rhino-conjunctivitis. The concentration of allergen
requued to cause asthma is considerably higher.** By comparison, for example, the
concentration of soybean allergen in Barcelona, Spain, during days of epidemic asthma from
soybean allergy was in the range of 1000 to 5000 ng/m®. The concentration of egg protein in
egg processing plants where up to 30% of the workers have asthma was still higher, 1,000 to
1,000,000 ng/m’. Not surprisingly the asthma in the egg processing workers is substantially
more severe than it is in the hospital workers allergic to latex. It is also refevant that these
severely allergic patients in Barcelona or in the egg processing industry do not have
anaphylaxis on airborne exposure. Realistic interpretation of the importance of various
exposures needs to consider that trivial, low level exposures to latex allergen (as we have
measured) are not likely to elicit more than trivial symptoms.

¢ Anaphylaxis also involves quantitative considerations. As mentioned above, the severity of
the anaphylactic reaction depends upon three independent variables: the amount of antibody,
the amount of antigen and the host response to the mast cell mediators. Antigen reaches the
tissues through the circulation. In general anaphylaxis is most severe when the antigen is
injected, especially intravenously. The amount of allergen absorbed after oral administration
is considerably less, but may be greater through the rectum. Some information is available
about the amount of allergen that causes anaphylaxis to allergens other than rubber. The
amount of allergen delivered through the skin by an insect sting is on the order of
micrograms; an allergen immunotherapy injection is also on the order of micrograms; a
penicillin or muscle relaxant injection the amount is in milligrams; a peanut also contains
milligrams. Little information is available about the amount of antigen required to induce
latex anaphylactic reactions. We have not observed anaphylactic shock from skin testing. We
have observed milder reactions consisting of flushing and urticaria from skin testing. The
amount of allergen injected into the skin at the time of these tests is uncertain, but, based on
the concentration in the skin test reagent and the volume of extract introduced into the skin,
the amount is probably in the range of 100 to 1000 ng. These concentrations are not trivial
and are well within the range of concentrations that are detectable by immunoassays. They
are also within the range that might be expected to be absorbed from balloon catheters,
rubber dams, or high allergen content latex gloves from contact with mucosal or serous
surfaces. They are however much higher than could be expected to be absorbed from
airborne or dermal exposure to latex under ordinary working conditions.
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For the guantitative considerations I have raised to be translated into practical means of
reducing exposures, it will be necessary to have a validated immunoassay method for the
rubber allergens that investigators in the field can accept. It is now clear that measurement of
protein by the modified Lowry or any other test of protein is neither sensitive nor specific
enough to be useful:™* Different laboratories use different immunoassays, and though the
results are generally similer, they are not fully comparable. Furthermore, they are not yet
simplified to the point that they are available outside of research laboratories.

e OSHA's Technical Bulletin includes recommendations to use powder-free gloves. In
balancing this recommendation against what many belicve to be the benefits of powdered
gloves, it is important to keep in mind that latex allergy is caused by exposure to latex
allergens, not cornstarch. The focus, therefore, should be on the total allergen level, not just
the allergen carried on powder. Published studies have demonstrated that powder-free as
well as powdered gloves can induce symptoms.” Simply using powder-free gloves will not
solve the problem. There are powdered gloves on the market with very low allergen levels,
and there are powder-free gloves with higher allergen levels.

Conclusion

It is my opinion that if OSHA"s Technical Bulletin is to fulfill its intended purpose of educating
people about latex allergy, it must be accurate and not alarming. Unfortunately, there are many
inaccurate and alarming statements in the document in its current form. Thank you for the
opportunity to address this important problem.

Charles E. Reed, M.D.

Emeritus Professor of Medicine, Mayo Clinic
1862 22 Avenue, N.E.

Rochester, MN 55906
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Prevalence of IgE to natural rubber latex in
unselected bloéd donors and performance
characteristics of AlaSTAT testing

Andrew Saxon, MD¥; Dennis Ownby, MD+; Thomas Huard, MDj; Romain Parsad, MS§; and

H Daniel Roth, PhD§

Background: The prevalence of IgE 10 natural rubber latex (NRL) proteins in the
general population remains unsettled, both because of the difficulty of obtaining an
unbiased population representative of the general population of the United States
and because of concerns about the reproducibility of tests for anti-latex IgE
antibodies. Establishing the prevalence in the population 1s important toward de-
finmg the potential nisks of persons entenng areas where latex exposure may occur,

Objective: The purposes of this study were 10 determine the prevalence of IgE to
lalex in a general population and to assess the performance characteristics of the
AlaSTAT nucrotiter plate test for anti-latex IgE when performed independently by
different laboratories.

Methods: One thousand nine hundred and ninety-seven consecutive blood sam-
ples obtained from the Oklahoma Blood Instutute were assayed independently mn
three laboratories for IgE to NRL using the FDA-approved AlaSTAT ELISA for IgE
to NRL The group consisted of 56% men and 44% women. Ninety percent were
Caucasian, 4% African American, and 6% were “other.”

Results: The prevalence IgE to NRL between the 3 laboratones varied from § 4%
to 7 6% at the designated cut off of 0.35 kU/L. Examination of results for spectfic
individuals demonstrated >90% agreement between the three sites with the most
reproducible results at the Class IT cutoff of 0.7 kU/L. There was no difference in
the percent of positive values at the three laboratories.

Conclusions: There 15 good agreement between laboratories as to NRL IgE
reactive and non-reactive sera using the AlaSTAT test. This report of the largest
sample of blood donors confirms earlier reports as to the prevalence of IgE NRL
bload donors.

Ann Allergy Asthma Imraunol 2000,84 199-206

INTRODUCTION

‘While immediate type allergic reac-
tions may have occurred following ex-
posure to natural rubber jatex (NRL)
for many years, latex aliergy has only
been commonly recognized since the
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late 1980s.'* IgE-mediated immediate
hypersensitivity reactions became the
focus of particular attention afier seri-
ous reactions were observed among
children who had medical problems re-
quiring multiple surgeries.’ Subse-
quently a fatality from latex allergy
was reporied in relation to the latex
balloon on a barium enema catheters.§
Following these carly reports of severe
reactions there has been increasing
concern about what groups are at risk
for latex allergy and whether this risk
can be reduced. This lead to attempts
to determine the prevalence of sensiti-
zation to NRL, as defined by IgE an-
tbodies specific for NRL proteins.

While many persons with IgE to latex
do not show climcal reactivity, it 1s
among such sensitized subjects that
immediate hypersensitivity reacuons
may occur

Multiple reports have suggested
children with spna bifida or other uro-
genttal anomalies requiring frequent
urogemital surgery are at high nsk of
developing IgE to NRL.37® Simylarly,
atopy has repeatedly been found to be
a nsk factor for sensitization to NRL
protems %3 On the other hand, the
role of occupattonal factors such em-
ployment wn the NRL or health care
industry in causing sensitization to
NRL remain inconclusive Whether
the reported prevalence of IgE to NRL
of 8 9% to 17 6% 1n vanous samples of
health care workers represents an in-
creased nsk of latex allergy depends
upon the prevalence of latex allergy
among persons employed 1n other oc-
cupations and as well as factors such as
selection bias 1n the groups studied. ™13
Many studies of health care workers *
lack appropnate control groups of suf-
ficient size to allow valid statistical
compansons between individuals in
health care and other occupations. Fur-
thermore, studies comparing controls
using different methods of testing, g,
skin testing or even the same method
of tesung by different investigators
may be difficult to compare.

Some have suggested that preva-
lence of sensitization to latex is as low
as less than 1.0% in adult non-heaith
care workers. 417 In contrast, Ownby et
al reported that the prevalence of de-
tectable latex specific IgE anubodies
was 6.4% 1n 1000 blood donors using
the inittal FDA approved AlaSTAT
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test?? which was performed in tubes. A
subsequent study by the CDC of serum
samples obtained dunng the third Na-
tional Health and Nutntional Examina-
tion Survey (NHANES III) found that
17.6% of that population had detectable
IgE antibodies to NRL. The NHANES
analysis also used the AlaSTAT tube
assay, reducing the probability that the
differences between the blood donor
study and the NHANES study were re-
lated to the use of different assays.'®
The present sindy was undertaken
to further evaluate the prevalence of
IgE antibodies to NRL among large
numbers of unselected blood donors
and to assess the performance of the
AlaSTAT assay when performed in
parallel by multiple lJaboratories on
large numbers of samples Beyond the
prevaience of latex sensitization in a
relatively unselected population, we
specifically wanted to leamn the repro-
ducibility of the AlaSTAT in different
laboratones when large numbers of
samples with a low probability of de-
tectable IgE to NRL. were processed.

MATERIALS AND METHODS

Blood Samples

Blood samples were cbtained 1,997
consecutive adult blood donors from
the Oklashoma Blood Insttute. The
group consisted of 56.3% men and
43.7% women, Of these, §9.6% hsted
themnselves as Caucasian, 3.8% as Af-
rican American, and 6.6% as other.
Blood was allowed to clot before se-
rum was separated. Each serum sample
was aliquoted into identically num-
bered tubes and frozen at —18°C
within § days of being obtained. After
all the samples had been collected, the
frozen samples were mailed overnight
to the individual test sites. All samples
arrived frozen and were kept frozen
until being assayed. Samples were not
linked to individuals for reasons of
confidentiality.

IgE Anti-Latex Assay

Samples were tested for [atex specific
anti-IgE using the FDA approved
AlaSTAT system from Diagnostic
Products Corporation, Los Angeles,
CA.® All centers used the AlaSTAT

ELISA antomated microtiter plate sys-
tem. Each center used only sets of re-
agents from the same manufacturer's
{ots.

Assay Protocol

A protocol for assaying all samples
was established prior to the start of the
study and followed throughout the
study. Briefly, the manufacturer’s rec-
ommendations were followed with
samples having anti-latex IgE levels of
0.35 kKU/L or greater being considered
positve. All samples were mitially as-
sayed 1 duplicate independently 1n
each laboratory. If the sample values
were =035 kU/L but the duplicates
varied by 35%, the sample was reas-
sayed in duphcate AIl samples with
values between 025 and 045 kU/L
were automatically reassayed in duph-
cate This range was chosen because at
the 0 35 posttive cutoff point the CV of
the assay s about 20% and thus 0 25 to
045 represents about a 90% confi-
dence interval On such samples, 1f the
ongmnal and reassay data were consis-
tent in terms of being positive or neg-
ative, the original value was accepted.
If the ongmnal and reassay data were
inconsistent concerning whether the
sample was =035 KU/, the sample
was reassayed a third time in duplicate
and the sample was assigned the value
of the two consistent assays. Thirty-
seven, 115, and 38 samples had to be
reassayed at Henry Ford, Sparrow
Lansing, and UCLA respectively and
of these 1, 2, and [0 had to be reas-
sayed a second ume.

For each laboratory the results were
tabulated showing the number and per-
cent of positive results (=0.35 kU/L)
as well as the minimum, maximum,
median, and quartile values for posi-
tive results obtained by that laboratory.
For analysis, three definitions of posi-
tive assays are given, a 0.35 KU/L cut-
off, a 0.70 XU/L cutoff, and a 3.50
kU/L cutoff which represent Class I, I1,
and IIT reactions respectively as de-
fined by the manufacturer.

An internal positive serum control
suggested by the manufacturer was run
in all assays. This serum sample was
positive to dust mite (Dermatopha-

goudes fanni). Tius control served as
an additional check on resuits at the
three sites While this additional con-
trol 15 not furmished with the kits as
purchased, it is avatiable from the kut's
manufacturer  (Diagnostic  Products
Corporation, Los Angeles, CA). The
mean levels of dust mute controls
(=8D) at the three laboratories were
2,13 umits (SD = 07, range 197 10
229) at Henry Ford, 2 53 (SD = 08,
range 236102 70) at UCLA, and 2 29
(SD = 05, range 2.19 to 2.40) at Spar-
row Hospual The levels at UCLA
were statistically significantly greater
(P = 05) than the other two sites
There was no relationship between the
level of reactivity on thus dust nute
nternal control and the percent of sam-
ples tested as positive to latex

As 1n any mn vitro assay, the level of
background may affect the percent of
reperted positive results depending on
the difference between the background
reading, the variability of the assay and
the cutoff established for a posiive
result. This becomes particularly 1m-
portant when testing a general popula-
tion where the prevalence of a positive
result is hikely to be low as higher
non-specific background binding will
result 1n more false positive results. To
examine this issue, we calculated the
mean and standard deviabon for all
tests having a negative (<0.35 kU/L)
value for Henry Ford, Sparrow Hospi-
tal, and UCLA. These were 0.043 =
0.052, 0.061 + 0.064, and 0.005 = .
0.025 respectively. We also analyzed
the level of background by determun-
g the distribution of results for the
first three quartiles of samples. The
third quartle (contairing 75% of all
readings) for Henry Ford was 0.06; for
Sparrow  Hospital, 0.10; and for
UCLA. 0.00 kU/L. Thus all three lab-
oratories had low of backgrounds in
the assays. Treating values below
0.035 KU/L as a continuous vanable,
there was no statistical difference be-
tween the values from the three labo-
ratories. A nonparametric test ranking
the levels generated by each laboratory
for each subject, however, showed that
UCLA generated the jowest values
(mean rank 1.25), Ford generated the
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Table 1 Number and Percent of the Oklahoma Stu'dy Population that are Latex Sensitive at tween the data gcncrmd by the differ-

Different AlaSTAT® Cutoff Levels — | ent labs At the 0.70 kU/L cutoff, 3 9%

0.35 kUA 0.70 kUL 3.50 kU/L were NRL sensitive based on the

MaSTAT® Henry Ford Iab as compared with 4.4%

Cutoff Levelinstitution ositiv P ith 4.4%

# Positive Rate #P o Rate ositive Rate based on the Sparrow Hospital and the

Henry Ford 108 s4 78 ast 8 040 UCLA labs. Pairwise compansons us-

Sparrow Lansing 152 s, 87 436 9 045 ing the Manzel-Haensel test showing
UCLA 139 696 ar 4136 10 050

that there was no sigmficant difference

median values (mean rank 2.26), and
Lansing had the highest values (mean
rank 2.49) The difference in ranks be-
tween UCLA and Ford, UCLA and
Lansing, and Ford and Lansing were
all statistically sigmificant at the <.05
level

Siansncal Analyses

Data tabulations, computation of meds-
ans and quartiles, as well as compansons
of results from different laboratones
were performed usimg SAS software pro-
grams. Cli-Square and Mantel Haensel
tests were employed to assess the stabstical
sipruficance of differences between labora-
tones These latter tests were performed on
EXCEL Microsoft software and checked
using a hand programmable cakeulator.

RESULTS
The rate of latex sensitivity by cutoff
pownt and by laboratory 1s given in

Table 1. Usinpg the suggested 0.35
KU/L cutoff for a posiuve reading, the
rate based on the Henry Ford results 1s
5 4% as compared with 7 6% for Spar-
row Hospital and 7.0% for UCLA The
difference between the rate based on
the Henry Ford findings and the UCLA
results s staustically significant at the
.01 level (Chi-Square 8.0, df = 1) as
was the difference between Henry
Ford and Sparrow Hosputal (Chi-
Square 4 1, df = 1). Although the lab-
oratories used identical specimens,
identical reagents, and were trained by
the manufacturer, the statistcally sig-
nificant different rates suggest an 1m-
portant component of operator depen-
dence is evident in the Class 1
specimens. For all values of 0 65 kU/L
which ncludes the Class II cutoff (ie,
0.70 kU/L) and sbove, there are no
statistically significant differences be-

Table 2. Discordance Among Centers at Different Cutoff Values kUL

for all three centers at 2 value 075
kU/L (Table 2) It should be noted that
there were no sigmificant differences
between the UCLA and Sparrow Hos-
pital results at 0 35 and above For the
3 5 kKU/L cutoff, the rate 1s 0 4% based
on the Henry Ford lab, 0 45% based on
the Sparrow Hosputal 1ab, and 0 50%
based on the UCLA lab The overall
distnbution of the values for the indi-
vidual samples 1s given i Figure 1
while the wsert shows the distribution
of the positive values on an expanded
scale Importantly, the vast majority of
values for negative results are well be-
low the 0.35 kU/L cutoff with the
mean for the negative values bemg
0038 xU/L

A description of the distnbution of
posive (2035 kU/L) AlaSTAT re-
sults from each laboratory 1s given 1n
Table 3 In pawwise comparisons of
the median levels Henry Ford had sta-

0.35 kU/L 0.55 kU/L 0.75 kUL
Fard Ford Ford
UGLA Y N Tatal uciLA Y N Total UCLA Y N Total
Y 103 36 139 Y 82 28 110 Y 88 15 83
N 5 1853 1858 N 5 1882 1887 N 8 1908 1914
108 1889 1997 ar 1910 1997 74 1908 1914
£ vahm 000 P value 0.00 Te P 008
valus
Lansing_ Lansing Lansing

UCLA Y N Totat UCLA Y N Total UCLA Y N Total
Y 110 20 139 Y 85 25 110 Y 58 25 a3
N 42 1818 1858 N 23 1864 1887 N 26 1888 1914
152 1845 1987 108 1889 1997 84 1913 1997

P vaim 0.15 P value 0.89 P value 1.00

Lansing Lansing Lansing

Ford Y N Total Ford Y N Tatal Ford Y N Total
Y a8 10 108 Y 75 12 87 Y 60 14 T4
N 54 1835 1889 N a3 1877 1910 N 24 1899 1923
152 1845 1997 108 1889 1997 84 113 1997

P value 000 P valus 000 P valus 0.14
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“Table 3 Summary Statistics of Serum-Postive Anti-Latex IgE Results”

Total o Minlmum  tst Quartlie Median  3rd Quartile  Maximum
Analyzed at # Positive Samples % Positive aw/mL) PU/mL) dwmLy aW/mL) 0U/mi)
UCLA 139 1997 70 035 057 os7 1585 4413
Henry Ford 108 1997 54 0.35 D &7 mm 165 30 48
Sparrow Lansing 162 1997 76 035 os2 080 1.29 1681

* Positive result was defined gs =0 35 ki,

tistically significantly higher levels
than Sparrow Hospital (P < .04), but
this significance disappears after mul-
tiple comparison adjustments are
made, Any differences in latex positiv-
ity rates can not be ascribed to in-
creased general binding in the assay at

the different sites as shown by the level
of positive control binding using the
internal dust mite controls (see “Mate-
rials and Methods™).

Of even greater interest is a compar-
ison of results for individual samples
assayed in the three participating fab-

Tabls 4a. Pair Comparisons of AlaSTAT Reasults at the Henry Ford Hospitat and UCLA

H Ford Class
”‘:{:_" UCLA Class i Total
o 1T B om

<0.35 ) 183 4 1o o 1%
0.35-0.€9 | 2% 18 5 ©p o0
0 70-2.49 0 6 8 e 1 o 7
350-17.49 n 1 o 2 & o 9
17.50-52.48 v 6 0 o o 1 1
Total 1889 30 70 7 1 1987

oratones. Usmng the recommended
0.35 kU/L cutoff, 1815 of the 1997
(90.9%) samples are negative mn all
three laboratones while 94 (4.7%) are
positive (20.35 AL in all laborato-
nes. Among samples where discrepant
results were found, 29 (1.5%) were
positive in two of the three laborato-
ries, while 59 (3.0%) were positive in a
single labaratory. As shown in Table
4a—c results between laboratories were
rarely discrepant by more than one
class. Only eight of 1996 samples
{0.4%) produced results differing by
snore than one class when comparing
Henry Ford and UCLA, 13 samples
(06%) when comparing Henry Ford
and Sparrow Hospital, and 20 samples

e e e ]
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Table db Pairwise Compansons of AlaSTAT® Restlts at the Sparrow Lansing and UCLA

Sparrow Lansing Class

AlaSTAT® 2
UGLA Class ~ - Total

ko o I i 0 v
<035 o 1816 a2 10 0 0 1858
035-069 ( 20 17 15 0 0 52
0.70-3 49 i .15 St 3 0 77
3.50~17 49 " 1 2 5 0 9
17 50-52.49 v 0 0 1 0 1
Total 145 65 78 9 0 1997

Table 4¢. Pairwise Comparnisons of AlaSTAT® Results 5t the Sparrow Lansing and Hervy

Ford
AlaSTAT® Henry Ford Sparrow Lansing Class Total
kUA Class o I noom W

<035 Q 1835 43 11 o 4] 1889
0.35-0 69 ! 8 9 13 o 0 30

0 70-3 49 I 2 13 53 2 0 70
350-17 49 n 0 0 1 6 0 7
17.50-52 48 v 0 0 0 1 [\ 1
Total 1845 65 78 9 L] 1997

{1.0%) when comparing UCLA and
Sparrow Hosputal.

In 11 cases, UCLA generated higher
corresponding levels than Henry Ford
and in 46 cases Henry Ford generated
higher levels than UCLA. In a compar-
ison of the comresponding results be-
tween Sparrow Hospital and UCLA
94.6% (1889/1997) of the samples, the
two labs generated corresponding re-
sults, in 60 instances UCLA generated
higher results than Sparrow Hospital,
and in 48 cases Sparrow Hospital gen-
erated higher levels than UCLA. Fi-
zally, there is agreement between the
Sparrow Hospital and the Henry Ford
results in $53% (1903/1997) of the
cascs.

DISCUSSION

The present muliticenter study exam-
ined the largest number (nearly 2000)
to date of unselected subjects for IgE
to NRL. It is the only stwdy to have
compared results on the same samples
assayed at dsfferent independent sites
while employing the identical FDA ap-

+  proved methodology. Using the gener-

ally accepted (.35 kU/L cutoff for a

positive test, we found that between
5.4% and 7.6% of random bicod do-
nors had IgE that reacted with NRL
The combined results from this study
are very comparable to the 6.4% ob-
tained with biood donors from South-
eastern Michigan '* The previous study
in Michigan aiso used the same
AlaSTAT testing method. There was
some difference in prevalence between
the iaboratories at the 0.35 kKU/L level
with Henry Ford showing a statisti-
cally decreased percent (5.4) compared
with the other two sites (7.0% and
7.6%). Thus resulted from differences
in assigning class O or I values for
samnples at the low end of the assay
range (Table 4a—c). However, here
was no difference at the 0.7 KUAL level
or above (Table 2). Thus values below
the class IT cut off should best be con-
sidered equivocal even with repeat
testing as performed here and certainly
a single value in this range should not
be taken a proof positive of IgE anti-
bodies to NRL.

In this study, we employed the mi-
crotiter plate AIaSTAT ELISA 1o mea-
sure IgE 10 NRL proteins. The

AlaSTAT ELISA was the first FDA-
approved methodoiogy for this pur-
pose m the USA making 1t a method
commonly employed mn earlrer but less
extensive studies, This methodology
has been critiqued as being “too sensi-
tive,"¥ a cntique based on what others
have expected to find and the results of
non-comparable testing, g, sian (est-
g using non-standardized matenals
Furthermore, one can not use climical
reactivily as the “bench mark” against
which to determune the specificity of in
vitro testing for IgE to NRL or any
other common aliergen Indeed, many
and often the majonty of subjects with
IgE to a given allergen may not man-
ifest chinical reactivity, but that does
not mean the tests are not a valid mea-
sure of IgE to the allergen n question
Thus, as with other allergen testing
(skin or 1n vitro testing), use of the
AlaSTAT assay 1s appropniate for se-
roepidemiologic studies, whose pur-
pose 1s to determune the prevalence of
IgE antibodies to NRL. In doing so,
one has to be aware of the ever present
1ssues of sensttivity, spectficity, and
the balance between false positive and
false negative results depending upon
the true prevalence in the population
being tested On the other hand, since
many persons with IgE to NRL do not
manifest clinical reactivity, this test 1s
not an appropriate chinical screening
tool for unselected individuals, as it
will identify a large numbers of sub-
jects that do not clinically react. This
same situation hoids for IgE screenung
for foads, pollens, and bee venom.

At present, there is no properly stan-
dardized skin test reagent for NRL al-
lergen, generally available anywhere
in the world, and there is no licensed
skin test material 1n the USA. The
availability of a reproducible in vitro
methodology such as the AIaSTAT as-
say allows for standardized testing and
comparisons. To achieve this, how-
ever, such testing must be reproduc-
ible, We therefore undertook a direct
comparison of the technology at three
different sites. We used the same lots
of reagents to test the samples with the
resuits of coded samples being sup-
plied to an independent statistcal unit
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which had no knowledge of the sam-
ples assayed. There was efcellent
agreement as the value assigned’tor in-
dividual samples at the 0 7 or preater
kU/L levels demonstrating favorable
performance charactenstics of the test-
mg.

The finding that about 7% of uns-
elected blood donors have IgE to latex
is not unexpected Natural rubber [atex
products are ubiquitous tn our environ-
ment. Natural rubber latex exposure

_ begins mn infancy from exposures to

NRL, eg, in bottle nipples and pacifi-
ers.?? Furthermore, NRL particies with
detectable NRL allergens have been
reported 1n road side dust as the result
from ure wear particles ## Second, a
very large and growing number of
plant materials, includimg foods and
pollens, have been shown to cross-re-
act with NRL protemn allergens, -
Exposure to these matenals begms at
infancy, is universal, and IgE antibod-
ies to such matenals are common
the atopic populatton It 1s worth not-
ing that the atopic popuiation has con-
sistently shown increased rates of sen-
sitization to NRL Given these sources
of NRL and NRL cross-reacung anti-
gens, our results are comparable to the
fevel of IgE antuibody to other com-
monly encountered antigens such as
polien, bee venom, or penicillin -7
Indeed, the prevaience of IgE to bee
venom, another common allergen, has
been found to be between 15% and
25% 1in unselected populations ¥
Grzybowski et al found that 8.8%
(95% confidence interval 67% to
10.8%) of registered nurses has a pos-
itive AlaSTAT ELISA for anti-latex
IgE.* Given the 90.6% recruitment in
that study, the prevalence may have
been as low 7.9% due to-selection bias
in participation by those who felt they
might be reactive to NRL. Ledenbom-
Mansour et al®® studied 996 surgical
patents who were over 18 years oid
and found sixty-seven (6 7%) had a
positive IgE to latex as measured by
the AlaSTAT ELISA. Nox-Caucasians
had greater rates of sensitization than
did Caucasians (9.8 versus 4.3, P =
.001). Porms et al® studied latex sensi-
tization in 258 twenty to forty year old

subjects attending a health screening in
France They found that 6 6% of sub-
Jects showed IgE to latex as deter-
mined by skin testing or the Pharmacia
CAP assay to latex A study of latex
allergy in blood donors from the UK
«also found a very simlar prevalence of
latex sensitization at 7.7%*' as did a
report that 8 6% of nursing volunteers
were found to be positive for IgE to
NRL prior to beginming clinical train-
g2 Given the variability for low
posiive results as seen 1n our study
when even using the exact same assay
and sera, all these cited studies are in a
range very simia to what we detected.

Results using the AlaSTAT ELISA
can not be dwectly compared with re-
sults using different i wvitro tech-
niques Indeed, Ebo et al®? used a sim-
ilar assay, the AIaSTAT RIA, a solid
phase radioimmunoassay, and the Im-
muno-CAP to determine the sensitivity
and specificity assays for IgE to NRL
in Belgium. They found a specificity
of only 33% using the =0.35 kU/L
cutoff for the AlaSTAT RIA If the
cutoff was raised to 055 kU/L, then
the results were comparable to the
Pharmacia CAP assay and to the re-
sults we report using AlaSTAT
ELISA. With the data provided 1n that
paper, one can not access the level of
background binding in their work to
determine if the assay background was
higher than desirable which may have
resulted 1n decreased the specificity at
the 0 35 kU/L cutoff Addinonally, the
reagents used in A[laSTAT RIA as em-
ployed in the Ebo study were research
reagents that have been reformulated
but remain as research reagents (per-
sonal communication, Dr. Jay Weiss,
Diagnostic Products Corporation, Los
Angeles, CA). Samples (5524) from
the third National Health and Nutri-
tional Examination Survey (NAHNE-
SII) were assayed by CDC using the
carlier AlaSTAT tube assay and 17.6%
of those samples were positive for IgE
antibodies to NR at 0.35 kU/L. This
analysis used an older tube version of
the AlaSTAT test which employs a
static rather than kinetic measurement
of antibody interaction. Importantly,
the mean fevel for the negative sam-

ples from NHANESII was 0120
kU/L or more than 3-fold higher as
compared with the value of 0038
kU/L 1 our study This suggests that
mncreased nonspecific  background
binding of the sera in NHANESII as-
say accounts for the high levels of pos-
wavity at the 0.35 kU/L level. This
would not be surprising in an assay
which is highly operator dependent
Using a 1.5 kU/L cutoff, the NHANES
III data would give results that mirrors
those seen in our population

Using a vanety of approaches, in-
vestigators have attempied to idenufy
populations “at nisk for NRL aflergy ”
The early studies employed skin tests
or In vitro tests of unknown sensitivity
and specificity, Qur results show that
the general population can appropri-
ately be considered “at risk " Groups
reproducibly 1dentified to be at n-
creased nisk for sensiization to NRL
are persons with spina bifida/muluple
genitounnary tract surgery from an
carly age and persons with atopy.? "
While other groups have been sug-
gesied to be at increased risk for sen-
sitization due to occupalional expo-
sure, eg, health care workers and NRL
workers, the data for this 1s not con-
vincing. The mamn problem with the
studies from which those conciusions
are drawn, is that they suffer from ma-
jor problems with ascertainment bias
and failure to include all the necessary
controls. Only through carefuily de-
signed studies with appropriate control
populations, such as we have studied,
and by employing reproducible and
comparable methodologies can the
comparisons be made 1o determine
whether there 15 an increased nsk of
latex sensitization from activities such
occupational exposure, condom use, or
other environmental factors.

ADDENDUM

A recently released report* from the
Hazard Evaluation and Technical As-
sistance branch of NIOSH found that
latex sensttization, defined by a posi-
tive Pharmacia CAP test of = 0.35
kU/L, was present in 6.3% of hospital
employees who did not wear latex
gloves and 6.1% of those who did.
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These numbers are remarkably similar
1o the general populauon of bleod de-
nors whom we studied, In addigon;
that study found no relationship be-
tween any parameter of latex giove
use, such as duration of employment as
a health care worker and latex sensiti-
zation, The only positive association
with latex sensitization was the pres-
ence of atopy Finally there was no sig-
nificant difference in work related
asthma or general urticana associated
with the presence of [atex sensitizabon.

*Page EH and Esswemn EJ. HETA
Health Hazard Evaluation Report 98-
0096-2737 Exempla St. Joseph Hospr-
tal Denver, Colorado, NIOSH, Center
for Disease Control and Prevention,
United States Department of Health
and Human Services, 1999.
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Wodead o v pdicebon ginvel the publie by the 1927 act.
I SRR IR Y 2

In 1927 when Couge s Lol foyate - labels on couotic or cortasive

substaners conditionm e ¢ won-Littldngy dhiivient than they are today.
Jee oo o Ldnze there were only o few Dazardous substances ased to suy
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2 HAZARDQUS SUBSTANCES FOR HOUSEEOLD USE

catent in and about the houscheld. The developinent and introduc- co
tion of many new substances during the postwar years {or houschold lis
use has created a public health problem. These substances are widely

sed mid meny #re esoutial to the public. At the same tims, the
paturc.of o number of the-¢ new products, and the frequent introduc-
tion of new-encs, has focused aitention upon the need for warning tho
user, whenever the hazards in their use are significant. It is no longer
possible to list, as did the Caustic Poison Act, chemical substa.nces%)y
natne which should have precautionary labeling, At the satne time,
to be meaningfuland to sceomplish the purpose of this bill it is equally
important that substances whicl,, as packaged, preseut only a minor
hi~:rd not be required to display a series of precsutionary statements,
..+ > the public might quickly leern to disregard the importance and
siyuificance of precautionary labeling.

The standards established in this bill for determining whether a
sul lunee is or is not a hazardous substance are those which are
getetally recognized st common law in civil lisbility cases relating to
the seller’s duty to warn users of the hazards of his products. Thus,
substances to Le regulated under this bill are carefully defined in the be
bill. These dcfinitions are the result of meetings between industry ‘g4 th
groups, the Committee on Toxicology of the American Medical oy
Association, representatives of the Department of Health, Education, Bt
und Welfure, and State public health officials who have recognized the 1
need for and have supported legislation on this subject at the State 3
level. In addition to those States having legislation, other States and .
come cities beve sdopted regulations to meet the same problem. The s
first Steiss to adopt comprehensive legislation on this subject were the :
States of Texus, Kanses, Indiana, and Connecticut which enacted |
laws in 1957, Tie deiinitions in these State laws, which bave had the
benefit of 2 ycars of enforcement, are generally consisteat with the
o definitions in this bill. ,

Tt Tne testimony of the witnesses at the hearing on August 13, 1959,

~ e and letters and stelerunts filed by various interested persons and
groups, show & remarizunle vuanimity of support for the princi}')le of
this legisintion, There uppoears to be ne objection to this legislation
eud ell sussestions and recomnmendations for smendments to S. 1283
Lave been cousidered by your committee.
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3. Punrose or T LEcistaTiON

The primnary purpose of thie bill is to establish standards for the -
Inbeling of hazsrdous substances which are used in and about the
household but which ere not reguleted by existing law. The Federal
Caustic Poison Act which was enacted in 1927 lists 12 chemical sub-
stances which sre required to be labeled, when such substances are in
& container suitable for household use. This list of substances has
been found by your comnmittce to be inadequate in view of the numer-
ous new chemical substances which are being sold for kousehold use.

Lconomie poisons are regulated under and labeled in accordance
with the provisions of the ¥Federal Inseeticide, Fungicide, and Rodent-
icide Act of 19:7, as amended. TFoods, drugs, and cosmetics are
subject to the proviiuns of the Food, Drug, and Cosmetic Act of 1938,
as rmended. Sulstinces which are neither economic poisons nor
foods, drugs, sud cosinetics are not regtlated with respect to pre- -
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ILL.IDOUS SUBSTANCES FOR Luldo-.idow Ual 3
¢ ulloaaty It 7o o0 ey fenad Tevel except for the 12 chemicals
lsted m the U o Car

In recent soals o . o, e oo . enceted 1 oseveral States—
{ o0, o, Connertens {050 0 oL iy, Kansas, Ohbio, Texas, and
T acdb—rezulating the®inberr. o of nanerdous substances suitable

<. mut ol for-boysehold use, many of whieh wre ~'v Lod wnter-

- wonomeree.” Jtmis desirable that labellng of tiese sabstannes be
1. zainted when shipped in interstate commerce and that the stand-
ard- and requiremenis of sach labels be wniform. Thus, Iederal
lemsintion on L =uby.z o nreeded to require uniform labohing of
hazardous substane o {or hovuschold use to require that the lubels of
such substances: s, waun the @00 of any hazard in the customary
use of the poodvey; and, sceond, i case of an aeccident identify the
bazaodous mg. ot for the wteend.ng physician.,

4. Nezp ror Taz LrcisiaTion

The nced for this legislation w. hizhlighted, your committec
Leiovaes, by the testimony o1 jJr. 701 o J Saversse, Jr., director of
the Subwban Hospital Yoo, oo o Jeater, detacsde, Md,

His testimony, given 1m oped Raaittg, dugust 10, 1959, follows:

i Saverwn Lovi e wChatles J. Savarese, Jr., MUD
poondims at G812 Gld Sunng stond, Kensington, hid.! 1 am
dir ot of tne Poteon Control Center of Suburban Hospital,
S60L0 Old Georgetown Road, Bethesda, Md. The Poison
Contiol Center of Suburban Hospital was estabhshed oifi-
aally as of July 1, 1938, by the UNS. Public Health Seivice,
and the Maryiandg Sooe ioooowont of Health.

Dr. W, von Qeturer 1, onomex 1.oat, s one of the foremost
toxicologist~ 11 the ceanicv.  ile reecatly setired rom the
Natwonal {noatres of roa'ta and be is now acting as our
Lol stiit ot

P1oaaid., pulroen control centers are desipned for the use
of physicians, as un information center whete they may
obtain the list of ingreci ni s 1 various produets, particulunrly
hourehehd prodiz -, wnd e mildotes. A file is kept which
16 suppliaseates wath addasunael items monthly by the
Natione! Olearinghouse of Poson Control Centers. Records
w.- »ut to the Nationai Clenringbouse of Poison Control
Titadied « wen walle tae seit to the National Clearinghouse
fromn cacls powsos cotol ceacer 1 order to disseminate the
imformaiion. Lt pav ool Liere are approximately 200 such
centers in the United Jiates and Canada.

I appear before this committee today for only one pur-
pie—that of a physician who is primarily concerned with
the pieservation of human life. Before becoming director
of the uew 7 uisoit control coner oL Suburban Hospital, I gave
only prsing thougin: 1o tue probions of houschold poisonings,
simply lnzcating the serekouners of purents when youngsters
were brought to i .l iy il eflects from having consumed
see eemmon Laninld produets. Now, because we have
fept tub oy 20wl L L Lt ot dison control center, and be-
cause of Luy v L Lt inloiaar i tnade available to us through
the 1 v . Gealiiglouse, 1 eclize It seldom wasg grross care-
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_wEL 0T Gl s Lola 0. ol tanl cotitain mgied-
- .. , particularly when consumed b~ ouner
TV .

There are over SU0,000 common trade name itemz that
. contcin poisonous materials, and the buge number of pasons

who are poisoned by them, the large perecac -¢ of them are

s childzen. Furniture polish, bleaches, dew .1 e, pot cleun-
=4 ers, cosmetics, hair preparations—I couid name an aliuost

. endless list of r.-oqucis such as these {indicating} commnouly

e Lt found tn ihe avernge Home vitain easy reach of childien, [

f 5 sirow aoll new but e few of the contminers oi polsonous ma-

e teaazis from the Sod cases that we have collected in only 1

%& viir pat of operation of our poison control center at

FERETN Subu.outt ospital. .\ substantial percentage of them-are

: housebold products. TRecords such as these 385, which
represent 1 year’s work, are carefully kept at the centler. and

i duplicates of these forms are forwarded to the national

i clerringhouse for analysis end stutisticel uer.

VTou onoar wouder, “YWhy should & cuiid cousume some-

o Wi s testing o5 products such as these?”  But, oduly
AT caol iy de. In 2 stngle year, 1956, there wete over
B 200, LG po-onieTs oJils country, with 5,000 deaths, muce
T tha:. fionm ! iy so-called dread discases such as sce:let
. foever, meningitis, polio, diphtherin, combhined. Poisoning
e, figures can be further drumatized Ly eooooling Lhat there
LR are 89,761 man-years lost in a single yoor duv to peisonin..
Actunlly, there nre 100 instances of poisonings sufiered tfor

.. overy fatality from poisoning.

-
b3
y I
o
e
e

N These fieures are based on death certificctes of the Public

R I ealth {7 . .d other reliable sources.
Eg’%ﬁ‘ ) YToo - Lot le erying need for legislation to rnfores
AR T bt .o i ol nouschold preducts is becoming appiorent
4 e Lo ophaseian, and the mere enlichtened public. You
mwav question, “But o preschool child could not rewd 4y
. Lubel.”  But his purents can and thereby will be wuained.

- - *. FIe 0 .. - .
< There has been widespread nublieits o this subject. Nil)
wa fird s read | X jeck.

‘ 4 magrae D00 tbaes Jeose ol sdbuuary 19035 Lie

Saturdey Ivonit - Post, November 16, 1957; the XN v
Yorler v ¢ el 3w &, 1957; Hospitels magezine of Lhe
Americe oo paul Lssvelution; Look mazmazine; the JKip-
linger magazine, Changing Times, July 1957; Health News
of the New York State Departinent of Health, and many
other publications. Corui.ci 1o i1 e of September 1875,
in an arlicle, “Tlouschold Cheuncals Thut Kill,” with o
subtitle “I - T.sws, Carclessness, and Inzdequate I.anol
Allow o0 .. Juisons To Endanger Your Family,” Lad
artici.”. .~ - on the need for v ilu.. 1 in Lol ug
awi, L. oo otoewe have read on tuu et of poic -
ine s cophasizes thus point to a strong degree,
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TAZARDOUS Eto. tiv vbbmn twmr —mwov-nvild UsE

.3 e wey ot Suburban Hospital we wte t: ooy
..-.tu...-[u. to cducate fa m-hoc to the perils that lv:g 1 e
kitchen, the bathroon:. '» 1+ :com and garege, us well

.- the work envireie. v Ll v 5o rons out tcwularly to

varlocal newsp 1 L toon 0 odndaldy tho-aemrq-
posed of yeo s . . LT e nJ. v
. 1 i P '.".. D T N O ) I S e LS
Moo a0 Madasly Lilese Young mothers CATead
R .« . aiv appalled to learn of the large nuImerous

ott .o aoduets they are innocently lmrbornw in their
homes within rezch of cluldren.

We have distributed shie s L o ine o o sups, to Yororeit on
suspected products and tes v s pay Gz e oe rd
of Education of Momwoiniy County, we aistiitbuicn 7,500
leaflets at the pres oot eonfer aevs, warning mothers of kin-
dergartners of e Jengers in common household products.
’I‘ht. Public. t7:.dun nuises of our county have been thoroughly
bricfed Ly 1 .an the subject. But the proportion of pmunts
we 1enen 1o of course ex tremelv limited.

Scnaetor HarTkE. Lot mo ncl' you, Doctor, do you have a
coov of the leaflet yvou . . inz of?

Dr. Savarzse. Yoo oo

Scnaetor Harrn.. /. vt aweiie chatb o pail of tue record.

(The ICﬂ.ﬂ.etr ful.On =)

HLEP OUT OF REACH OF CHILDREN

“SynunsaN HosriTan

“Porsox Covtnrorn CLxica

Yoot u=LUu00

RPN Alt Pamri oar Ve wand to tallk to you about poison.
In udingle year 2 '0 000 American voungsters wete puioned,
coud moze than 3 000 of them died, Bucause of the mereased
nunthor of aecidental poisonit <. ainen il ren, particulatly
Lt e Lo 1 2 rroup, potsvn control centers hay b L. vl
up U hrougtie. © country.  Such a center was cstablished
last sula 0y wy duburban” Hospital in Bn.thcsda, and in the
iirst U wionths of operation, more than 225 cases of accidental
puisoning have been tres stod and recorded at the hospital.

“Dcsigned primarilyv > .+ niee for physicians, the poison
conitrol center has on i~ -iv o ds of cunds lstine L duets
ﬂmt contnin poisonoi:» i 3« lants, giving their antidotes.
LR cc.nt.cr is lacated in the emergeney room of Suburban
Tio nf, ' acd it service is available 24 ours o day.

“Pa o tacere are many thousands of products on the
-+ containing harmiul imgredients,  No physician could
pos-.lhlv carry all the information in his mind. In the
event that vour child b~. .o Nowed something you suspect
may he harmful. car. oo e uhysician immediately, or—
i you eannot reavi: .an.. fiie your child to the nearest
Lospital, takine the contwmer with you. The facilities
of the v)l 1 ontiol center are available to determine the
. Lol the manteral,

vorlpd*— L 8 Hept,, §6-2, vol. 2y
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HAZARDOUS SUBSTANCES FOR HOUSEHOLD UzE

41

w3 in oL #IRENTS . A
“IUs nataral for 2 vt L a0 nut everything in his hou
. S . - : e thes
woulh, Unletiar ey fagns comicon household itras 3 dard
don't hewve_ wotinz labods, bat ute verv dangeiols, Your or i;
home proowb.yias some of these potential posons: i om
‘fhiu;)iicincs (particularly aspirin and candy-flavored medi- ' Lust
- =" WS N .
“ietroleum products (kerosene, lighter fluid, furniture . It::!:,'
pOHSll). . Tl‘le
“Paint remover {§ ..o fine warenine) ~
\ SR J- helc
“Detergents o1 1 L veley L ocehes. . Pl
“fCosmetic.: Giels lotlows, suaipoos, nail preparations, . for
erfume.). ~
P “Tnsecticides, . Im?if
Ty doat
- 0L OF REACH—OUT OF SIGHT—EEEPS YOUR CHILD OUT : hun
; OF TROUBLE’ ' Unl
; “Check your home, « o+ U3 tie kitchen, the bathroom, - n 1‘_‘
the basement. Keos - howerZully harmful products out of po1c.:
d reach of childre:n. ] . befe
H “Lock up ail suspected items. Store potentially harmful ; [t
3 houschold products on high shelves. ° be
“Do not store things in unlabeled bottles or containers v su p
that aiiginally had another use—particularly not in drinking et ﬁ’n
cups or pop bottles. o ca
“Never sell a ehild on tie idea of taking medicine by e po1s
telling him it is can’ ispirin is dangerous—12 tablets " wue
cun be fatal to a vzl cun, Cha
i) “In administerig = edoos fea Inbels three times, !’Oli
: in a good lizht. Never suinaister or take medicines in the wnt
darlz. Place bottles on stable surfaces out of reach of B
g ihildrcn. t1 L away special medications after the patient é‘t
3 us I "Ly L oLt .
i T, oty is Lthe most common medical emergency among ' mﬁ
children. Accidental poisonings account for 43 percent of Wl
4 all deaths among children hetween the ages of 2 and 3. E}“f‘
3 Realizing this, physiciuis wie greatly elarmed at the in- o
] creasing number of »coducts wopearing on the market that ' e I1
¢ contain toxic imimveawny: and ace in no way labeled as to el
content and toxicity. Wi 1t.:sicians who act as heads of "'D(I"
poison control cenic.- Leep picading with manufacturers of ik
these houschold items that contain potentisl poison to be & I
Liv sawe open and informative in the Iabeling. 0"(1}
Sanfe producers of these items are reluctant to label their 5 a .1‘;
nroduct “Poison” when it isn’t outright poison. They do . n
not want to use the old skull and crossbones insignir on labels -
. because it lowers their sules, .+ (.2 argument. Some will
not indicate a harm’.! Liwlient “Jor fear of giving away the
: formula.” €.::: . -t it 10 buyer that a certain polish, St
.. eleaning fiudl, .. . #6000 e “dnay be fatal if inhaled or L eale
L swellowed,” bal tes e < oo this in the tiniest type which e Db
;ﬁ ii::.-.’ G.clo CVEr read. Jiouy <do not even have & warning
¥ -t
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At present n oL vis & menufecturer of
irouschold an-t - . ligt the inredients in
these produ - . var vt
Sk Whee oo 00 s Gantly sk, coun Lo

. 13, fomiLband s Buwts e apelit trying to truch aown

- turer to learn what is in the new cleanser, or anti-

ot « a .« .d. so that possible ticatment may be adminis-
tered.  Uften the, police are called upon to help locate the
manuf{acturer of ~uvi.e 1.e - lethal household liquid or paste.
Mhere is strong evidese  Uior thie toxicity of common house-
hold products is nwr ==, ooov verognized; hence any
parents delay hou:v. ¢ ©n1 nor. lax . ni seeking treatment
for children who.a. onn geot wevs swallowed housekold

products. .
The ..+ .t and sad Tact is that each of these many
de . ¢ caaeces is capable of being prevented. Literally

huzie eds of thousands of poison.angs need not hesc vecuired.
T..less we get legislation in this enuntry lending to uniformity
in labeling bouschold (oo v t-.- ., toxic coutent, these tragic
poisonings will cont. i "L . 180,

Gentlemen, T o1 e o Laos ueportunity to appear
before thi. «.:.aitice to present you with a few of the facts
of the powonmg picture, facts which are overwhelmingly
substantn.ded through the national clearinghouse for poison
conrtrol centers which uet under the U.S. Department of
ITezlth, Education, and Welfare. I feel that, &5 a ty pical
puison control center director, I speak for all such duectors
wihen I sssure vorr . on. oe.ouest desire to see legislation

enacted thewt . : . these tragic, unnecessary
poisonings «. : .. oo on that will cieate o faur
and unic... leeoith Lot sor bouscheld and corwmercial
prs,_fluub-‘..

© ando you for pernitting m- to appear.

- ator Hawrxn, Docior, I+ ot Lo say thal thisia shock-
w2 o me. T oamoresliv evrorn, od te find el 2 Y,
which I do nut b - 4 time—may have wuottly

zrin—bhut "+ “’he youngest one is 3, but
if T woes, . e 2 and 3, realizing that
43 POICly e e to AT L . .o ¢ children is caused by

sccidental poisoning, 1 duni ¢ would be up in arme, too,
sbout this thing.

I want to commend you for your {ine sirtement. You
o e foierence here to innocent irnorance. 1 would s not
vty is that & danzerous thing in the mediea! ficld, v ic also
a dangerous thing in Government,

Thanl: ve...

Dr. S0 Cu e el

Te - e .. LLNTS

X}

“Ju. oz the hearings on this le,  lltlon, muny amendments o

Ll ', batl by industry snd Gosernment witaesses, Inaddi,
! < ) i h

e . aument of 1lealth, X¥dveooi, and Woellw e cubeitled, oo
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: . il diwsed, ©osupzgested title II, whiek Lo \
.. « 1. Iood, Drug, and Cosmelic Act. With mapece w woe s,
: - 7. .mnittee believes tlus proposel should be the . hject Giannin s
R woemration. ) ]
sl The other stz .+ ! rhanges in the hill were adopted by yout cota-
.- mittee. This v . o1 «oplished by atriking ali . lter the enooting
Ayie 458 clause and 1¢ o oot bl
R Follov. - o+ . ~eruni-hiv-section comparison of the bill «. witto-
R dueed. =i i it was ieported by your committee:
N = ction 1 and section 2 (a) through (e) are uncnanged.
- Section 2(f), which defines “hazardous substance’, was exputidod 2t
. the sugeestion of industry and the Department of Healih, dur ruon,
) ... and Woelfare so as {o eover injury or illness resulting from ary .. . ol
L e G ably foresecabls «ro-v0 o 3 ling, allow the Scctetary of Health, 3duea-
P Totion, and YWl T ot opesiry regulations declaring a sub-tanee
PN ;:Ji to be b, . . . .t .ucees tue definition of “hazardous stbaleney,’
) . amel Lo st certain exemptions from the bill.
e b ~.<tion 2(g) was amended to exempt radicactive substancs owm
%ﬁ%“‘;* . . ouinition of ““toxic” since they are covered by section 2(i). Llaws
Ay changes in this subsection are for clnrifying purposes.
’ Section 2(h) L neda i i it the wards “or two mulligrams pet bt
. by volume or le -~ v o tozae a measuring standard for must o1 ai =i
A Qubseeiiors it w .. o Wic Lhcianged.

feUE Seetion S8 .. neded W Tequire the Secretary, before he ¢+« -
nates . - --..uce 85 & strong sensitizer, to find that such substince

e+ Trzmuileant potential for causing hypersensitivity.

s . -.etion 2¢) wns amended to provide a standard for tostin th
-3 slemnmbility of solids.

Seetion 2(m) is new and defines ¢yadiosctive substanee” oo -

SLnee ¢ craid~ tanivine radintion.

1 pvin” Sectionn '_E\m)JOf the original bill) was AMERG ¢

E’tﬁ“t%ﬁ “label” - .o+ . +- % % matler upen the nmediate a0

R R R AL S PRCH S ~ matter upon or attached to tuc ity i
p.ckoge or coutainers © 7 i

- % clicn 2(0) is identica: with subsection (n) in the otizraal

- tion 2(p) (old subscction (0}} detailed Liboratory teatl ",

stasces bofore they could be labeled with signal words such L * \ "

asee such tests ars detailed in other seclions of the bill, the

dueleted from this subsection. and the Seerelary was wranted autioe oy

to modiiz. bt 77 7 o the labeling requitements
Qeeti: s +- ..+ rvants the Seeretary authoritv, bv e v w
to declie . oL - v L b Yhazardous substanee Poon o
- pubbie hearing 1. e S deview are contuimed in the wron .

This subsection airo wouid zuthorize exemptions from ths L. oa
if public health and safety are adequalely protected.

Ty PIOEIBITED ACTS
S
i R Sectina -, 15 old section 3. and is unchaneed tirough sal: .
o Subscetion (o) is amended to permit access to sl oy o
O Sulisection (£) bars the reuse of con.zine.s Viier b 2 the L
o R mitkings. Tt was rewTitten for purposes of ef ity )
}5}_’:;5;_ - | Subseetion (21 is new and wonkd profiibic the maiitie .
. htxardous sui . Cls o Lranood
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SuLzec L ‘s new, «ne would a0 o2 nformation such as trade

~~crots any menner under tisls D.li.
L ties,” is old section 4. The old section provid.l
. . misdemesanors subject to a fine of not more thun

wor e o niwntg osubtelgr o0 oo would be subject to im-
Pilswadent up 89 L yens o oo JLo. o o then $3,000, or both.

The amendment Wotiu Lua' 452 ene Doie wuw o, <0 .o nic Of ROL
wnote than $500, or imii e 1 of 20b More bl Yy way s, or Lotly,
and add to the second p: wii nont offenses any offense committed
with Intent to defi.cr oo . L i "Plie amendment also claritied the
excmption of pack s o=l X v oarnort.

Section 6, “Seizures,’” i oid wnoction 5. Substances in reused con-
fanets and hazardous substances that are misbranded wete added to
tlns scction,

Sention 7. ¢! © .ction 6, is unchanged.

Seetion &, “injunctions,” is new, and would authorize Federsl
ceutts WL enjoin or restrain violations of this legislation.

Seetion 9 15 also new, and would suthorize the issuance of subpenes
in the enforcement of © 1 ler-ladion.

Section 10 is okd w0 7 4. chnnsed,

Section 11, “Eacinn cen. and fnvestizations,” is old section 8.
It was amended to cover alt perunent fLinished and unfinished haz-
avdous i wances, labeling, and the obtaining of samples. Receipts
mu.’ . taea for samples, and if analyzed, 8 copy of the analysis
suppited. .

Section 12, “Recorus of Interstate Shipment,” is old <ection 9, and
.o emnendment is the second proviso that would exempt carrins
Tiuin this legislation if theyr werrs 2cting in the normal course of their
business as carriers.

Seetion 13, old e 1o w01 L Lanred,

Section 14, 7 L o, 7 15 old section 11, The umendment ex-
tended this secl: + 4 vover the use of used packages.

Seetion 13 1 old section 12 unchanged.

Section 16, “'nme of Taking Effeet,” is old seetion 13. The
«worniment would allow the Seeretary to extend the eifective date
of the bll, or parts of it, to not more than 18 mouths after enact-
ment.

Seetion 17 is ol T . ol vwes expanded {o cover paris of
- Interstate Crasaacic v 4o ublic Health Serviee lct, eote
all nt the suggestion of the Department of Heelth, Education, and
Weliare.

Scetion 1%, old section 15, was amendment to bring dhe repeal of
tt "% e 1 Caustic Poison Act in line with the suthority in section
iuv o extend the effcetive date of this legislation.

6. Sruvvs v oo THE AMENDED BILL

This bill firet ¢ v« . . w0 substance and would provide
thet any hezardon, 1o oL L0 ausiner, intended or suitable for
Yiouschold use, which is not _wovied in aceordance with the requiie-
ments of the bill, would be deemed to be » misbranded packs -

o Td packages would be subloet to soivire 2and condemmnat..

. o wiGd penalfies are govidee for fadlvre o comnly ~ath a
laBi. g YoGUirernante.
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Doy i o3 iade for the Secretary of Healtt Bduealton. .. o .,

- . fire to adopt r1egulations for the el 0 sioteement o )
; irehuding the authbeit- 0 e asubstance to ben ha o ol -
- soper if the Soew 0 0 o aueh sub o WOUL e B
: DR o S 333 PR TR P BT R TP
: . R TS S ¥ TN LY S T A TN S FE FRLINTT O PO
SR Sl et cvae w7 ils applieation. The Secreiary voua sl
.‘;ﬁ‘; i, _,‘_j-i Jo eer a2 o s oalioiad peasonsble varialiens, or additiaral or e
e ’«’:",::‘;'a stringent labeling requirements, if he found them necessary for the

protection of the publie health and safety.

: Fronomice poisons subject to the Federal Insceticide, {Tungcide

o i and Rodenticide Act, and foods, “iv~s, and cosmefis subjiet o the

) i Federal Tood, Drug and Cosmelie St vo W be exeropt fron e

: definition of b ~ ‘"": substance, since these substances are ol

< o - -

) Eoohag s .« - ) Zislation,
! y e that the label of any hazardous substanc:

T L] -q- . v
‘. el PO TS 1 VLR SRR I

In o conartte e oot e wr cuitable for houschald use sihwow the nane

%‘; “od and address of e Jcnuiecturer, packer, or seller, the nue of the
i hazardous ingredient; o signal word, “Danger,” “Warnmne,”" o1 “Cau-
oo tion’'; estatement of the hazard; astatement of the precautionas: v sacus-

i ) ures; when necessary or app:upiiate instructions for fir:l-uta ticat-
s " ment; the word ‘poison” on any sabstance defined =3 Mhighls toae’;
£ e instructions for handling or storage of pu_...& .+ o teguin sLetind
LT Coser It B e starage and the statement “Keep vut of the reach

of chitd e " or oo [ wileal equivalent.

Sttty oo 2Tl o - od cases of injury or illness [rom the uce of

f::’:":.‘_f.-, p hazerdeus sw. -« o vose voung childien, a statemeat, <ach w
EBIE Y “Keep cut of ihe 1cach of ebidren,” or ats practical equiyatent i
i SN hight of the nature of the particular hazard, 1s an unportant require-
AT ment of this bill.

"1

7. ExrraxaTiosn or Tus Auryoun Birr ny Sce:ic .o

ot T . -
iy This - - -’ w fitle of the bill which will be crvvu o 70

“Tederui ilvzardow Zubsiunces Labeling Act.”
Stelion 2

o dat R
e R This section defines “hazaiduds sun .t o the Lo iy
are used in this definition; “toxic,”” “corrosive,” “uiitatd .
sensitizer,” and “flammable””  An edditional eaterory of L7,
Vimatr, “generates pressure through decomposition, heat, or other neans’ L,
BT not further defined since its essential meaning 15 clear. The tern
y Lo “highly toxic” is nlso defined and will determine those substazices on
. e which the worl =7 0 07 oo be used.
L It is inte: .- r - 0 L Juntbon of a bazardous substirel w bt
. Rl e - oL vl these substanees which, as pad coa mns
. ) ¢ e e cwittind Jaieonal injury or substantiel illness dusnoor o
o, Foned o e teee resudd of any customary or ressonubly forescenio st B
e or we. Yl includes gestien by ehdldron ooy e !
. by foreceable (and ihe bhi revopnizes thaf ioos, vt
foresecalle). It is adso futended by thee defiotior @« L ;
. asine of distinclion #s po-cible betwean the subotmees cosvo
%,ﬁr::“.‘; z bill and the substsnecs which m1e unaifsete? by i, anploy ar L
X N T
S L
?:f:"'—*;-*'_ s p e P
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HAZARDOUS EUBSTANCES FOR HOUSEHOLD US3

gunge of the common lqw.of civil Hability in drawing such a line.  In
order to insure that the definitions will melude all substances which
shouid be within thg scope of thie bill, these definitions are broad in
scope. They arcnot intended, howes er, to include substances where
the hazard is minor taking iuto account on the one hand the risk or
chance of injury and on the other hand the degree of injury probable
or possible in case of sccidental or intentional misuse.

1%, is recognized that any substance used ‘o or about the heuschold
can cause some degree of injury or iliness if accidentally or intentionally
misused. ihistbe purposeof this bill to require recautionarv laheling ;
which is meanineial ang witt e oksorued By toe user, bul 1io: to [ea fuitiatal T e
quire in o g T Ol LhC tuiius thnt 00 INto & household as L9 B L e
Invite carelessness anu the 1ZnenNc 0! _precaytions tatelpens on
supstancea wnlch present SUBDI LA N3 ZATCS, .

g e term ‘‘bighly toxic . aviied 1 lerms of specific laboratory
-3 tests with & provision that the Sceretary should give precedence to any
g date on the use of these sabstances {roin human expericnce, if such

r——

experience indicates results different from those obtained on animals
in these tests. Tha term “irritant” is defined as oue which will induco
4 local inflammatory reaction on the skin. It is recoguized that -
- mersing the hands in water und other mild liquids for extended periods
of tine will cause irritation of the skin. Precautionary labeling, how-
cver, would be required only on those substances which under conai-
sions of customary or rcasonsbly anticipated handling or uss will
induce o substantial “local inflamumatory resction” as that term is
defined and used by the medical profession.

The term “‘strong sensibizer” is defined and would require & finding
by the Secretary that n substance is 2 stron sensitizer within the
mesning of the bill before such substances woul% be subject to the law.
Some portion of the populntion is consitive in one way or another to

Fof almost. every article that enters the houschold, including foods and
B houschoid soap. To require precautionsry labeling on all such prod-
.3 wuels is ot intended.  Precautionary labeling v.'ou‘.(F be required under
= thic bill on any substance which affcets a significant portion of the

population and which may cause a strong Or Severe reaction, if after
k 2 finding by the Sce.etary thut the substance had a significant poten-
tin] for causing hvpersensitivity.

The term *‘misbranded package” would be defined as one containing
) u hazardous substence, us that Lermn 1s defined, in & container intendet
o; suitable tor household use, unless the container bears 2 label stating
(1) the nome and place of business of the manufacturer, packer,
distributor; or seller; (2) the nume of the huzardous ingredient; (3) the
signal word “Danger”” on substunces w hich are extremely flammable,
corrosive, or highly toxic; (4) the signal word “Warning” or “Can-
sion” on all other hazardous subsfances subject to the bill; (5) an
alfirmative stutement of the principal hazard, such as “Flanmable,
Vapor Harmful”; (6) precauticnary nieasures Lo Le taken except when
modified by regulation of the Sceretary; (7) ibstructions for first aid
trew aent, when necessary or approprisie; (8) the word “Poison” for
suly tances defined as “highly toxic’; (9) instractions for bandling and
storuge of packages which require special care in bandling or stoiage;
and (10) the statement “Keep out of the reach of chiidren’ or its
practice! equivalent; for oxample, “Keep out of the reach of infants,"”
vhere the products coa be properly used by older children. ‘Lhese

.
s R T

‘,,,
. h
N L St

1

N

o
)

%

A L]
ot :‘
.
N
Tk

:V,n\.
%
i)
o
_‘?E
!

Ve
P
]
.
.
'J
e M
L
]
o

.
-

v o
-., 'l
A

2Rl

ol ay

ey

£

Y

r
~

wrlia ptad
B
et

1y

At
L
At T

.

-
‘e

e



ol
"
- 4
3
- 4
- 3
- %
3
. ea
ii,'/:.’._; - 2
IR
SEEEL
e
9
i, L
e o ) ok
O T
g Iau.,,-r_“f P 3
AN
5 - ¢ -
LS | > 1.‘
HPLH "
%5t s
.

- *
:
- - 3
. &
T
o
T
3
.
. - N
oy - y
\.‘ N: -~
R H
.} oy ?
iy TH .- -

RN

-
'...:. -
“l A -

1:.’: - - e . daake ol
“trtements wouls . " atly on the label end & 7

e Englsh lange.s . d legible type, and 1 <o v o L
Voo arephy, o o v e w i Ocher printed matter on the TS

... would authorize the Secretary to .ssue seguludois for
o ..coment of the legislation. The Secretary would Le authoi-
¢, when in his judgment such getion would pr .~ nfe the objectives
oo the ect by svoiding or resolving uncertainty &5 to its roplicauion,
to declare substene:: Ly e ~ubject o the act if he found that such

substance meet .0 L iuaan soetion 2. It is witended in meding
cuche fir ¢ =+ o »- o - -aided Dy principles of the entarnion Low
withre .. .. . . "o Ly 8seller to warn of the haznids of Ins
producis. ‘u . onarelld wonld be also authorized to0 Covirun s
veasonable ... wons or additionsl labeling reciremen.s, in viess 00
the specinl bezard presented by eny particular hazardous substt.o,
" ands necessary for the protection of the public heelth wiu
.. ¢ty. The Secretary would also be suthorized to permit less thon
full compliance vith the tui Aling requirements « Ll whes o
is not necesse.. o o . uate protection of w. ;v 'f heanih o
safoty. Th- . - . provide thet proceedings for 1t
amending, . . .l.tions sasll be coveted by puiiimii
procedural s 0 T e .}, Drug, and Cosmetic Act.
Section /.
[i. section speciies the probibited acts, whiel include the intic-
nd delivery invo interstate commerce of any musbin alna
. ", hazerdous substance; the alteration, mutilation, de~tiie =
o, o oo oval of any part of & label of & uazardous substane: - el
would make unlawlul the failure t peruit cntr, OF IRSPLELILA Ll
frctory or plant in which hazardous subsinnees mre manufactie o
iored,  This section would also probibit the givin g of wfulse
tee thet the lah 7o . tance 13 in complicnee vath oL
Tuton, and wou'. of any container lrheled or 4 wistfin
1. o food, dr - Caner or Jhe re e of w food, diue, o
Soanicte Lot . _ah snch,

R
'

+

AT TY Y

Thie wection speeifies the penanltics for violaticn of and .
+ U Tlited aets set forth in weetion 4, and would movide Lopun ey
. of not more than 3500 or imprisoumeut of not 7. L
< . uays for each offense, but for second and subsc Lt ulliioen GF
sor un offense committed with an attempt t, .ot or misload,
renalty of imprisonment of not mure Lhan @ yeor or x fine cf LA
more then 53,000 o ° <1 1, provide..

Section 6

Thi. : . . - -aacedure for the seizure and constemn -
tion ol . etots ubolznee subject o this Lill vhich is nub

Iabeled i wou.prence therewath.
Sactien 7
" e seetion requires the Seeretary 1o give any posei
. be hentd prioe to the inctilution of o ciannel 1.

T e [

cos settlog fo eowply with tie preuibited scls wo oAl Moo

N
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EAZALDOUS SUBSTANCES- FO . .vwe - Wem -n- 13
b':,( ;I'!:I. .

i T ' . the U.S. district courts and the
coui . tne .o . . . injunctions to restrain violations
of thus wev. 7. *,

D:LliOﬂaQ

"This scction specifies wie -1 ur wtacecment
would authcrize subpenas for witnesse, iv Le serve
in the United States.  *

Section 10

"lis scetion wor! . w.uorize the Seeretary of the Treiiury and
the Seciotary of Health, Xducation, and Welfare to prescribe regula-
fiens + 1wt teepect to imports of hizardous substances, and would
autboiice e Secretary of Health, Education, and Welfare to promul-
gate rexulations for the efficient enforcement of this act. ‘This bull
contemplates that such regulations would be mo:ie in the manner
sreseribed in section 4 of tire S oainstrative Procedure Act. It is
intended that public i+ iz oaud be held on important reculations
and that & minimuws: 0 9 F.r Jhould be allowe:d for the submission
,ofore the adoption of a proposcd

rowvedings and
in any district

o; views by intelesicae oo~
re-.ulstion as finsl.

Seclion 11

Tins soction would authorize entiy and inspection of any factory,
warehnuse, establishment, or vehicle, and of pertinent finshed and
unfiniti ¢ . .aous substances and labeling therein. Inspection of
anfinis  © ' . .uous substances would ordinerily be limited to those
fow oo . _re the needed information was not readilv available
fromn inspection of the finished hazardous substance. “The inspection
must be enndueted at reasonable times and within reasonable limits
wnel in o ren. onable manner. and must be commenced and completed
with .« usonnble promptness.

The section would also w7 o o

b uning of samples of the
Lazardous spbstunce o

.o . packages thereof and would
regu-re that arec” . .nples obtained. In addition,
if o, enaly-3is . @ : . its must be furnished promptly
10 the owner, operator, ¢ Joho 1 cnarge.
Soclwr 12

This section would require carriers and others receiving hazardous
sthstanicees to permit necess to amd copying of any record of v ship-
Doy of 1 sazdous substances, would provide that any evidence
obLaiien wider this section shall not be used in a criminal prosceution
of the person from whom the evidenee is obtained, and exempt car-
riets from the aet if they ovve o cling the hazardous substance in
the usual course of busines. .« tlers.

Section 13 .
This section would authorize the Sceretsry to publish any jusg-
ments, decrees, or court orders rendered under this act and Lo div

serunale nfonnation regarding hazardous substances in SILUGEUOLS
invols . immument danger to health.
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Secoon 1%

T Tt taportation of hesardous M-
T U _ubstances be labeled in compuwnce
1.1th this Xeb. 2
Section 16

This section would provide for the separability of any provi-o . ol
-~ "ill which may be declaed unconstitutional or nvalid
e o216 )

"I'Lis section would provide that this bill shall take clfect upon 13
ennctment, but provides that no penalty shall be enfavend for o period
of 6 months aii-r corrwents would suthoi... . « oeerctary to
extend the effective v » Luf DT Rails for a period of not more thun
18 months npun w el o tant conditions exist wlneh necessitute
prescribing of such 0 1..0na. Dectod or periods of time.

Section 17
This section specifies the application of this bill to existing law.

LT

S'L.( I‘t')’nv F ]

s seetion provides for the repeal of the Federal Caustie Poison
et but preserves i) proceedings for violation of the Federal Caustic
Porson Act committed prior to the effective date of this bill.

8. CoNCLUSION

" o principle of this bill has been endorsed by industry, the Ameti-
C S aedieal Associ o omn, and the varlous covernmental departinent-.

Your committee urg~ ‘. .oroval of the bill as teported.

L. .07 Coaaext

ihe Civil Aetonantics Bonid, the General Services Administtetion,
{he Department of ine Interior, and the Departizent of the Thvo .
Lo no comtsents or recommendations to offer. The Departiut ol
«paure, the Department of the Army speaking for the Deferse
i3« parunent, the Federal Aviation Agency, the General Accounting
Oflice, the Panama Cunal Company, and the Department of Stete
had no objection Lo the enactinent of the all.

The Atomic Enetz - (erinission, the Department of Health, Kidu-
eation, and Welfs: . 7 - - oiade Comrierce Comumnission, and ira
Post Office Depaztiness 1 ol smendments which were adopied
by veur eamunitiee. ‘il 1+ eal Trade Commission suggested
o Jpuie ont which wes not sdopted, since 1t gppeated existing law
seus ciear on the point rai-ed.

The letters follow.

G.S. DuranTinyT 0¥ AGRICULTULRE,
Washington, D.C., August 12, 1433,
on. Wazinx G. MacxusoN,
Mhairman, Commiitee on Inlerslale and Foreign Commerce,
U.S. Senate.
Diant Sexaton Macyuson- This is in reply to your requ. o
A\areh 6, for a report on 5. 1283, & Bill to regalete the mtenstat ¢ -
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ITLTARDOTGS SUBSTANCES J6u - - :

t

1
d .

. . . . . " uazardous substances intencal or
co huveno ' - .. ctment of S. 1283 from the .l ..d-
pointof the acooic = o 0 -, v ont.

The bill svou © .. . img of hazardous sub.tence,
not NOW COFLS i -+l { exempt cconomic j vl s
subject 10 the avavew a0 T L0 - wyncide, and Rodenticide et
and [o.ds, drogs, and Cos...cas subject to the Felderal Food, Drug,
U lstic Act. The bill is restricted to hazardous sub-tances
. S T blesfor household use.  Among tbe terms delmed in

tho O« omie” and “highly toxie”  Tor the latter term :f <ot
arbitrary luboratory limits for each category by oral, skin, and -
lntion routes of intake. It would permit the substitution of hunun
2 for animal duta, and stipulates that when the former is available,
1 sill take preazdence. Tn addition, the bill sets penaltics for viola-

tion and provitde- o . .. of misbranded paeky_ . <.ept those
intended for v:. - "+ .. - in accordance with the law- of the
foreten count:, v [ .... provides for the promulgation of

1erulations by the 3o vl 1.calth, Education, and Welluze, {or
oxaminations and investnations, and for inspection of reeords of
interstata shipments.  Alsy, the bill covers imports, carries th- uad
separability clauses. and stipulates that it shall ke effect on the
date of enactmen: but that no p- .o oo condemnation shall be
onforced for 6 months thereafter. The Federal Caustic Poisuns .xct
would b« penled.

' ould not conflict with this Departmen’ , adnumstialion
e coceral Insectiade, Fungicide, and Rodenticide Aet The
de 11 won of “highly to-” ™ «'ooolyin line with those m the teanl .-

tions under tnat act, L <o v of Hroxie,” while not as efo-e to
the mieipretations : *and Insecticide, Fungei oo or
Rodentierde At .15 up to date and reakistua
Ml P21 1 0 e v s 4 . etebiees that there s 10 objection 1y v
cubimisston of tivs 1enor,
Smeeiely Youls,
E. L. Prrnusox, Adcting Seerctary.

e ——

US. Avoure Exnray Coaniesion,
Wadkinglon, .0, Augut 20, 1029,
Hon. Warnis (. Maaxusox,
Chairman, Commnitiee o 1.4, ‘rle and Foreign Commcrce,

U.S. Senate.

Drzn 8Sxator Maaxe, uv: This letter is in reply o vour 1. U s
sor Lite Clotminission’s comintents on 8. 1283, 1 bill to regulate the ineer-
atete diditibution and sale of packages of hazartous substances in-
. .4 or suitable for household use.

By fur the greatest volume of radiouctive rntertul whicl is in cone-
wnereint or other use in this country is source, special nuelear, oo fn-
product materinl subject to the remitlations of the Atonue o
Comumission putsuant to the Alomi. Buergy Acl of 1854, vsannn .
The ncl estubimhied & campreicasive system of we ulawoy contao b,
the Atemic Kncree Commission over sueh maferie!s in order to pivooo
heolth and cafery and the common defense oo seemity. Harepo o
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VeIV sinwn quantities of source material & P GRTI
veculations, the po~ - -+ qpanster 0r wenr matennl oo s
2 ljeense from the ¢ . .. nlawlul; and Leanees e fo gt o
to observe such » . as may be s wed by e Lo
mis~jo jno: .o T

fn =% - L ieies unger the Mon e oo

- C . ..en has issded a number of fefiliL 0ty 0
Y R EISORY e ST which apply to the possessivn Lol oo ot
vy, byproduct, and specinl nucleur material  These roculatuns
i Jude part 20 “Standards fo: 11 oetion Against Radwlon’ s part
a0 “Licansing of Bypreduct NMuaeriai”; part 40 “Control of Suuice
Material”; part 50 ] jcensing of Production and Utilization Ia-
cilities” ; part 70 “Special wuclear Material”; and part 71 #D; Hteclion
Against Accidnntn]l Conditions of Criticality 1 the Shipment of spe-
cinl Nicn. .7 oaatesio T Copies are enclosed. Other regulutions nie
I oCOUm e to Tes T LTe™
Mhe Coiz 2t . 0 .~ - 78 cstablished detailed requirciaents and
criteria for tire 1soli.. s Lo ._enses; and permmit the use of licensed
materinls only for such uses as tre Commission has found by requlation
or in the applicable license ts b < puistent with health and sefety.
Appropriate labeling of urticis womaining sourcee, by product «nd
gncd el nuclear matenel isrequired.  Exceptions fioi jabelng 1eqguire-
. wre contained in part 20 only for exceedingly small quantities
of such materials.
Basicelly, the Commission’s regulations regei.¢ that—
1. Bach licen-ce oo his staff must have suitable training or

experience i is d use tbe material or facility sufely for
the pur: WLt i regutaiad;

9 i. ..o .5 and operating procedurds st b-
rdogu. co v v i and minimuze d.noer to Lle wind
properyy;

4. 'I'le location of the propozed use raust be st.able for ¢t
DUrpose;

4. He way use the material or facity L, Jor i L. -
othorized in his lcense;

5. 1[e may not transier the matetinl o1 foelay caept v
puo-on authorized to receive it an mey (0t disposz of 1acic-
aclive material except os suthorized.

Lxemptions from sneafic Licensing equitements are provido. o’

for the very -° . . ;" - ui byproduct material specttid s
tion 30.72 an-. o tities of source material. e onati
on the naturc vl .- ... 'ivity, periodic inspections o hoee
are made to asst.. . ance with the Commission’s 1ogdass

monts aid to deteria. wendicr previously unforeseen hezutds ey
urise.

The Commission has authosized the introduction of b pie BUTAR
materiel into product intended for household use only if vuthoon od
in o wpeeific hcense issued pursuant to section 30.71. Uudes Luat
seetion ihe Commission has authorized the introduction of by ponctuct
materinl into the four types of devices speeified in that sectios., Waeasels,
static ohr.nation devices, spali gap and clectionic tube:, L. " 2
and ion generaling tubes. 1t showld be emplasized thotaer v
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. effective only wi Cwaces contain mt gnore
w1y of byproduct luewe. sy 70 the ceetion aad then .
vice hxs beea “manulz.. cena lebeled Bl

“w neordance with tne  socueations contaned s .

. T %med 1o him pursuant to the wegulailons < * %0
" fue quan .o o soures material permitted without . conod
the quantities of byproduct meterial permitted unde. o owdbionse -,
.o nob large enough ta . .. .. .. ir introduction on a significant s ale . -

mto househiold produgts v+ v .~ n license from the Cominis-

con. In sddition, persunis ;. soe w3 encdnet material under o ;
gencral license mey not admunisies Jteh fiweciied Lo hluman being or - iy
oad it to anv fan 5. Lhoverage, cosmetic, ur druy, or inciude it in uny £
dovice ir' . . .. in the treatment of human beings or animuls. =
T Lo “ummission’s extensive authority under the JAlomic - .
o - ... i .s3%t and the comprchensive scope of its regulatory 1
progiam (¢ proiect ageinst hazards to health and safety arising out -
of the posscssion, use, and tummefam nf heoroduct, sowce, and speceinl ’
nuclesr mater.al, vhe Coon -+ - .. [nopurpose which woutu
be served by includine © . L. oche scope of the Lol
Indced, the bill wou! . . . r.spect to substances whic.
“mia3 cause substent . .age., us llnessduringeny Ctehi.

o _sonsbly ntici...cd huudling or uze” (sec. 2(f7, .. ..o Co. .~
- _.on would nov under such circt.r..i.nces authorize tae mtroute-
tion of byproduct, souree, or special nuclear material into houselioll
voducs.

Tn <ievr of Ui» facl that the Commission is presently exercising fur
tose extensit ¢ centrols with respect to source, byproduct, and spreial
ftoolear material to prolast health and safety then would be provided

m S, 12535 1t resneet - s, we nree thet v ‘
Lo it from the PHL Dur s prTRO-.,
Ca et Uaat 2 follon «d of substeton 2.0
S 23ms e i e D iews stoie - scdinct incdude any so
.o T oonntooal, e byproduct metenial os ARCIi e .
. ... < ..:.of 1b3%, as emended, and regaiiions 1oL o

n_... ..iocieto by the Atomic Energy Comumission.'
Sincerely yours,
A. R. Lunorexe, General afanu, 1.

CrviL ATDONLTTIL. -J4RD,
Woekinglon, D.C., zigrd 2, 1900,
Ten, Wannzx G. 2o .
Creaimman, Commiilee vtz 4 .. - « e wud Forcign Comivres,

17.8. Scnate, Weskinglon, D.C.,

T: . Soxoronr Macyuson: This iz in reply to your leiter of Mool
£, 1140, asking the Bourd for comment on S. 1283, & bill to regulewe
ine interstate distribution and sele of preliages of hazerdous sui-
v.ances intended or cuitable for houscicld use.

‘Phe proposed legicletion has no significant beariny on miu ..
wenting heiore the Board and we have no conunent 10 male on v

Sincarely yourss,

m - foaq prrvins i 7 saa
Cuax Guamny, Viee Onelraiiin
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£ INoL 1JIDARTMENT,
DEPAATMENT OF THE ARMY,

- Weshington, D.C., August 12, 193
IIon. WarrexN G. Macxt
Chairman, Qommill~ v. Jel i oo el Lo ",
U.S. Sencle
10 TE N i - S URNTE IR G e made to your request to the

Qpereeats o8 Pew st e viens of the Department of Defense
Wit Teepeee a2 10w, 36k Congre-s, o bill to regulate the interstatc
distribution uad =..lo o1 packages of _.~zardous substances intended ot
switable for household use. The E.cretury of Delense has delegated
to the Dcpartment of the Army {Le responsivility for expressing the
views of the Department of Defeuse tihereon.

"The purpose of the bill is stated in the Litle.

.o Deopartment of the Army on belaif of the Department of De-
fonse 1nterposes ro o frelion 1o the above-mentioned bill, since 1t 13
intended to recvilte sva ool the proper laheling of hazardous
substances b the 1ot et fag vad distribution level.

This report has teca contaimuiet .<ithin the Depattment of Defense
in sccordance with proceadies o it > by the Secrctary of Defense.

The enactment of this Jegisiedus Wi (2tse 0 avmarent merease in
th» budgetary requirements for the Depattanent ol Hefense,

"The Bureau of the Budget advises .hat there 1s 1o objection Lo the-
submiseion ¢ o i.ia tvport.

Sines culy j ol s,
(Siened) Hvuon M. Mirrox 11,
Acting Secretary of the Army.

Fronran Aviivrioy AcLyey,
Washington, D.C., Avqust 18, 1959,
TTon. Warrex G. Macxusox,
(nit . n. 1, Commiltee on Interstate and Foreign Commeree,
Lsided ~ies Senate, Washyagton, 1.C.

1), v Mn. Cramrmax: This will answer your request of March 9,
1059, for a 1cport on S. 1283, o bill to regulsate the interstate distribu-
tu and sale of packages of hazardous substances intended or suitable
for howsehold use,

The purpose of this legislation is to permit the Department of
Tlealth, Education, and Waelfare to carefully regulate the distribution
and sale of hazardous enb-icrres intended or suitable for houschold
use. The bill defin.s <uls 7 tances, makes provision for thewr
careful labeling, probatdi- oot s.armnful practices with regard lo
them, nuthorizes <uiiuie wor corlain conditions, and provides
penalties for violations of any of its provisions.

The Federsl Aviation Agency has reviewed S. 1283 and has no
objection to it from an geronautical safety viewpoint. It is noted
thnt seetion 14 of the bill provides that it chall not be construed to
mod’ [ o affect the provisions of section 802 of the Federal Aviation
At of 1953 or the regulations promulgated under section 601 of tha
act.

The Burcau of th2 Budget has advised that it would heve uo
objection to the submission of the report to the commitiee.

Sincerely,

E. R. Quesapa, Administrator.
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. Washington, Aujust 11, 1000
17 i Wannex G, Macxusox,
¢ . wrmnare Commitlee on Intersiate and Foreign Comnrceice,

LS. Senafer Wasiomaten, 1207,

Dear Mr, Cuve s UL oo o Htter of March 9, 1939, you te-
quested comn» o= v w0 Congress, Ist session, a il to
reglate 1 riv: oo A sgrtesnen and sale of paekages of hazerdous
gibi-! o om0 e suaeble for houschold use.

T B wostd reguite certain specific labeling of nackare~ o con-
tainevs ot has roovs substances defined in the ill.  Criminal penadtic,
are provided fur violation. Mishranded packagzes of hazardous ~ub-
stances conld be seized and condemned.  The bill would give author-
ity to the Seeretary of Health, ISducation, and Welfare to issue togu-
Intians, hold hearirgs, make examinations and investigations, m.nict
revotds and disseminate information publicly. A special proviscion
applios to iuports.  The bill would repeal the Federal Caustic Porsou
Aet but contains o provision (see. 14) that nothing contained n the
il shall be construsd 10 modily certain other statutory piovisions
relating Lo der 2 - oo,

While the (o0 " Jed Tvo- of the proposal appear to be in the
public mterest. i "o o e e directy affeet any of the posers
or responsibilities o 0 7T 0 Tiide Commussion and we hinve no
speeinl knowledge or v raan e by whieh to evaluate any of the pui-
ticular provisions.

Scetion 2(1) of this bill contains definitions of “extremely flammablic”
end “flammable,” < hich are appliesble te liquids, Scction 4(ny of
the Flammable Fabiies Act (15 7.2 €L 1193), which the Commis<on
administers, contpins g standard ¢l ¢+ Uty for fabrics and articies
of weannge apparel.  AMlthough the rommable Fabiies Aet standard
of {lammaululity and the definitions contained in seetion 2(1) of ' s
bLill de not apply to the same subjeet matter, in v.. . w avond o
T ' of confusion, you mayx wich o include 2 reference o the
1o e Fabries Aet in tlie section 14 listing of laws not at i
by the Lill

5y directionof o0 - 7 - -

Monn W, Kineaig, Cho v,

N.B. ~—Yursuont Lo rega.ations, this repost was submitted {o e
Taneau of the Budgel on Marvch 27, 1939, and on Aueust 17, 10 o,
the Comuission was advised that there would be no objection to G o
sub:idssiea of the report te the committee.

Rourwr M. Parneisy, Secrelary

Goxenrayl Accountine Orrien,
Caoxrrronrne Grxenasn or run UNiinp Sratrs,

Washington, MMarch 12, 1930,
Tan, Wannux G, Macxusox,

Charrmun, Commitiee v Interstate and Foreign Comimnere?,
7.8, Senate.

Dran Mn. Cusiroras: Your letter of Maren 6, 1959, 12qu
comarents on 8. 1283, 86th Congress, whieh is o Lill to regatat. o,
interstale distribution and sale of packages of beze.dous sub-t.
intenced or suiteble for houschold use,

.
.

L . - . . .
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wie provisions of the bill. ould not elivee v « 4o il ,
suce und we have no specizl information beuring upon U i .o
offer no objection 10 the moasure or ¢ - cLeoncething ibs v e v
ment. -, s i~
"This repots s submitted in tripaee.., 22 requested. L
Sincercly youis, i
. Josien CsMpBLLE, e
Comptroller General of the Unated Siueos. . ‘: -
'.l‘s)‘ t
'h.LE\.ll
(et ve SCRVICES ADMINISTRATIUN, T
Washington, D.C., July 6, 1637. con .
Hon. Warrey G. MaGNusoOxN, .
¢ ..nan, Commaitlee on Interstate and Foreign Commerce, el s
.. Senate, Washington, D.C. ot
Desr Mnr. Cramuay: Your letter of March 9, 1959, requests ur b
comments on il following propo=cd legislation: I
S. 12uy, « bill authorizing the construction by the Mantime Lt
Ad.sinistration of 30 merchant vessels of appropriate types » wlut
3. 1283, a bill to regulate the interstate distribution and «Jfe of Lt
ackeges of hazardous substances intended or suitable for totise- A
old use. vilu i
S. 1269 relates to the need for additional mercnuut vessels in order S L
to more effectively = = 7t the national policy expressed in soution fored ¢
101 of the Mereh. it ..o ™ .ot of 1936. ol ©
§. 1283 reletes to o0t ar . e of interstate distribution s i gREALE
of hazardous substa.: s 37w e i 5 .o table for househeld u-e P
Tinder its statute (63 Stub. 5545~ C ~.. 121), GSA isintereats dan RIGRIE
{rensportetion and traflie manwgr.eit 48 & user of tran-poi* TS
:l-cn'i‘ces. ‘Irerefore, iv wonld not ducctly be affocted by the pro,w w e
¢ L Ltion, e
L sadingly, 8. 1269 and S. 1283 do not sufliciently concern 8oos .
L lion 10 weerant Lo eapression ol opimiei,
e PBuresi 6f 1o 7 et has adviaed thiet thoy Ve Lo .
o Lhe suhmis, .ot o your comuitac :
Stugerely | e '
Ypownuy Fronry, Jddmane .. C
DLrARTMENT 0F HEALTH, EDUCATION, AND WrLrans VRN
August 12, 1820,
Ton. Warnen G. Magnuson, Lo

O an, Commiltee on Inlerstale and Forcign Commerce, .
T v, . e, Washinglon, D.C.
e aiw. Crarnsian: This lecter 's in 1esponse 1o your reqleal of
Meach 9, 1959, for e report on S. 1253, 2 bill to reguint? the inte:sstate
distribution end sale of packages of hazardous substances inteaud -
cuiteble for houschield use.
The bill, to be knowr as the Toderal Hazardous Substenee. &
Act, s designed - ¢ taform.cLive lebeliag on prelage.
cus subsismees:. - - - suitebla Tor heusehold o



-

8 st A

nr

we

ot

. 4

‘3

- }
<3
o

ats .3

me

s of 3

‘Se-

der -

ion

e

1 in v :é

a0n (Rt

-'Sn:\i . .»'i

As - K

Aon
- ..:
L4

2. ., 4
P

1

£ of 4

tate "

d or 4

BT

b1 by s ]

.
o hete b LS e e,

-
xF . -~ -
H - = iy - .

, ~ FE TR TR, . O T T

T RNyl o RS T e e al LA L = ST -
A S R R T AT
-, '-ﬂ'q"?-mh *;;TFM ) ‘sr‘%’.‘q A — P o b o
HAZAL Ty, -..‘1-..‘—:"'.‘_- R S FUTE M N 21
S oesTaeannowe w Dol s loes substanee” so as to include
*. o Lol below) wue verious substances that have cot-d, or

. = iaeebindy to causs, serious injurics in the home when they arz

Lodisteed witss . t.adequate precautioncry 1o'..s7 Foods, drugs,
Ll cosmetics subddt to the Kederal Focd, L't ,, w1 ' Zyinetic Aci
end “economic poisous’ cavered by the Federal inscctictie, ungieide,
and Rodenticide Aet would, however, bo cxcluded from the act.

Among other things, the bill would deem a package of s hazardous
substance, intended cr suitable for houschuld v .o, to bo & “misbranded
pactacs” unless it besrs an appropriate il word—such ss
“Liacer,”! “Caution,” or “Warning'—together withi specific informa-
tion warning th. consumer that he is dealing with & material which
presents & s..2ui0: hazard, instructions about how to use it safely, a
warning iv it it out of tho reach of children, and in certain ceses
insttuctiony for first-aid treciment in case of injury. The Secretery
of this Department would be required to prescribe minimum label
information for “small packar.s” in nlace of the statutory require-
ments, and would furthcs be wud.onzed to provide for less then the
statutory label requiremcuis 12 the case of substances presenting
only minor hazards. .

The bill would prohibit tbe introduction or delivery for introduction

- i-terstate commerce of & misbranded package of & harardous
= .. .; the recept in interstate commerce, and delivery or prof-
I _luclivery, of suck a misbranded package; the alteration or destruc-
wion ot the label or doing of any other act which causes a hazardous
substanee, while in intersiut: commerce or while held for sale aiter
shipment in interstate comtuerce 1 Le in a misbranded packagn; and
the use of 2 used food, drug, cr coswetic container, identifiable as such,
as o conteiner for & hazardous sulsiance.

The scope of the bill is broadenced by the bill's definition of “inter-
state commerce” which, like the Federal YFood, Drug, and Cosmetic
Act, defines that term to iuclude (1) commerce between any Stato ¢
territory end any place outside thereof, and (2) comme.. 7 w hin the
District of Columbia or any other territory not orgenized with o
legislative body.

Violation of the law would be a misdameanor subject to & 8300 fine
or, in the case of & second or subsequent offense, te imprisonment for
rs. . .o than 1 yesr or & fine of not more than $3,00¢, oo both,
II.. . .. cubstences in misbranded packages while in interstato
coill .ive, v~ vhile held for sale after shipment in such commerca.
would be subjeui to judicial sai:ure and condemnation.

The Secretary would have asuthority to issue regulations for the
efliciont eaforcement of the law, to conduct examinations and investi-
gaion. , 1.od to issue publicity abhout his enforecement of the law. ‘The
Secretary also would be attus.ozivit 1 - . cminate information regard-
ing hazardous substamc._ .i .t irvuive Lnminent danger to health.

4 provision for enforvrment oF the act with respert to importetinas
of packages of hazardous substances is mcluded 1o the bill. Articie.
intended and labeled for export would be exempted from seizure and
fiomn giving rise to penalties if Jabeled in nccordance with the laws of
the ccuntry of destination end the specifications of the foreign pur-
ciiaser,

€U002°—30 §. RepL, £€ o, 7ol 2—3
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22 HAZARDOUS BUB3TANCES FOR HOUBEFOLD USE S
ot
The Federal Caustic Poison Act (15 U.S.C. Lui et seq.) would L. ?,. nteiby
repealed because thie proposed bill would supplant it. P ;"mtl“ Jis
There -is great need for legislation requiring better labeling of < ‘”'be} S
oisonous-end hazardous materials that are brought into the heme, . ihe ‘[."'a
he Federal Caustic Poison Act, enacted in 1927, requires infos:astive =i  SEM ‘t"“‘
labeling of & few poisonous chemicel. that wer primarily responsible i — miMmster
for home poisonings and related sceicents whe.. 1t weo cnacted, That ;g 82 orcen
sct has saved many lives, but it is nol applicabl. to many other {&g?‘“’;
poisons thas commonly find their way into homes tgda.y. s Us ltn n;.l
For example, & number of houschold silver polishes contain deadly E’; ma ‘f’d :
cyenide, apa over the years a number of deaths have been cau: .d by §; "%“’”’n e
the ingestion of such polish by children; a number of household dry- °O° 323
clesning prepsrations contsin carbon tetrachloride, a potes: liver e
poison that may cause serious injury or even death if nsed without bave 10
sdequate ventilation. Numerous oiher chemicals not covered by the 3 Trud
Federal Caustic Poisor Act are capable of causing, and have caused, 553 .s.o‘ ;sec
tragic sceidents when used in the bome improperly. The bill is in- =X w'lht he
tanded to requre the labels of such hazardous articics to f)rovidc §- migh o)
householders a1d their families with adequate instructions for safe 723 ;Poc;’&
use of the materials and to provide, when necessary, adequate first-aid i3 Enclot
instructions for treatment of such injuries as occur. B v lan
We strongly favor the objective of the bill, and, subject to & number $§ % ded
of needed modifications of the bill, urge its favorable consideration &3 e(b) T
by your committee. _ "N rostrain
In order to improve. strengtiien, and facilitate enforcement of the 33 Cosmeti
bill, we believe it essential, however, that it be amended in certain 13 °(‘ c;‘ Pe
respects. The prineipal improvements needed are summarized below: S0 o0 ihat
1. Enforcement ¥ 3\';{ apply sl
(a) Faclory inspection.—While the bill would authorize our inspre- ~%  lead. N
tors to enter establishments in which hazardous substances are held .,  imprison
for, or after, introduction into interstate commerce, and any vehiclo . Poison /
used to transport or . old such substances in interstate comma: ¢, it - We sugp
would allow us to imapect ond sample only finished hazardous suk- ;. *  ageinsiy
stances alrcady in retail paciages, and the labeling thereon. This 5 2 Cower
limjtation would maize the faclory inspection provision virtaally & (@) B
meaningless~since our inspectors could purchese the finished pack- 5 . 0 0
aged articles in retail stoves without any inspection authority—and <3 mixture
would withhold from us an administrative tool which we regard as 5§ [ o7y
vital to the efficient and economical enforcernent of the bill. 5 designat
Wa believe that, in order to administer the bill successfully, we ¥ conorate
must have inspection authority at least ss brozd as thet conferred [ (The qu
.upon us by the Federal Food, Drug, and Cosmetic Act (sec. 704) 2% oy . .4
wg\ic‘h authorizes us to inspect the factory, warchouse, establishment, & | iiness
or vehicle involved, “and all pertinent equipment, finished and un- i?% oF 150"
finished materials, containers, and labeling therein.”” We understand %3 1 O,
that the thought behind the limited provision of the bill i that, in < (1) W
determining whether & packege is subject to the labeling requirements not oniy
of the bill, the character of the finished mastorial goveras, and that the ¥ L. 0Tl
hazardous or nonhazaidous nature of particuler components is hk_eﬁ' *2  L.itor
to diffar from that of the finzl mixture and is, therefoie, immaterinl. 7 reisonal
This, however, is 1 oross oversimplification. In the first plece, < Gic an
the bill requires the label of the firished hazardous u.i::ture to stete -~ includer
the name “of the hazardous substance or of cach cowuponont which .
i
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ontributes ~ubstantially to the hazard.” We interpret this to require
Seling of .abel disclosure of the hame of each component which contributes to
¢ hema, the h zard ia such a w: s that a physici..a should know which ere the
ormBLive significant ingr.dients involved, so that he may without delay ad-
sporsible minister proper treatment. We are, tu..efore, directly corcerned, for
AT enforcement puarpe es, with the components of finished materials.
sy otber Again, inspec.on of ingredients and unfiuished materials would help
- us in many weys to determine whether and what anslysis of finished
 deadly materials 1s neede’, and to relieve us, by's screening process, from a
aus:d by great deal of enforcement sctivity in, which we would otherwise have
vold dry- to engago. At the same time, thi ;h this screening and elimination
ap: liver process, reputable manufacturers “would be relieved of far more
without burdensceme enforcement procedures to which they might otherwise
d by the have to be subjected. .
» cansed, _Trade secrets learn d Ly inspertnss would be protected by the pro-
sill is ine visions of 18 U.S.C. 1905, and any lingering apprehension industry
rovide might have aboul protectivi. of its trade secrets could be allayed by s;.
or safe specia) pre sision like that contsined in section 301(j) of the Federal
 first-aid Food, Drug, und Cosmetic Act. ]
Enclosed herewith is & memoranduin submitting suggested statu-
« number torydl:é:guage for & brosdened inspection provision 2s ebove recom-
. : mended.
ideration () Injunctions.—Provisicns should be made for injunctions to
at of the restrain violations (cf. secs. 302, 307 of the Federal Tood, Drug, and
1 certain Cosmetic Act). .
d below: () Penalties: The penalty section of the law should be amended
’ ‘ 50 trit the heavier penalties for second-offense violntions would
apply also to first offenses committed with intent to defraud or mis-
T inspeo- lead. Moreover, it should be noted that the bill does not authorize
are held imprisonment at all for a_first offense, wkile the Federal Caustic
7 vehicla Poison Act authorizes imprisonment up to 90 days for & first offense.
marce, it We suggest that this be permitted also under the bill, as a deterrent
ous sub- ageinst violations. .
n:_t.’?.‘g‘z: 2. Coverage of bill
:01.‘ p!:;i;_ . {(a) Basic definition of “hazardous subsignce”.—In order to be »
ity—and nazardous substance within the meaning of the bili, a substence (or
exard as mixture of substances) must mecet two basic requirements. First, it
& must be ‘‘toxie,” “‘corrusive,” an “irritent,” a “strong sensitizer”
“ofiv. we designeted as such by the Scerctury, or “flaminsble,” or one which
'on?érred generales pressure through decomposition, heat, or other me.ns.
sec. 704) (Tho qucicd terms are all defined.) Secondly, the substance is cun-
shment, sxd.ered hazardous only if it “may causc substantial personal injury ‘
and an. or ﬂlnes? during any customary or reasonably anticipated [sic] handling TR
derstand or use.” We have several suggestions for improvement or clarifica- o
st in tion of this definition. . .. .
u-em ots (1} We suggest clarification of this provision (p. 2, lines 18-21), o
ihat the not oniy by changing the word “antxclpated" (which appears to be & o
i h‘ic o typograpitical eiror) to “anticipatabl:” or, preferably, “foresceable,” =
materi bu: to mawe plain the intent that injury oz illness resulling from any =
St olne reasonably fureseeable use or handling which is accidental or other- €20
"tol" fa:e' wise unintentiona), such 2s ingestion by children, is intended to be {
it :hi "y included.
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