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In regards to "Petition HP 00-2, Petition on Natural Rubber Latex "
[FR Doc 00-6874 Filed 3-20-00; $.45 am]

Sadye E Dunn

Office of the Secretary, Room 502
Consumer Product Safety Commuission
4330 East-West Highway

Bethesda, Maryland 20814

Dear Ms Dunn-

Please protect public health by requiring labeling of all products with Natural Latex Rubber (NRL) Natural Latex
Rubber 15 a strong sensitizer, Many citizens have developed a life-threatening response to Natural Rubber Latex
through frequent invasive exposures Routes of harm may mclude airborne NRL particles, injected, mgested, or
contact Affected individuals have great difficulty protecting themselves from unlabeled products Parents cannot
protect their children, if they are not aware of potential problems Labeling 15 the means to provide an adequate
ability to avoid the hazard.

I would be happy to supply your office with any assistance you may require I would be able to help with current
research or personal experiences with Natural Rubber Latex Allergy (NRLA)

rand Avenue
onago, WI 53149
262-363-5800
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From: M235mauser@aol com

Sent: Saturday, March 25, 2000 4 49 PM

To: cpsc-os@cpsc gov

Subject: Petition HP 00-2, Petiion on Natural Rubber Latex

SUMMARY: The Commission has received a petition from Debi Adkins,
editor of Latex Allergy News, requesting that the Commission issue a
rule declaring that natural rubber latex (""NRL'') and products
containang NRL are strong sensitizers under the Federal Hazardous
Substances Act {(““FHSA''). The Commission sclicits written comments
concerning the petition.

To Whom It May Concern:

I support the above petition. BAs a person with a severe type 1 latex
allerqy

and occupational asthma as a result of this allergy, I find it very
difficult

obtaining information about the contents of consumer items. The FDA has

required labeling of NRL containing products, and it seems prudent that
consumer items should also be labeled. Currently all purchases made by
my

family must be thoroughly researched first to determine whether or not
they

are safe for use around me. Calling a manufacturer 1s the only way to
safely

cbtain information about the contents of consumer items. Obtaining
correct

information from manufacturers is very time consuming and not always
reliable. I need this information to protect myself. If products were

appropriately labeled, 1t would make my life much safer. It also
concerns me

that currently, the general public has lattle or no information about
items

containing natural rubber latex which can sensitize and cause natural
rubber

latex allergy. Warning labels, or content labels would at least provide
the

information needed for the public to make an informed choice about the
1tems

they use perscnally for themselves and their families. Currently
estimates

are that apx. 6% of the general population may be affected by this
allergy

which can progress to life threatening reactions with continued exposure
to

the proteins in NRL. I am the moderator of an online support group for
approximately 100 pecple with latex allergy. Labeling of consumer
products

would ease the burden that all of us have in protecting curselves and/or

family members from a life threatening reactionm.

Thank you for your consideration of this issue,

1



Nancy Mauser



From: K. Bernard [kbernard@earthlink.net]

Sent: Monday, March 27, 2000 1.44 AM

To: cpsc-os@cpsc.gov

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

To whom this may concern,

I am an ex- healthcare worker afflicted with latex allergy type I and
IV. I fully support the labeling of all devices and products that
contain.NRL. How can you follow a physicians orders of strict avoidance
of NRL, and not know if you are even being exposed by a product or food
that has been prepared with latex gloves. Because my life could be in
danger if I am exposed to NRL, and don't get immediate medical
treatment, this information is detrimental to me. Thank you for your
time.

Sincerely,

K.Bernard
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March 28, 2000

Ms, Sadye E. Dunn, Secretary
Consumer Products Safety Commission
4330 East West Highway, Suite 502
Bethesda, MD 20814

Dear Ms. Dunn:

I strongly support the petition requesting that the Commission declare products
containing natural rubber latex to be a strong sensitizer to human beings. In addition the
cornstarch coating many natural rubber latex products is a vector for the sensitization.
The cornstarch should be banned from use with latex glove products. I have enclosed
with this letter a copy of my book Medicine’s Deadly Dust that provides support for this
recommendation, a report from public citizens to the Food and Drug Administration that
recommends banning cornstarch on latex examination and surgical gloves, and a copy of
a recent articie “A Global Inventory of Hospitals Using Powder-Free Gloves: A Search
for Principled Medical Leadership”. IfI can provide any further information, please do
not hesitate to contact me.

Sincerely,

Rickarnd 7. Edlick

Distinguished Professor of Plastic Surgery
and Professor of Biomedical Engineering
(804)924-2085

HEALTH SCIENCES CENTER BOX 376, CHARICTTESVILLE, VIRGINIA 22908
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Jan. 7, 1998

POWDERED LATEX GLOVES POSE SERIOUS RISK
TO PATIENTS AND HEALTH WORKERS

CALL FOR BAN ON DANGEROUS SURGICAL AND EXAMINATION GLOVES
MANUFACTURED WITH CORNSTARCH POWDER COATING

Millions of patients and tens of thousands of health workers throughout the country are at serious risk
from latex gloves powdered with cornstarch, said Public Citizen’s Health Research Group in a petition
to the Food and Drug Administration (FDA) today to ban such gloves.

The group, joined by co-petitioner Timothy Sullivan, MD, an allergist/immunologist from Emory
University School of Medicine and an expert on latex allergy, called for an immediate ban by FDA on
the use of cornstarch powder on latex surgical and examination gloves because of the serious dangers
these gloves have caused medical personnel and patients. Cornstarch can inflame wounds and promote
infection, and cornstarch-induced adhesions can produce intestinal obstruction, pelvic pain and
infertility in patients operated on by medical personne! wearing cornstarch-powdered surgical gloves,
said the group.

One of the most widespread dangers occurs because cornstarch also acts as a carrier for latex
protein /allergens—these allergens becoming combined with the cornstarch during the manufacturing
process. Well-documented and frequently reported adverse reactions to latex include rhinitis, asthma,
and life-threatening anaphylactic shock, often caused by breathing in the cornstarch powder in the air.
Many health care workers have experienced such serious reactions to latex they bave been forced to
give up work.

"These powdered latex gloves are a serious, unnecessary mepace in hospitals and other health care
facilities all over the country," said Dr. Sidney Wolfe MD, Director of Public Citizen’s Heaith
Research Group. "Safer alternatives such as powder-free gloves are easily and currently available, but
too many hospitals are willing to cut corners and risk the health of their patients and employees. As of
last year, 26% of surgical gloves used in the United States were powder-free proving that this safer
alternative is quite feasible."

bttp://www.citizen.org/press/pr-sid1.htm 3/28/00
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Labels warning that powdered gloves should be washed—to remove comnstarch— before use are
routinely ignored by the vast majority of health workers. A 1992 study found that only 17 % of
surgeons washed their gloves after donning. Most emergency physicians use gloves lubricated with
comstarch during their wound closure techniques.

Several major hospitals have already switched to powder-free gloves, including Harvard’s Brigham
and Women’s Hospital in Boston and Miami’s Jackson Memorial Hospital. At the Brigham and
Women’s, one of the leading hospitals in the United States, as many as 12 to 14 operating room
hospital workers a day were unable to work or had to be reassigned to desk jobs because of their
allerZic reactions. Jackson Memorial began experiencing problems with latex allergies in 1994 and, by
May 1995, 95 employees had been treated for problems related to the gloves.

Between August 1996 and August 1997 alone the FDA received over 300 reports of allergic or
anaphylactic reactions associated with latex gloves (it is estimated that at most one out of ten adverse
reactions which actually occur are reported to the FDA so the number during that last year is likely in
the thousands or more), and a 1997 study showed that up to 21% of hospital nursing staff were
sensitized to latex.

Apart from the human cost, sticking with powdered latex gloves can be expensive for hospitals, says
Public Citizen. Latex allergies tend to strike health care professionals with the most experience,
leading to costly absences and compensatory claims. At Jackson Memorial Hospital, two workers
compensation settlements exceeded $100,000 each, and the ongoing expense in one case has already
cost over $370,000.

"These powdered gloves are expensive for hospitals, dangerous for their patients and a serious
occupational hazard for their employees. The FDA should act immediately to prevent further damage
to the public’s health," said Dr. Wolfe. "The current FDA regulation, which went into effect on
September 30, 1997, requires labels on all medical devices containing natural latex warning that the
product contains latex ‘Which may cause allergic reaction’. Whereas this is an admission of the
problem, it is grossly inadequate compared with the additional action of banning powdered latex
gloves which we are requesting today. If the FDA is to perform as a public health agency it must more
definitively protect the millions of patients and tens of thousands of workers already allergic to latex.
Unless definitive action is taken, not only will those people already allergic to latex continue to suffer
serious, often life-threatening reactions, but the number of affected people will continue to rapidly
increase as more and more exposure to arrborne, latex-laden glove powder occurs.”

You can view the petition, without attachments, on the Health Research Group site.

Complete copies of the petition to the FDA are available by calling 588-1000.

@ Return to Newsroom

@ Return to Public Citizen Home Page

http://www.citizen.org/press/pr-sid1.htm 3/28/00
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lfyou‘amtosuppomhlspeﬂhon please wnie to FOA Deputy Commissoner Michael Fnedman at the address below 1o urge a ban on
powdered latex gioves. Send a copy o Dr. Sidney Wolfe, Public Citizen Health Research Group. 1600 20th 51 NW, Washingfon, DC.,
20009

HRG Publication 1432

Please note that the appendices referred to in this pefition are not available online.
Ifvou would hke to recerve copies of the appendices, please call 202 588-1000

January 7, 1998

Michael Friedman, M.D.

Lead Deputy Commissioner
Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Petition to Ban Cornstarch Powder on Latex Gloves
Dear Dr. Friedman:

Public Citizen’s Health Research Group and its Director, Sidney M. Wolfe, MD and Staff Researcher,
Christine Dehlendorf, and Timothy Sullivan, MD, Professor of Medicine at Emory University School
of Medicine and Head of the Subsection of Allergy and Immunology at the Emory Clinic hereby
petition the Food and Administration (FDA) to immediately ban the use of cornstarch powder in the
manufacture of latex surgical and examination gloves because of the serious and widespread dangers
these gloves cause to medical personnel and to patients. An acceptable substitute, non-powdered
gloves, is available and has already been implemented in many places. FDA’s legal mandate to require
such a ban is found in section 516 of the Food Drug and Cosmetic Act, 21USC 360(f). The continued
use of powdered latex gloves is unacceptably harmful and the FDA must act to ban such dangerous
products.

Introduction: Hospitals Which have Stopped Using Powdered Gloves

According to industry sales data, 26% of the U.S. surgical glove market is currently comprised of the

sales of powder-free latex gloves.! Following are three examples of hospitals which switched from
cornstarch powdered gloves to powder-free gloves.

In 1993, Brigham and Women’s Hospital, a Harvard teaching hospital in Boston, experienced a
mysterious epidemic among operating room personnel, in which 12 to 14 employees a day were
unable to complete their typical duties due to allergic reactions. An internal investigation, followed by
the hiring of an environmental consultant, identified the source of the epidemic to exposure to latex --

http://www.citizen.org/hrg/PUBLICATIONS/1432.htm 3/28/00
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especially to acrosolized glove powder, which bound the latex proteins (Appendix A). Following this
experience, the hospital became powder-free. In other words, they no longer used powdered latex
surgical gloves.

In December of 1995, Jackson Memorial Hospital in Miami also chose to convert to low allergen,
powder-free gloves, "after an epidemic of latex allergy, glove dermatitis and occupational

asthma" (Appendix B). The mumber of complaints of reactions to latex plummeted after the switch
was made.

Following the lead of these hospitals, Methodist Hospital in Indianapolis eliminated all powdered
gloves from their facility in late 1995 and early 1996 after having more than 80 employees be identified
as allergic to latex. As a result of the switch none of the allergic employees needed to leave their jobs

(Appendix C).

The experiences of these hospitals are part of a rapidly growing recognition of problems with
cornstarch powdered gloves. In addition to the link with latex allergies noted above, evidence also
indicates that cornstarch causes surgical complications. In order to protect patients and health care
workers from the risks of exposure to cornstarch, the FDA must follow the example of these hospitals
by taking immediate action to ban its use as a lubricant for surgical and examination gloves.

In delineating the basis for urging the FDA to immediately implement this ban, this petition, following
a brief discussion of the history of powdered gloves, details the serious medical problems associated
with the use of cornstarch powder on surgical and examination gloves and addresses perceived
barriers to the implementation of the proposed ban. This petition builds on Dr. Richard Edlich’s
(distinguished Professor of Plastic Surgery and Biomedical Engineering, University of Virginia School
of Medicine) previous contacts with the FDA requesting a ban on cornstarch. Or December 7 and
14th, 1995, Dr. Edlich sent letters to the FDA requesting a ban on cornstarch (Appendix D & E), and
included in his letter scientific studies indicating that cornstarch-powdered gloves caused toxic
reactions to tissues. Six months later, on June 3, 1996, Carol J. Shirk, Consumer Safety Officer of the
FDA, responded to his letter, and informed Dr. Edlich that the FDA was extensively investigating his
request and that he would be advised of the outcome of the review once a policy was determined
regarding cornstarch powdered gloves (Appendix F). On July 15, 1997, he was informed by the FDA
that they had made no final decision regarding this issue. We are therefore demanding that the FDA
immediately take action to address this widespread public health problem. The FDA regulation, which
went into effect September 30, 1997, requiring latex-containing medical devices such as gloves to
contain a warning that the product contains latex "which may cause an allergic reaction” is appropriate
for those products for which there is no safer substitute. But for powdered latex gloves, anything short
of a ban--such as merely this label--is a dangerous insutlt to the millions of patients and tens of
thousands of health care workers whose lives and health are jeopardized by the continued use in health
care settings of these powdered gloves.

History of Medical Gloves

When surgical gloves were introduced at the turn of the century, they were sterilized by boiling and
could only be donned by pulling the rubber gloves over wet hands. Because the wet hands of the
surgical staff became macerated under the occlusive cover of the rubber glove, predisposing to severe
dermatitis, surgeons searched for a dry lubricant that would facilitate donning and prevent the gloves
from sticking together during the pressurized steam sterilization process (autoclaving). An early
lubricant, a powder made of Lycopodium spores (club moss) was identified as causing foreign body

http://www._citizen.org/hrg/PUBLICATIONS/1432.htm 3/28/00



COULIVLL W TLAA W Udil GULLDLALALL DA WAUCL ULL IALCA BIVVED Pagesoril

responses, including adhesions and granulomas. 2 Talcum powder (hydrous magnesium silicate), a
non-absorbable lubricant, was also implicated in the production of granuioma in tissues and adhesion
formation in the peritoneal cavity.>? In the study in 1947,% Lee and Lehman, in addition to verifying
the increasing evidence that talcum powder was a dangerous disease-promoting factor in human
surgery, identified what appeared to be an acceptable alternative to talc — cornstarch powder. They
found that cornstarch powder was completely absorbed from the peritoneum (abdominal cavity)
without any demonstrated inflammation and it produced no adhesions whatsoever. Because it was a
cornstarch powder, it was taken up by the peritoneum and metabolized like any ingested starch.

By 1952 a sample survey indicated that cornstarch had replaced talc in 60% to 90% of hospitals in the
U.S. and currently is found as the lubricant on most surgical and examination gloves used by health
care workers. However, experimental and clinical studies in the last 50 years have continually
documented dangerous side effects of this absorbable lubricant. There has also been increasing
evidence of a link between comstarch and latex allergies. Likely in response to concerns about adverse
effects caused by cornstarch, in 1971 the FDA required that manufacturers place warning labels on the
glove packages which stated that glove users should remove cornstarch from the glove surfaces by
wiping the gloves with a wet sponge, towel, or by using another effective method.® In addition,
realizing these serious dangers to the patients and health professionals, numerous manufacturers have
developed powder-free surgical gloves, removing a barrier to the elimination of cornstarch powdered
gloves. However, despite this recognition of the dangers of cornstarch and the existing technological
advances in glove manufacturing, most hospitals continue to use powdered gloves.

Cornstarch-Induced Foreign Body Disease From Gloves

Most surgeons have an unfounded confidence in cornstarch and mistakenly believe that it is safe.
Scientific experimental and clinical studies bave confirmed that cornstarch promotes disease by two
different mechanisms. First, it acts as a foreign body when deposited in the wound that elicits an
exaggerated inflammatory response and interferes with the host's defenses against infection. When
cornstarch contaminates soft tissues, it promotes the development of wound infection. The presence of
small amounts of cornstarch promotes wound induration, bacterial growth, and wound infection.”8
When cornstarch gains access to the peritoneal cavity, it can cause granuloma formation, adhesion
formation and peritonitis.g’w’l L12 The development of cornstarch induced adhesions can produce
intestinal obstruction, infertility, and pelvic pain. Other documented adverse reactions to cornstarch
include endophtha]ma]itis,lr’ post-thoracotomy syndrome, !4 meningismus after cra.niotomy,]5

retroperitoneal fibrosis, 16 and synovial inflammation.!”

It is important to recognize that simply warning health care workers to wash the cornstarch off gloves

prior to use does not prevent the adverse effects discussed above. Jagelman and Ellis’® reported that
washing with water reduced the number of starch granules, but left significant comstarch on the glove
that appeared to aggregate as clumps. They postulated that the development of clumps of cornstarch
would promote a delay in absorption and an enhancement of the foreign-body reaction. In 1980,

Tolbert and Brown!® provided further evidence that glove washing with a saline solution left a portion
of the comstarch on the giove surface.

The most effective method of washing the cornstarch from the gloves involves a one minute cleansing

with 10 mL of povidone-iodine followed by a 30 second rinse under sterile water.20 This technique

reduced the median mumber of starch granules per mm? of glove, as seen on microscopic examination,
http:/fwww.citizen.org/hrg/PUBLICATIONS/1432.htm 3/28/00
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from 2,720 (when no attempt to remove the powder was made) to 0 (when the povidone-iodine
method was performed). However, this technique is time-consuming, costly, and burdensome to the
clinical staff and can not ensure that all powder particles have been eliminated.

Even if these procedures were completely effective, it would still be necessary to ensure that health
care workers adhere to the washing guidelines if the cornstarch powder is to be removed. In a study
conducted by Fay and Dooher,?! the surgical staffs compliance with glove washing to remove
cornstarch lubricants was examined. Only 17% of the surgeons and 21% of the surgical nursing staff
washed their gloves after donning. These investigators attributed the slightly higher levels of
compliance among murses to practices taught in nursing school and/or to references to the need for
glove washing in nursing journals and textbooks. Information about glove washing might not be
included in medical education.

It is also important to realize that some departments in the hospital use powdered surgical gloves in an
environment in which they do not have easy access to sterile wash basins. For example, emergency
physicians in Emergency Departments treat more than 10 million patients annually using sterile
surgical gloves. During wound treatment, they usually do not have the benefit of a nursing assistant
who prepares a sterile wash basin filled with sterile saline in which they can attempt to remove
cornstarch from their gloves. Consequently, most emergency physicians use gloves lubricated with
cornstarch during their wound closure techniques.

Cornstarch: Facilitator of Serions, Life-threatening Allergic Reactions to Latex

The second mechanism by which cornstarch on gloves causes disease is based on its role as a carrier
for latex allergens. Reported reactions to latex include contact urticaria, rhinitis, asthma, and
anaphylactic shock,222324,25,26,27,28.,29.30,31 o the development of reactions to latex exposure has
been linked to people’s production of IgE antibodies to natural latex when exposed to the
substance.222? In 1992 the FDA identified more than 1,000 combined Medical Device Reporting
Program and Product Problem Reporting Program reports of allergic or anaphlyactic reactions in
conjunction with the use of plant-derived rubber or latex containing medical products.32 (Note that
there is some overlap between these two reporting programs). More recently, according to an official
at the FDA (SF Dillard, Center for Devices and Radiological Heaith), in the last year alone for
which data are available (August 15, 1996-Angust 15, 1997), there were 305 reports to the FDA
of allergic or anaphylactic reactions associated with the use of latex gloves.

Health care workers are especially at risk for this allergy due to occupational exposure to latex. A
1992 study found that 8.8% of dentists in the U.S. Army Dental Corps self-reported histories

consistent with latex allergy.3 More recently, a 1996 study found that 5.5% of hospital personnel

were positive for latex specific IgE antibody using a radicallergosorbent test.3* Two other studies,
published in 1997, reported that 12.1% of health care workers and 21% of hospital nursing staff were

sensitized to latex, as determined by skin prick tests. 3336

This high preva!ence of latex sensitization has staggering human costs, as trained health care workers

who cxpenence symptoms may require reassignment, or potentially can even need to discontinue their
career in health care. Not only is this devastating to the individual, but society also loses the benefit of
the traming of these professionals.

A role of cornstarch in the development of latex allergy by health care workers was suggested by
http://www.citizen.org/hrg/PUBLICATIONS/1432.htm 3/28/00
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Beezhold and Beck,3” who identified a srgmﬁcant interaction between latex proteins and cornstarch

powders. Further, Tomazic et al. showed that cornstarch binds latex proteins.>® This interaction
between comstarch and latex has been implicated as the major cause of airborne latex, as evidenced by
the fact that work areas which use only powder-free gloves have been shown to have low or

undetectable amounts of latex aeroallergens.39 These airborne cornstarchy/latex particles have been
shown to serve as an agent for exposure and sensitization of heath care workers to Iatex protein
through the release of latex/comnstarch particles into the air.

First, Tomazic et al. demonstrated through competitive inhibition and direct binding immmoassays
that e latex-protein/starch particles are allergenic proteins.33 In addition, one study has
demonstrated that sensitized people exhibit allergic symptoms such as rhinitis, cough, conjunctivitis or
breathing problems when exposed only to airborne latex through the handling of cornstarch powdered
latex gloves. Of 11 sensitized people, four developed shortness of breath, wheezing and had

documented evidence of increased airway resistance. *0 Another study showed that four sensitized
female nurses experienced immediate bronchoconstriction (increased airway resistance) when handling
powdered latex surgical gloves and that bronchial challenges with powdered latex surgical glove
exiracts resuited in more severe reactions than challenges with non-powdered latex surgical glove

extracts.*! Therefore, the interaction between cornstarch and latex provides a route of exposure to the
latex proteins which the absence of cornstarch would minimize.

Case reports in the literature support the role of cornstarch in latex allergy of health care workers. One
hematology laboratory technician, who had experienced contact dermatitis, contact urticaria and
anaphylaxis following contact with latex, continued to experience symptoms such as facial urticaria
and rhinitis after she switched to vinyl gloves, and eventually stayed off work. She was able to return

to work after her laboratory changed to powder-free gloves.>® Another report involved an intensive
care nurse who immediately had asthmatic symptoms when powdered latex gloves were manipulated

n front of her, but had no reaction to vinyl glovcs.42

The experiences of Jackson Memorial Hospital in Miami and Methodist Hospital in Indianapolis as
well as the aforementioned situation at the Brigham and Women’s Hospital in Boston also indicate the
role of powdered gloves in the development of latex allergy, and the effectiveness of a switch to
powder-free gloves for the protection of workers. All three hospitals made the switch to powder-fiee
gloves after discovering that latex allergies were a substantial problem among their staff, and were able
to adequately address the problem by implementing the ban,

For example, Methodist reported more than 80 employees diagnosed as latex allergic, with "most of
these employees {having] 10-20+ years of service with Methodist Hospital ...[some] employees had
such severe respiratory symptoms that they had to be removed from their current working
environments until changes could be implemented.” Having identified the primary source of exposure
as powdered latex gloves, the hospital eliminated the "latex laden powder." As a result, none of the
employees originally diagnosed as allergic was terminated. (Appendix C)

In 1994, Jackson Memorial also began having latex allergy problems, including "a clerk who was
transferred from the gift shop to a lab clerk position, suffered anaphylactic shock and a full respiratory
arrest after donning latex gloves...and was never able to work again” and "an OR tech who....began to
have asthma attacks and hives every time she entered the operating room...She became so allergic she
had reactions when she touched the phone, her underwear, the car steering wheel and even her child’s
school paper when she had used an eraser...She could not work at all for over a year and almost lost
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her home." In the first five months of 1995, the hospital was receiving five new complaints a week of
glove dermatitis or other symptoms, and. "by May, 1995, 95 employees had been treated for problems
related to gloves...Each event required an average of two weeks off duty...many began to return with
progressively more severe hives, facial edema and respiratory symptoms even though they were using
non-latex gloves.” Following the switch to powder-free gloves the number of complaints decreased to
no more than two a month, with no new cases of occupational asthma or respiratory events related to
glove use. (Appendix B)

The positive experiences of these hospitals with the elimination of powder-free gloves indicate that a
commitment to eliminating cornstarch powder is an invaluable tool against the growing problem of
latex allergy among health care workers.

The link between increased exposure of health care workers to latex proteins due to the use of
cornstarch powder in gloves appears to be well established by the literature and case reports presented
above. The National Institute for Occupational Safety and Health (NIOSH) has recognized this link,
and the danger that the continued use of these gloves poses to workers. A safety alert report released
in June 1997, entitled "Preventing Allergic Reactions to Natural Rubber Latex in the Workplace,” not
only alerted the public, employers, and safety and health officials to the increase in allergic reactions to
latex, particularly among heaith care workers, but also recommended that "If latex gloves are chosen,
provide reduced protein, powder-free gloves to protect workers from infectious materials”.

Powder-Free Gloves are Effective and Cost-Efficient

According to IMS America, powder-free surgical gloves made up 26% of the surgical glove market in

the second quarter of 1997.1 This finding indicates that these gloves are being found to be acceptable
by many surgeons. However, despite this and the developing understanding of the negative effects of
the use of cornstarch powder on examination and surgical gloves, there is still resistance to the use of
powder-free gloves based on questions about their ease of use and effectiveness, as well as about the
cost of switching to powder-free alternatives. Below we will discuss the evidence regarding the use of
powder-free gloves, as well as the experience of certain hospitals, all of which indicate powder-free
gloves are in fact a viable alternative to cornstarch powdered gloves.

First, some surgeons are reluctant to use powder-free gloves because they perceive that they are more
resistant to donning than powdered gloves. Dr. Edlich and his colleagues demonstrated that the glove-
donning forces necessary for powder-free gloves and powdered gloves were comparable if the
surgeon's hands were dxy.43 When domnned with wet hands, one brand of powder-free gloves tore in all
trials and the tested brand of powdered gloves tore in 6 of 14 trials, while a third powder-free brand
could be donned without ripping. Another study demonstrated that many different brands of powder-
free gloves exist with donning forces using dry hands which were comparable to those of the powder-
free gloves tested in the original study. In this same study, 11 of 13 powder-free brands were donned

using wet hands without tearing in ail 13 trials.*

Concerns about the potential for leaks of powder-free gloves are addressed by the FDA’s quality
contro! testing of medical gloves. The FDA’s guidance manual for manufacturers of medical gloves
(issued in the December 12, 1990 Federal Register) describes in detail the water leak method of
testing used to ensure that all medical glove manufacturer’s meet a standard level of quality. Further,
in contradiction to claims that powder-free gioves will be less effective than powdered gloves, polymer
coated powder-free surgical gloves are particularly well suited for tape wound closure. The tested
brand of powder-free gloves had adherence to wound closure tape which was comparable to that of
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powdered gloves when unwashed, and was significantly less subject to adhesion after both brands of
gloves had been washed and dried. In addition, adhesion of wound closure tape to powdered gloves
decreased the tape’s adhesion to skin by 61%, compared to only 28% with powder-free gloves.

One of the hospitals discussed above, Methodist Hospital, initially confronted resistance to the use of
powder-free gloves due to concerns about effectiveness and ease of use. However, through providing
a variety of gloves, the hospital succeeded in meeting the needs of its staff. This experience illustrates
that with the increase in the variety of power-free gloves available, concern about the effectiveness and
ease of use of powder-free gloves are not substantial enough to override the benefit of their use.

In addition to concerns about the effectiveness of powder-free gloves, hospitals ciaim that making a
switch to powder-free gloves would result in excessive costs, as the cost of one pair of surgical gloves
purchased by a consumer in a pharmacy is around one and one-half to three fold greater than that of a
glove lubricated with cornstarch, However, calculating the real cost of gloves is not as simple as
comparing the cost of the two products.

First, it is important to realize that the purchasing power of the hospital is quite different from that of
the individual consumer. In a wholesale marketplace, hospitals purchase so many thousands of surgical
gloves that they can effectively barter regarding glove price. They can use a variety of innovative
strategies to lower the purchase price of surgical gloves. For example, at the Mayo Clinic, a new
innovative strategy to purchase gloves that markedly reduced the cost of powder-free gloves was
developed. They used the research data of Dr. John Yunginger, an internationally recognized allergist
at the Mayo Clinic, on the allergen protein content to select surgical gloves. Since December 1993,
Mayo Clinic has only used gloves with a low-latex allergen protein content. From 15 to 16 different
kinds of gloves, the Mayo Clinic now uses only 10 types from 5 manufacturers. The use of low latex
allergen gloves has actually saved the Mayo Clinic money as they purchased only a few brands of
gloves with low latex allergen content because, by buying from only a few manufacturers, they were
able to negotiate for better prices. They also corrected inappropriate uses of the gloves.

In addition, related costs, such as the cost of extra equipment, worker’s compensation and the loss of
skilled workers must also be taken into account. The cost associated with washing procedures for
corustarch dusted gloves was determined by adding basin costs that contained the solution, solution
cost, and unit wiping materials together and dividing by the number of team members. The direct cost
of washing materials averaged $0.46 per glove with a range between $0.26 to $1.25 per glove,

depending on the materials used and the level of washing required. 20

The experiences of Jackson Memorial Hospital and Methodist Hospital indicate how important the
cost of worker’s compensation and the loss of skilled employees can be in choosing whether to use
powder-free gloves. For example, Jackson Memorial Hospital reported four worker’s compensation
claims related to latex allergy, and two EEOC claims. Two workers compensation settlements alone
exceeded $100,000 each, plus ongoing expenses (one of the cases has already cost at least $370,000).
Further, the hospital notes that there were additional costs of replacing employees with overtime, and
defending against the claims. Having compared these costs to estimates that having a powder-free
facility would cost $300,000 a year, it was found that the actual increase was only $200,000 a year but
that an additional $250,000 a year could be saved by other changes in glove utilization in the hospital.
An administrator at the hospital stated that, although "It has not been easy going powder-free in
today’s economic environment....However, the satisfaction of seeing lives destroyed and then put back
together...has been a rewarding experience. I would challenge any manager trying to make this
difficult decision in today’s medical financial arena to listen to the medical facts, talk to allergic
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employees and remember why we are in the health care business. The answer will be obvious and cost
justifiable.” (Appendix B)

The OR project coordinator at Methodist Hospital reported similar findings with respect to the cost of
switching to powder-free gloves, stating that "Latex allergies tend to strike the health care
professionals with the most experience, and that is more costly than any additional expenses to a glove
budget...For the price of commitment and persistence we were able to keep our tenured employees --
really a pretty good deal!” (Appendix C)

Conclusion

The evidence of the adverse effects of cornstarch and the growing problem of latex allergies,
especially among health care professionals, indicate that the continued use of this powder on surgical
and examination gloves is of major concern. It is clear that alternatives which are effective and well
established in the market exist, and that, if the cost of powdered gloves are adjusted to include the
cost of wash basins required to remove the powder, extra gloves, workers’ compensation claims, and
the loss of the experience of health care workers, there is no economic justification for failing to hait
the use of cornstarch on gioves. We therefore urge the FDA to take immediate action to ban the use
of surgical and examination gloves with comstarch hibricants.

We expect a prompt response to this urgent petition.
Sincerely,

Sidney M. Wolfe, M.D.
Director

Christine Dehlendorf, Researcher
Public Citizen’s Health Research Group

Timothy Sullivan, MD, Professor of Medicine,
Emory University School of Medicine
Head of the Subsection of Allergy and Immunology at the Emory Clinic
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0O Abstract—Scientific experimental and clinical studies familiar powder can cause a wide variety of sometimes
; have demonstrated that cornstarch on surgical and exam- deadly complications. While first used as a donmng
' ination gloves promotes disease by acting as a reactive agent for gloves, recent technologic advances 1n glove

:(I,lmgn (b:ody in ﬁs;uehandt:;:sr;l:tg a:latv;ctor' for latex manufacture have resulted m the development of mex-
ErEy. -onsequenty, 10spl ve selectec an innovatve pensive powder-free gloves with equal or superior per-

glove selection program utlizing only powder-free gloves.
Healthcare workers n emergency medical systems are now formance charactenstics to that of powdered gloves

P wearing powder-free, latex-free gloves to care for the grow- Today, cornstarch 15 a substance that has outhived us
%% ing number of patients sensitized to latex. A global Internet benefits Consequently, there are a growing number of
X search has now identified 70 hospitals 1n the United States hospitals that are using exclusively powder-free glove

and three hospitals in Europe that use only powder-free products
gloves. © 2000 Elsevier Science Inc. The purpose of thus report 1s to first describe the
_. mechamsms by which comstarch elicits human disease
©r O Keywords—cornstarch; surgical gloves; exammation Second, we descnibe a powder-free glove selection pro-
gloves; powder-free gloves; latex allergy; internet search gram for the hospital Finally, we enumerate the results
of our global Internet search for hospitals using only
- powder-free gloves
INTRODUCTION
5 Most physicians have an unfounded confidence in corn-
b sta:chpaxyld nustakenly beheve that 1t 1s safe It 1s a Cornstarch-Induced Foreign Body Diseases
substance recogmzed on the surface of examination and Scientific experimental and climeal studies have con-
surgical gloves by all emergency physicians, surgeous, firmed that cornstarch promotes disease by two different
nurses, and hospital admumstrators Nevertheless, this mechanisms First, it acts as a foreign body that causes a
severe inflammatory response and interferes with the
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‘ ‘} Plamns, NY deposited 1n soft tissues, 1t potentates the development
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of wound infection (1,2) Small amounts of cornstarch
encourages wound induration, bactenal growth, and -
fection Calcium carbonate has been recently introduced
as a glove mold release agent to replace cornstarch A
study has demonstrated that this new glove powder,
calejum carbonate, 15 sigmficantly more damaging to
host wound defenses than cornstarch (3).

When cornstarch enters the pentoneal cavity, 1t can
elicit granuloma formation, adhesion formation, and
peritomtis (4-7) Comstarch induced adhesions can
¢TMhse intestinal obstruction, inferthity, and pelvic pain It
1s interesting that the new surgical glove powder, cal-
cium carbonate, promotes significantly more abdomunal
adhesions 1n experimental ammals than does comstarch
(8) Scientists have reported numerous other adverse
reactions to comstarch that include endophthalmahits,
post-thoracotomy syndrome, memngsmus after craniot-
omy, retroperitoneal fibrosis, and synovial inflammation
(9-13)

It 15 important to understand that simply washing the
cornstarch off gloves pnior to use does not prevent the
deletenious effects of cornstarch. Jagelman and Elhs
show that washing with water decreases the number of
starch particles, but leaves constderable cornstarch on the
glove that aggregates as clumps {14) They suggest that
cornstarch clumps would provoke a delay 1n absorption
and an increase of the foreign-body reaction In 1980, the
mvestigation by Tolbert and Brown provided further
evidence that glove washing with a saline solution leaves
residual cornstarch on the glove’s surface (15)

Fraser found the most efficient method of washing the
comstarch from the gloves to be a one-mnute cleansing
with 10 mL of povidone-1odine followed by a 30-s nnse
under stenle water (16). This techmique decreases the
median number of starch granules per mm? of glove, as
seen on rmucroscopic exarmination, from 2,720 (when no
atternpt to remove the powder 1s performed) to ( (with
the povidone-iodine method) However, this technique
was ume-consuming, costly, and burdensome to the chn-
1cal staff and did not ensure removal of ail powder
particles

Despite the effectiveness of these procedures, it
would sull be advisable that health care workers adhere
to the washing guidelmes if the cornstarch powder 1s to
be removed completely In a later chimeal tnai, Fay and
Dooher examined the surgical staff’s complhance with
giove washing to remove comnstarch lubricants They
note that only 17% of the surgeons and 21% of the
surgical oursing staff washed their gloves after donming
(17)

It 15 also valuabie to appreciate that healthcare work-
ers m some hospital setings use powdered surgical
gloves because they do not have easy access to stenle
wash basins Emergency physicians 1n Emergency De-

partments (EDs) treat more than 10 mullion pauents
annually using stenle surgical gloves During wound
care, they usually do not have the benefit of a nursing
assistant who aseptically sets up a sterile wash basin
filled with saline 1n which they can remove the com-
starch from their gloves Therefore, many emergency
physicians resort to using gloves lubricated with comn-
starch during wound treatments

Cornstarch as a Vector of Latex Allergies

The second mechamsm by which comnstarch on gloves
elicits disease 1s based on 1its role as a camer for latex
allergens Documented reactions to latex include contact
urucana, rhimns, asthma, and anaphylactic shock
(18-25) The development of reactions to latex exposure
has been hnked to the mdividual’s production of IgE
antibodies to natural latex when exposed to this sub-
stance (16-27) IgE medrated latex allergy has several
presentations with symptoms varymng from mild itching
to severe anaphylaxis (28) Three climcal presentations
are frequently seen. Glove induced local contact or irr-
tant dermatiis may occur that may progress to contact
urticara, pruntis, erythema, and angioedema 1n the first
group Some of these mdividuals may develop mucosal
mnvolvement with varying degrees of systemic allergic
reactions rangmg from hives, wheezmg, to laryngeal
edema to anaphylaxis The second group displays occu-
pauonal disease of the lower or upper respiratory tract, or
both, which ncludes rhinoconjunctivitis and bronchial
asthma with or without skin reactions The thud group
develops anaphylaxis during a medical or surgical pro-
cedure

In 1992, the Food and Drug Administration reported
more than 1,000 combined Medical Device Reporting
Program and Preduct Problem Reporting Program re-
ports of allergic or anaphylactic reactions 1n conjunction
with the use of plant-denved rubber or latex containing
medical products (29) It 1s unportant to realize that there
15 some overlap between these two reporting programs
Recently, Dillard, an official in the Center for Devices
and Radiological Health in the FDA, noted that there
were 305 reports to the FDA of allergic or anaphylactic
reactions associated with the use of latex gloves in the
last year alone for which data are available (August 15,
1996-August 15, 1997) (29)

Health care workers are at lgh nisk for this allergy
due to occupational exposure to latex In 1992, Zoltan,
Luciano, and James reported that 8 8% of dentists m the
U S Army Dental Corp have self-reported histories con-
sistent with latex allergy (30) Kaczmarek and colleagues
1n 1996 demonstrated that 5 5% of hospital personnel are
positive for latex specific IgE annbody by employmg a
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radhoallergosorbent test (31) Two other studies 1o 1997
indicated that 12 1% of health care workers and 21% of
hospital nursing staff are sensitized to latex, as deter-
nuned by skin prick tests (32,33)

This high incidence of latex sensiizahon has enor-
mous human costs, as trained healthcare workers who
have symptoms may require reassignment, or potentiaily
can even need to discontinue their career in healthcare
Not only 1s thus devastating to the healthcare worker,
society also loses the benefit of the trammng of these
<professtonals A role of cornstarch in the development of
latex allergy by health care workers 15 suggested by
Beezhold and Beck, who found a sigmficant interaction
between latex proteins and cornstarch powders (34), In
additton, Tomazic et al demonstrated that comstarch
binds latex proteins {35) Ths binding between corn-
starch and latex has been implicated as the major cause
of awrborne latex, Tarlo and associates found low or
undetectable latex aeroallergens in work areas where
only powder-free gloves were used (36)

There 15 considerable evidence that these airborne
comstarch-latex particles act as an agent for exposure
and sensinzation of healthcare workers to latex protein
through the release of latex-cornstarch particles mto the
air First, latex-protein or starch particles are allergenic
protewns (35) Sensitized people display allergic symp-
toms such as rhimtis, cough, conjunctivitis, or breathing
problems when only exposed to airbome latex through
the handhng of comstarch powdered latex gloves (37)
Of 11 sensiized people, four developed shortness of
breath, wheezing, and had evidence of enhanced airrway
resistance Four sensiuzed nurses experienced immediate
bronchoconstriction when handling powdered latex sur-
gical gloves and bronchial challenges with powdered
latex surgical glove extracts resulted in more severe
reactions than challenges with non-powdered latex sur-
gical glove extracts (38) Consequently, 1t can be con-
cluded that the interaction between comstarch and latex
provides a route of exposure to the latex protems that the
absence of cornstarch would minimize

Case reports 1n the literature provide further evidence
for the role of cornstarch 1 latex allergy of healthcare
wortkers. Tarlo and colleagues describe one hematology
laboratory techmcian who had developed contact derma-
ts, contact urticana, and anaphylaxis following contact
with latex She continued to expenence symptoms, such
as facial urticaria and rhimitts, after she switched to vinyl
gloves, and eventually stayed home from work She was
able to return to work after her laboratory changed to
powder-free gloves (36) Lagter and associates examned
an intensive care nurse who immediately had asthmatic
symptoms when powdered latex gloves were manipu-
lated 1n front of her, but had no reaction to vinyl gloves
39

Jackson Memonal Hospital (Miam1, FL), Methodist
Hospital (Indianapohs, IN) and Brigham and Women’s
Hospital (Boston, MA) also found an mmportant role of
powdered gloves in the development of latex allergy.
Therr latex sensitized healthcare workers were able to
continue work in a powder-free hospital environment
{40) All three hospiials banned the use of powdered
gloves, converting to powder-free gloves after discover-
g that latex allergies were a substantial problem among
therr staff. The favorable expenences of these hospitals
with the ehmmation of powder-free gloves demonstrate
that a commitment to eliminating cornstarch powder 1s a
valuable tool against the growing problem of latex al-
lergy among healthcare workers

This linkage between increased exposure of health-
care workers to latex proteins due to the use of cornstarch
powder on gloves 1s now well documented by the liter-
ature The Nattonal Institute for Occupational Safety and
Health (NIOSH) released a safety alert report i June
1997 entitled “Prevenung Allergic Reactions to Natural
Rubber Latex in the Workplace™” (41) It alerted the
public, employers, and safety and health officials to the
increase 1 allergic reactions to latex, particularly among
healthcare workers, but also recommended that “If latex
gloves are chosen, provide reduced protein, powder-free
gloves to protect workers from nfectious materials.”

Powder-Free Glove Selection Program for Hosputals

In the 1980's, manufacturers devised two different tech-
nuques to produce powder-free gloves. They used either
a hydrogel polymer or surfactant as mold-release agents
for latex gloves that allowed for the production of pow-
der-free gloves 1n the absence of cornstarch The other
approach nvolved chionination of the powdered glove to
remove surface glove powders resulung mn a glove prod-
uct with only small levels of residual cornstarch (42)
Biomechamcal studies have demonstrated that the
performance of powder-free latex gloves 1s remarkably
simular to that of powdered latex gloves Cote and asso-
ciates report that the forces required to don many man-
ufactured powder-free latex exammation gloves do not
differ sigmficantly from that encountered with powdered
latex examination gloves (43) Simlarly, Fisher and col-
leagues document that the glove donmng forces for pow-
der-free and powdered stenle latex surgical gloves do not
duffer sigmficantly (44). Furthermore, the puncture resis-
tance of powder-free and that of powdered latex surgical
gloves are remarkably sinilar Paviovich and colleagues
note that powder-free latex gloves are especially suited
for tape wound closure (45) They found that comstarch
powder bound to the mucroporous tapes and nterfered
with tape adhesion to skin In contrast, microporous
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tapes handled with powder-free surgical latex gloves
adhered aggressively to skin, facilitating wound approx-
1mation.

There have been major technologic advances 1n the
design and manufacture of powder-free gloves. The sur-
face of the fingertips of powder-free gloves has been
textured to improve the physician’s grasp of surgical
mstruments {46) In addition, a umque double glove
puncture indication system has been designed for pow-
der-free gloves (47) This puncture indication system
consists of a double glove system with ant mmner glove
uniformly colored green under a transparent outer glove
‘When the outer glove 1s punctured, the green inner glove
develops a dark patch under the puncture site, a warnng
to the physician to change the glove immediately The
color change 15 an opucal effect; 1t does not involve
release of dye or any other matenal, but 1t works on the
principle of capitlary action. This double glove system
has twice the resistance to puncture as a single glove

For healthcare environments managing latex sensi-
tized pauents, like ambulances and EDs, mtrile exaim-
nation and surgical gloves are commonly used (48)
Nitmle powder-free examination gloves that comply with
the National Fire Protectuion Associaton Standards 1999
are especially sunted for EMTS (48) The thickness of
mrtle gloves are half that of latex, enhancing the tactile
discnmnation of the healthcare worker These thin m-
trile gloves exlibit twice the puncture resistance of latex
gloves The handling charactenistics of the mtrile gloves
are judged to be excellent with donning forces that are
comparable to those encountered with latex gloves An-
other unuque advantage of the minie gloves 1s that tape
adhesive has hmited adherence to the glove surface In
contrast, tape adhesive aggressively adheres to latex
gloves

These umque performance charactenistics of mtrile
examnation gloves have been found useful m surgical
gloves used m the ED (49) Furst, therr thickness 18
significantly less than that of surgical latex gloves The
puncture resistance of mtrile gloves 1s twice that of latex
gloves Donmng surgical mtnie gloves can be easily
accomplished with either single or double gloves

Search for Hospitals Using Powder-Free Gloves

Since the advent of the latex ailergy epidemuc 1n health-
care workers and patients, many hospitals have imple-
mented a comprehensive glove management program
that involves the use of powder-free gloves To search
for this pnincipled medical leadership, we have devised
an mventory of hospitals using only powder-free exam-
mnation and surgical gloves throughout the world utnhz-
g an Internet website (www deadlydust com) This site

Table 1, Hospntals Using Only Powder-Free Gloves in the

Unrted States

Arkansas 1 Missoun 1
Califorria 1 Montana 3
Connecticut 3 North Carolina 2
Flonda 1 Qhio 1
Indiana 1 Pennsylvania 4
lowa 3 South Caroiina 1
Louisiana 1 South Dakota 1
Maine 4 Vermont 1
Maryland 3 Virgima 17
Massachusetts 7 Wisconsin 3
Minnesota 11

welcomes all hospitals using only powder-free examna-
tion and surgical gloves to be registered To date, 70
hospitals have regstered on thus website Twenty-one
states have hospitals using only powder-free gloves (Ta-
ble 1) Virgiua [17] and Minnesota [11] have the highest
number of regstered hospitals. In June 2000, Kaser
Permanente managed care orgamzauons will be listed on
this website, including 1ts 12 participating hospitals
Three hospitals 1n Europe have taken a leadership role 1n
banning the use of powdered gloves (Table 2)

DISCUSSION

Despite overwhelming evidence of the dangers of pow-
dered glove lubnicants, many hospitals across the world
conunue to use powdered examunation and surgical
gloves During the last century, scientists repeatedly
demonstrated that the powder on gloves causes serious
disease requnng hospitabizations (50) Invesuigations
also 1dentified a latex allergy epidemuc that threatens
mullions of healthcare workers and patients and pointed
to the sigmificant role of powdered glove lubricants
latex allergy (42) It must be particularly frustrating for
healthcare workers and patients, especially those sensi-
tized to latex, to realize that this staggenng problem has
a simple, inexpensive solution powder-free gloves with
low levels of latex allergens

In the absence of Food and DPrug Admmstration
(FDA) regulatory regulation, manufacturers are now pro-

Table 2. Hospitals Using Only Powder-Free Gloves in
Europe

Scandinavia
Hospital Location
S0S Sodersjukhuset Stockholm, Sweden

Orebro Region Hospital Orebra, Sweden
Unrted Kingdom
Hospital Location

Great Ormond Street Hospital London, England
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ducing a wide vanety of effective and mexpensive pow-
der-free latex and latex-free examinauon and surgical

FDA ban the use of cornstarch powdered gloves The
ciuzen action group Public Cinzen filed a petiion to the

o

gloves using a vanety of innovative techmques. Health-
care workers wearing powder-free glove products do not
have to take the addizonal step of glove washing before
usage With the advent of these mnovanve powder-free

FDA on January 7, 1998 requesting that comstarch be
banned from surgical and examation gloves (40) Itis
time for all hospitals in the United States to join this
movement toward a powder-free healthcare environment

examination and surgical gloves, many hospitals now
view the use of powdered gloves as an unacceptable and
dangerous medical practice. Today, many hospitals
throughout the country have displayed prmcipled lead-

with designated latex safe healthcare areas to protect
their patients against the dangers of glove powders and
the development of latex allergies

;o
[

L

powder-free gloves Kaiser Permenente will declare that

Cornstarch powder promotes disease by two different

-
;;ﬁ ership in thewr announcement that they will use only

N powder-free gloves products. Seventy hosptals in the CONCLUSIONS
'“} Umted States and three hospitals m Europe use only

all of its hospitals would be using only powder-free
gloves by June 2000

Unfortunately, this healthcare cnisis 1igmited by glove
powders has precipiiated btigation across the country
Howell Rosenberg, a partmer with Brookman, Rosen-
berg, Brown & Sandler, a law firm i Phladelphia,
estimated that about 250 cases aganst glove manufac-
turers have gone to Federal courts arcund the country, up
from about 23 cases two and a half years ago. His office
18 handhing a swt on behalf of all the Federal cases,
roughly 12% of which are from New York Dozens more
are being tried 1n state courts Thus htigious environment
has not caused the FDA to ban the use of cornstarch on
surgical and examination gloves Literally hundreds of
letters have been sent to the Secretary of Health and

mechanmsms It acts as a reactive foreign body 1n tssue,
which results 1n a wide range of diseases, and serves as
a vector for the latex allergy epideruc, A glove selectron
program for hospitals has been idenufied that uuhzes
only examinaton and surgical gloves without the com-
starch powder Powder-free, latex-free gloves are recom-
mended for treatment areas caring for latex sensinzed
patients, especially the emergency medical system An
Internet website has been developed as a global mven-
tory for hospitals using only powder-free exarmnation
and surgical gloves Seventy hosprtals in the Unted
States and three hospitals in Europe are identified on the
website This principled leadershup displayed by a grow-
ing number of hospitals in the world should be a catalyst
for the Food and Drug Admmstration to ban the use of

_e’;_?.'" Human Services, Donna Shalala, requesting that the cornstarch on exarunaton and surgical gloves
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Consumer Product Safety Commission March 30, 2000
Office of the Secretary
Washington, DC 20207

Consumer Product Safety Commussion

I am responding to the petition you have received requesting the Commission to declare
that natural rubber latex ("NRL") and products containing NRL are strong sensitizers
under the Federal Hazardous Substance Act ("FHSA") and that products contaiming NRL
must be labeled Our 11 year old son as well as myself have been diagnosed with natural
rubber latex allergy approximately 6 years ago Our lives have changed tremendously
since that diagnosis. Our son has had 2 anaphylactic reactions which required emergency
treatment with epinephrine. Trying to make our daily environments "latex-free" and safe
has been a challenge Ted is in 5th grade and next year will be starting a new school This
is always a tremendous challenge as it requires many phone calls to manufacturers trying
to verify whether or not their products contains NRL Just the daily battles of buying
clothes, toys etc. and trying to make sure they are safe for our family is terrible Needless
to say I urge you to grant this petition. Products must be labeled!! More and more
people are becoming allergic to NRL Our environments must be kept safe. We should
not have to spend hours on the phone trying to gather this information Thank you for
your time and consideration in this matter

Sincerely,
7%5[ [ (lr HZ/M/-O
Launi J Harris, RDH

Petition HP 00-2
Petition on natural rubber latex
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REFERENCE LABORATORY FOR DERMATOLOGY, ALLERGY AND CLINICAL IMMUNOLOGY

CP'_‘Z' P~
D&CI Fricsy, “April 28;2000, %
Mirs. Sadye E. Dunn Iﬂ] | L ‘f::'“:‘fy
Office of the Secretary 20
Room 502 BMAY S A I 29
4330 East-West Highway

Bethesda, MD 20814
Fax 301-504-0127

RE: Comments on petiton HP 00-2, Petition on Natural Rubber Latex
Dear Mrs. Dunn.

I am writing you to strongly support the labeling of natural rubber latex contamming consumer
products as “contamming natural rubber latex” In an 1996 prevalence study that we performed
together with members of the Consumer Product Safety Commussion (ref 1), we showed that the
prevalence of latex sensitization (latex-specific IgE antibodies) among hospital personnel 1s
appreciable and that therr health care providers should be made aware of latex allergy
Subsequent to this 1t has been shown mn some studies that over 50% of children with spmna bifida
and from 1 to 6% of the non-healthcare workers general public have become sensitized (IgE
anhbody positive) to natural rubber latex.

In a presentation at the Academy of Asthma, Allergy and Immunology meeting this year in San
Diego, a group from Creighton University in Omaha NE reported on 2 7 month old mfant without
any congemital deforrmties that developed a latex allergy from apparent normal use of rubber
toys, pacifiers, mpples and disposable diapers (ref 2). This 1s the youngest mfant to be reported
with a latex allergy. Exposure was not through surgenes but rather through the use of standard
consumer products containing natural rubber latex. This makes the important case for labelng
natural rubber-contaming consumer products.

The only method of we have of msurmg that the public does not become sensitized and develop a
potentially life-thieatening latex allergy 1s aveidance. However, one must know that the product
contams natural rubber latex to avoid exposure. While not all rubber-contamning consumer
products release the same levels of latex ailergen, 1t 1s currently not possible to wdentify those
consumer products that place latex allergic individuals at high nisk for symptoms as a result of
simply therr use. It 1s important that all rubber-contamning consumer products be clearly labeled
as containng natural rubber latex so that sensitized mdividuals can more easily 1dentify and avod
rubber latex allergen exposure Knowledge (about rubber content of products) 1s strength (in
promoting avoidance therapy)

ely yours,
\ 5% L }
obert G. Hamilton, Ph.D., D ABMLI

Associate Professor of Medicme and Pathology
Drrector, DACI Reference Laboratory
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From: BROKENBONES@aol com

Sent: Tuesday, May 02, 2000 11 37 AM

To: cpsc-0s@cpsc gov

Subject: Petition HP 00-2 Petition on Natural Rubber Latex

I would like to see that Natural Rubber Latex and products containing
NRL be

» declared "strong sensitizers" under the Federal Hazardous Substances
Act.

> I unfartunately have been sensitized through my 18 year career as a
Radiology

> Technologist, and have now developed a Type I Hypersensitivity to NRL.
I

have

> lost my career to thig Hypersensitivity, and have faced many other
difficult

> health and financial problems. This is now permanent and life long for
me,

> and I am only 37 years old.

> The reason I am a Type I hypersensitive person, is because I was a
hard

> worker, and followed the rules that mandated that I was to wear
protective

» gear while handling body fluids, etc.

> The "gear" that was supplied to me by my Employer was powdered NRL
gloves, I

> never thought that my career cheice as a Radiclogy Technologist could
> possibly cost me my livelihood, let alone my life! I now have to carry
> epinephrine with me at all times, for the rest of my life, as well as
wearing

> an i1dentification, bracelet and necklace stating that I have an
allergy to

> latex.

> I do not want anyone else to be needlessly sensitized, this is
something

that

» can be stopped There is no cure for those of us who have been
sensitized,

> but there 1s a cure for those who have not heen sensitized, that cure
would

> be removing the NRL from the medical community, and from standard
household

> ltems, toys and sporting goods.

> There are many things that can replace latex, but nothing can replace
my

life

I urge you to please act upeon the rule Declaring Natural Rubber Latex

v

Strong Sensitizer, please protect all of the innocent people who may
unknewingly become sensitized, 1f more 1s not done about this.
Sincerely Yours,

Barbara Leather RT(R)

220 West Sylvania Ave #24

Neptune City NJ 07753-6253

VMV VY VY VYD
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Colleen M. Baker BS, RN.
39 Greenndge Crescent
Hamlin, NY 14464
716 964-3502
May 2000

Office Of The Secretary
= Consumer Product Safety Commission
Washington, DC 20814

I am writing regarding petition # HP 00-2. petition on Natural Rubber Latex.

I strongly encourage the CPSC to declare that natural rubber latex (NRL) and
products contaiung natural rubber latex are strong sensitizers under the Federal
Hazardous Substance Act (FHSA).

I was exposed to NRL and have a severe life-threatening, occupationally acquired
latex sensitivity The research clearly shows that only those wath exposure to NRL
products can develop a type I hife-threatening allergy. Therefore, these products should be
listed under the FHSA, they are very hazardous.

My life since developing NRL allergy has been drasticaily altered and difficult
There are thousands of consumer products that are made of, or contain NRL and are not
labeled as such. This makes 1t most difficult for the millions of people who are now
trying to hive with latex allergy to function daily, when we are trymng to avoid and
decipher if regular products such as pencil erasers, glue, gardening supplies, clothing,
shoes, baby products, gloves, envelopes, and kitchen utensils do or do not contain any
NRL. We must repeatedly contact manufactures to see 1f we can touch or even be near
these products before use.

The requiring of labels for all NRL products would be most beneficial for those of
us already suffering with this totally preventable 1llness, as well as serve to wam other
consumers to the dangers of NRL products.

Thank you for allowing comments on this topic.

Sincerely,

Colleen M. Baker, BS, RN.
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Stevenson, Todd A. B

From: Colleen M Baker [CMBaker@frontiernet net]
Sent:  Wednesday, May 03, 2000 2:05 PM

To: cpsc-0s@acpsc gov

Subject: HP QC-2 Natural Rubber latex

Please see attached Natural Rubber latex Document.

Colleen M. Baker, BS, RN
Latex Allergy Association of NY
cmbaker@frontiernet net

http //Amwww frontiernet net/~cmbaker -LAANY

05/03/2000
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From: BRsBoots@aol com

Sent: Wednesday, May 03, 2000 12-50 PM

To: cpsc-0s@cpsc gov

Subject: Petition HP 00-2, Petitton on Natural Rubber Latex
May 3, 2000

Consumer Product Safety Commission
Washington, DC 20207

RE- Petition HP 00-2, Petition on Natural Rubber Latex
Dear Sirs/Ladies

I would like to add my veoice of support to Debi Adkins, editor of Latex
Allergy News, on her request to declare that natural rubber latex
{"NRL"} and

products containing KNRL as strong sensitizers under the Federal
Hazardous

Substances Act ("FHSA").

As a person who suffers from Type 1 Latex Allergy I can confirm that
this

substance has almost ended my life on two occasions and that i1t has
seriously

incapacitated me. This substance 1s a KNOWN health hazard that has not
been

taken seriocusly. I sincerely hope you will help to stop the needless
sensiltization of more people Together we can halt this destructive
forcet!

Thank you for your time and consideration in this matter.
Sincerely,

Kelly J Clinton
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From: aﬁﬁ[allkat@neo rr com]

Sent:  Wednesday, May 03, 2000 4 44 PM

To: cpsc-0s@cpsc gov

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

In a jpessage dated 5/3/00 9-50 06 AM Pacific Dayhght Time, BRsBoots writes
<< May 3, 2000

Consumer Product Safety Commussion
Washington, DC 20207

RE. Pettion HP 00-2, Petition on Natural Rubber Latex
Dear Sirs/Ladies-

I would like to 2dd my voice of support to Deb1 Adkins, editor of Latex
Allergy News, on her request to declare that natural rubber latex ("NRL") and
products contatmng NRL as strong sensitizers under the Federal Hazardous
Substances Act ("FHSA")

As a person who suffers from Type 1 Latex Allergy I can confirm that this
substance has almost ended my life on two occasions and that 1t has seriously
mncapacitated me This substance 15 a KNOWN health hazard that has not been
taken seriously [ sincerely hope you will help to stop the needless
sensiization of more people Together we can halt this destructive force!
Thank you for your time and consideration 1n this matter

Smcerely,

Kelly I Chnton
Al Clinron

05/03/2000
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From: Tammy_Tahara@monterey edu

Sent: Wednesday, May 03, 2000 1 16 PM

To: cpsc-os@cpsc gov

Cc: brsbocts@aoi com

Subject: Petition HP 00-2, Petitton on Natural Rubber Latex
May 3, 2000

Consumer Product Safety Commission
Washingeon, DC 20207

RE Petition HP 00-2, Petiticon on Natural Rubber Latex
Dear Sirs/Ladies
I would like to add my voice of support to Debi Adkins, editor of Latex

Allergy News, on her request to declare that natural rubber latex
( HNRIL" )

and

products containing NRL as strong sensitizers under the Federal
Hazardous

Substances Act ("FHSA").

As a person who suffers from Type 1 Latex Allergy I can confirm that
this

substance has almost ended my life on two occasions and that it has
seriously

incapacitated me. This substance is a KNOWN health hazard that has not
been

taken sericusly. I sincerely hope you will help to stop the needless
sensitization of more people Together we can halt this destructive
force?

Thank you for your time and consideration in this matter
Sincerely,

Kelly J Clinton

Dear Gentlepecple,

I am sending you this letter in support of my daughter, Kelly J
Clinton,

who suffers from Type 1

Latex Allergy. Please give very sericus consideration to declaraing
natural

rubber latex (NLR) and

products containing NLR as strong sensitizers under the Federal
Hazardaous

Substances Act (FHSA).

Thank you
Sincerely,

Tammy Tahara



Stevensdn: _d_/ .

From: PulceLlimon@aol com

Sent: Friday, May 05, 2000 11.10 PM
To: cpsc-os@cpsc gov

Subject: Petition on Natural Rubber Latex

May 5, 2000

Consumer Product Safety Commission
Washington, DC 20207

——

RE+ DPetition HP 00-2, Petition on Natural Rubber Latex
Dear Sirs/Ladies

I would like to add my voice of support to Debi Adkins, editor of Latex
Allergy News, on her request to declare that natural rubber latex
{("NRL") and

products containing NRL as strong sensitizers under the Federal
Hazardous

Substances Act ("FHSA").

As a perscn who knows somecne who suffers from Type 1 Latex Allergy I
can

confirm that this substance has almost ended my life on two occasions
and

that 1t has ser:ously incapacitated me. This substance 1s a KNOWN health

hazard that has not been taken seriously. I sincerely hope you will help

to
stop the needless sensitization of more pecple. Together we can halt

this
destructive force!!
Thank you for your time and consideration in this matter.

Sincerely,

Veronica Ramirez



Stevenson, Todd A. -

From' Sandra Kilogan [kilogan1@redshift com]

Sent: Thursday, May 04, 2000 11 05 AM

To: cpsc-os@cpsc.gov

Subject: Fw Petiion HP 00-2, Petition on Natural Rubber Latex

]

Petition HP 00-2, Petition on
Consumer Product Safety Commission
Washffigton, DC 20207

RE Petition HP 00-2, Petition on Natural Rubber Latex

>
-
>
>
» Dear Sirs/Ladies

>

> I would like to add my voice of support to Debi Adkins, editor of
Latex

> Allergy News, on her request to declare that natural rubber latex

( "NRL" )

and

> products containing NRL as strong sensitizers under the Federal
Hazardous

> Substances Act ("FHSA").

>

> As a person who suffers from Type 1 Latex Allergy I can confirm that
this

> substance has almost ended my life on two occasions and that it has
seriously

> i1ncapacitated me. This substance is a XNOWN health hazard that has not
been

> taken seriously. I sincerely hope you will help to stop the needless

> sensitization of more people. Together we can halt this destructive
ferce!!

>

Thank you for your time and consideration in this matter

Sincerely,

vV Vv vV V

Sandra Carr
>
> 5>
>
>
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11 May 2000

Office of the Secratary
Consumer Product Safety Commission
Washington, DC 20207

Fax: (301} 504-0127

Re: Petition MP 00-2, Petition on Naturai Rubber Latex

The subject item is an issue that carries more emotion than substance. How
many pecple do genuinely have an allergie reaction to latex? Statistics in the last
10 years have ranged from less than 0.1% population up to 3+%. Regardiess the
percantage of potential reactions are infinitesimally small. Aibeit, if a person is
ailergic then the reaction can be quite severe. Conversely, consider the
protection granted ta large portions/percentages of the population from diseases,
bactena, germs etc afforded by gioves of all types in a broad scope of industries.
And yes, there are alternatives to natural latex gloves, but there are significant
unknowns relative to substitutes. And how about the toys, etc used by children
around the worid containing natural rubber for generations now with little if any
probiems. But the geod accomplished is ofien overiooked for the "politically-
correct’, “legaily armed”, loudest critics and then the general populstion suffers
deficient products at higher costs and the regulatory bureaucrats applaud
themsaelves for having implemented rules, regulations and policies that rather
than accomplish good for the masses seemingly offer protection for a very small
minority of the population

Respectfully supmitted

406 Drake Drive
Dothan, AL 38305

| am NOT a disinterested party | have been involved in producing condoms,
gloves, balloons, finger cots and catheters for over 30 years. |'ve even thought
that our products were of great use and benefit.
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Petition HIP 00-2, Petition on Natbral Rubber Latex
May 15, 2000

Submitted to:

cpsc-0s@cpsc.gov

?3@?? S(g 4tpl-gzasecrt-lrt::uyo0 , Consumer Product Safety Commission, Washington, DC 20207

Office of the Secretary, Room 502, 4330 East-West Highway, Bethesda, Maryland
-20814. Fax (301) 504-0127 .

Submitted by:

Anne Clark

118 Ashland Ave.
River Forest, Il 60305

To Whom It May Concermn:

| appreciate the opportunity to comment on the citizen's retition on Naturai Rubber
Latex submitted by Deth Adkins,| My son, James, has latex allergy. Everyday we are
faced with the daunting task of pting to eliminate his expasure to natural rubber latex
while at the same time keeping him involved in as “normal” a life as possibie. Casual
contact with balls, art matenals, liners of food products, bike handles have alt posed varying
degrees of health risks for him. His chances of not dying or being seriously injured from
consumer products made from natural rubber latex would be greatly improved if consumer
products were labeled as such. Our family supports the recommendations made by The
American College of Aliergy, ma and Immunology contained in “Latex allergy: an
Emerging Health care Problem. Endorsed by the board of Regents, April 1995.
Published in Annals of Aliergy, a & immunology 1985; 75:19-21.

“The American College Of Allergy, Asthma and Immunology suggest that foliowing
proposals be addressed immedigtely:
2. Content labeling of consumer goods. Consumer goods may contain sufficient quantties
of latex to elicit severe reaction. A requirement for latex content labeling of consumer
éiis!mﬁguo phased in over 1-2 years Id increase consumer safety with minimal market

n

Given the current 21 deaths from: natural nubber latex reported to the FDA, these labeling
recormnmendations are clearly n and long over due. it s owr hope that this petition will
prompt the Consumer Product Safety Commission to senously address and correct this
oversight of labeling.

Aroe. Cla

Anne Clark
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Patricia Josrwie Szabo MHA, PT
198 Spook Rock Rl
Morshelio NY 10801

May 18, 2000

Office of the Secretary
= Consumer Product Safety Commssion
Washington. DC 20207
RE: Pelthon HP 00-2 Pettion on Natural Rubber Latex
Via telefacsimile @ 301-504-0127

Dear Sir or Macdiam

Products containing naturgl rubber latex {NRL) are strong sensitizers and should be labeled as such |
know; | have been sanstized. Since my sensitizaton, § fost my job working i1 a hospaat as 8 physicas
therapist  Sadly, | also lost my freedom. If | amt unexpectedly expesed to a product that contains NRL, |
take a handful of pils and use an inhaler to try to stop my allergic reachon | carry auto-njectable
epinephmne 10 reat myself n case of an emergency | have alao been hospitaiized

To try to prevent such reactions, on a daily basis | have to montor the contents of what | touch,
breathe, eaf, and wear Now that | have been sensitzed by the unsafe levels of latex proten m the
NRL gloves | wore at work, any NRL product could cause me 1o have a rsachon--a potentially ife-
threatening reacton This 18 scary when you consiier how many thousends of terrs now contain NRL,
most of which are nct labeled. in additon, it 18 not easy to tell when a product does cortain NRL
because it comes in many different forms

| know there is nothing you can do 1 change my condition now that | have been sensiized to NRL but
you can make it safer for me to five. You can decrease my nsk of anaphylax:s and prevent my health
from detenoratng further due to inadvertant NRL product exposure | speak for alt iatex-allergy
sufferers  Please help us fight this disease. Give us a better way io help ourseives. Please support
this petthon so that iatex products can be sasily and properly dentified. For latex sensitive indwiduals,
this Is 2 matier of ife and death

Cla\ e

Patrica Joanne Szabo MHA, PT
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1l Ma Exton, PA 19341
T18 A Ii: Cyay 12, 2000
Office of the Secretary
Consumer Product Safety Commission
Washington DC 20207

Dear secretary of the Consumer Product Safety Commission:
I am writing concerning Petition HP 00-2, Petition on Natural Rubber Latex.

My 16 year old daughter and I do not match the risk profile of many individuals with a natural
rubber latex allergy. Our background does not include any employment as healthcare workers or as staff
who must wear latex gloves. We have never been employed in any industry where natural rubber is part
of the manufacturing process. Hospital stays, thankfully, have been limited for both of us. We have,
mnstead, become sensitized to natural rubber latex through exposure n everyday situations involving a
variety of products including latex gloves, latex balloons, several different adhesives, new carpet and
upholstery, clothing, and a number of other consumer goods where we can only guess at the natural
rubber latex content.

Our quality of daily life has been negatively impacted by this development. There is always the
need to be prepared to deal with an allergic reaction and its aftermath which may include itching eyes and
skin (with or without blisters), dizziness, prolonged headache, blood pressure changes, and breathing
difficulties. If we are to avoid latex, we are no longer free to go where we please or do what we want to
do. Numerous chotces of ours are limited by this constramt. What classes to take (what classroom
environments to avoid), where to worship, what kind of transportation to use, where to shop and what to
buy, what doctors and hospitals to use for care, how to bandage an injury, what clothes to buy and wear,
what social events to attend, and where and what to eat must ail be evaluated based on the ongoing need
to avoid natural rubber latex.

A rule under the Federal Hazardous Substances Act stating that products contamning natural
rubber latex are strong sensitizers would reflect the truth as we have experienced it. By requiring all
products containing natural rubber latex to be labeled accordingly, many of these threats to our health and
well-bemng could be eliminated in the future, People everywhere (the newly diagnosed latex sensitive and
thewr doctors, purchasers, end-users, caregivers, building contractors, restaurant owners, etc ) would be
empowered to know what was dangerous to a latex sensitive individual and what wasn't. We and our
school system, our healthcare providers, businesses we frequent, building contractors, and others could be
assured before purchasing a product that latex was not present and that people like us were not being
further endangered.

Please accept this testtmony and rule that natural rubber latex 1s a strong sensitizer. My hope 1s
that thus will spare others from the exposure that has so altered our lives.

Sincerely,
(}Eﬁ&fg:,cy}r"’h r E! Jﬁf/ !

(Mrs.)Debbie Lynn Butler



From: KCalebS0@acl.com

Sent: Thursday, May 18, 2000 1,10 PM -
To: cpsc-0s@cpsc.gov

Subject: Re.petition # HP 00-2, petiion on Natural Rubber Latex

Office Of The Secretary
Consumer Product Safety Commission
Washington, DC 20814

I am writing regarding petition # HP 00-2, petition on natural
Rubker
Latex.

I strongly encourage the CPSC to decalre that natural rubber latex
(¥RL)
and products containing natural rubber latex are strong sensitizers
under the
Federal Haxardous Substance Act (FHSA).

I have a severe life-threatening occupationally acgquired latex
sensitivity as a result of being exposed to NRL while working in the
nursing
field. The research clearly shows that only those with exposure to NRL
products can develop a type I life threatening allergy, and therefore
these
products should be listed underhe FHSA.

Since developing NRL allergy my life has been drastically altered
and
difficult. There are thousands of consumer products that are made of,
or
contain NRL and are not labeled as such, makes 1t most difficult for me
and
the millions of other people who are also trying to live with latex
allergy
to function on a daily basis when one has to aveoid natural rubber latex.

Avoilding contact with matural rubber latex at present is the only
treatment

for a person who 1s allergic to natural rubber latex. We must contact
manufactures repeatedly to see if we can touch or even be near products
before use.

I strongly believe the requiring of labels for all NRL products
would be
most beneficial for those of us already suffering with this totally
preventable 1llness, as well as serve to warn other consumers to the
dangers
of NRL products before they too are extensively exposed and
unnecessarily
sensitized.

Thank you for allowing comments on this top:ic.

Sincerely,



i

Kathleen

R. Caleb
141

Jordache Lane

Spencerport, NY 14559
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ALCAN RUBBER & CHEMICAL, INC.

May 18, 2000

Sadye E. Dunn
Secretary
= Office of the Secretary
Room 502
U.S. Consumer Product Safety Commission
4330 East-West Highway
Bethesda, MD 20814
Fax 301-504-0127

RE: Petition HP 00-2, Petition Requesting Rule Declaring Natural Rubber
Latex A Strong Sensitizer

Dear Madam Secretary:

Alcan Rubber & Chemical, Inc. (*Alcan” hereinafter) sells natural rubber latex to a
variety of customers throughout the United States. As the Commission is well aware,
patural rubber latex has many valuable uses in both the medical and consumer felds.
Futhermore, natural rubber latex is widely accepted as the premier virus bamier,
outperforming other materials. In addition, natural rubber latex is significantly less
expensive than other alternatives.

Alcan submits there are many differing opinions regarding human sensitivity to natural
rubber [atex. Given this ambiguity, it is not appropriate, in our view, to require labeling
of natural rubber latex as a strong sensitizer.

Alcan strongly recommends that prior to adopting any rule requiring labeling for natural
rubber latex, that a detailed cost/benefit analysis be conducted. Prior to acting in this
matter, the Commission should be certain that there are no unintended consequences that
may cause harm to consumers, or may result in additional expense for consumers.

Thank you for the opportunity to comment.

Sincerely, S 2

Bryan
Vice President

29 Broadway

New York, NY 10006
Telephone (212) 952-9230
Fax (212} 422-0059

Z@ Fowvd AN H3g9Na NYoW ECOR-77p-717 FTIT O OQGZ /RT/CO
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ALCAN RUBBER & CHEMICAL, INC.

.To: U.S. Consumer Product Safety Commission
Bethesda, Maryland
Fax 301-504-0127

Please deliver this letter as addressed.

Thank you.

I IOgd AN NI NI

2 pages including cover sheet

May 18, 2000

ECAR-ZZ2P~C 12

19 Broadway

New York, NY 10006
Telephoane (212) 952 9230
Fax (212) 422-0059

Zei2l aBepl/a1/5a
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18T Choice for Quality and Value
TAPE

May 19, 2000

C/OFFICE OF
O S ECRETARY

70 tAY 22 P12 13

Ms, Sadye E Dunn

Secretary

Office of the Secretary

Room 502 =

US Consumer Product Safety Commussion
4330 East-West Highway

Bethesda, MD 20814

Re: Petition HP 00-2:
Petition Requesting Rule Declaring Natural Rubber Latex (NRL) a Strong Sensitizer

Dear Madam Secretary-

We are shocked at the ease of how a poorly-informed person or group can threaten an entire industry by requesting legisiative or
commission action to warn consumers of unsubstantiated claims.

Thousands of working taxpayers in this country are employed by producers of latex products made wrth unported latex Our tape
industry has existed for decades without being suddeniy labeled as “hazardous to one’s health.”

There appears to be a movement in this country, which rewards people who cause destruction to our industnial and manufacturing base
through ther means and background of approaching governing bodies with semi-truthful, to absolutely untruthful and unfounded
accusations. These people create the opportunity for litigious actions by the legal profession, which has no regard for the truth nor the
havoc created through their long term law suits and group legal actions, which few industries can afford to defend agamst

We have been a producer of tape products, which employ latex adhesive systems for twenty years, during which tume have not had
one smgle ineident of allergic reaction to our preducts, nor medical confirmation from any employee regarding sensitivity to the
product we produce or the raw materials used

Allergy symptoms are rampant in the United States ranging from contact to grass, anumals, air we breathe, food we mgest, and clothes
we wear Now, we are faced with the outlandish claim by some sponsor-person or group alleging without hard, exact evidence that
we are dealmg with and providing m the form of a product, a hazardous material

It 1s ime for our government to take action agawnst such self interest groups to protect the manufacturing base m thuis country from
these uresponsible actions designed not for the publics’ welfare, but for therr own personal nterest.

The mdustrial and consumer-oriented employers of labor, n the United States, should not be harassed by the personal greed of seif-

serving individuals or groups Proof of claim well beyond, “suspicion,” possibiiities,” or “conjecture,” must be the basis of any such
action

In our expenence, Natural Rubber Latex 1s not a strong sensitizer and products containing NRL should not be labeled as such.
Respectfully,

Ao

Sam Heyman
VP & General Manager

cc, Bryan Lakm, VP Alcan Rubber & Chemcal, Inc

%saiﬂ R Tape Corporation MEMEER m

= 6 Ingersoll Road « CN 2002 - South Plainfield, NJ 07080
Scrawnpristing & Graphic imaging

908-753-5570 « Fax 908-753-5014 -« -
Assaciation intarsationst 800-440-1250 TNTERAATHINAL SN ASIOCAION
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15T Choice for Quality and Value
TAPE

May 19, 2000

Ms. Sadye E. Dunn

Secretary

Office of the Secretary

Room 5Q2~

US Consumer Product Safety Commnssion
4330 East-West Highoray

Bethesda, MD 20814

Re: Petition HP 00-2:
Petition Requesting Rule Declaring Natural Rubber Latex (NRL) a Strong Sensitizer

Denr Madam Secretary:

We are shocked at the ease of how a poorly-miormed person o group can thresten an entwre industry by requesting legislative or
commission action 1o warn consumers of unsubstantiated claims.

Thousands of workmg taxpayers in this country are employed by producers of latex products made with imported latex. Our tape
ipdustry has existed for decades without being suddeniy labeled as “hazardous to one’s health.”

Thete appears to bc a movement in this country, which rewards people who canse destruction to our industrial and manufacturing base
through their means and background of approaching goveming bodies with serm-truthful, 10 absolutely untruthful and unfounded
accusations. These people create the opportunity for litigious actions by the legal profession, which has no regard for the truth nor the
havoc created through their long term law suits and group legal actions, which few mdustnes can afford to defepd against.

We have been a producer of tape products, which employ latex adhesive systems for rweaty years, during which time have pot had
ome sinple igcident of allergic reaction to our products, nor medical confirmation from any employee regardmg sensitivity to the
product we produce or the raw materials used.

Altergy symptoms are rampant i the United States ranging from contact to grass, animals, air we breathe, food we ingest, and clothes
we wear. Now, we are faced with the outlandish claim by some sponcor-persan or group alleging without hard, exact evidence that
we are dealing with and prowiding in the form of a produet, a hazardous materral.

It is time for our government to take achiop agamst such self mterest groups to protect the manufacturing base in thns country from
these irresponsible actions designed not for the publics’ welfare, but for their own personal interest.

The industrial and consumer-oriented empioyers of labor, in the United States, should not be harassed by the personal greed of self-
serving mdividuals or groups. Proof of claim well beyond, “suspicion,” possibishes,” or “conjecture,” must be the basis of any such
action.

In our experience, Natural Rubber Latex i3 not a srong sensttizer and products contsining NRL should not be labeled as such,
Respectfully,

A

Sam Heyman
VP & General Manager

cc: Bryan Lakin, VP Alean Rubber & Chemical, Inc.

gﬁm R Tape Carporation —

6 Ingersoll Road = CN 2002 - South Plainfield NJ 07080
’“'-""-“-*""" 908.752-5570 - Fax 508-753-5014 - §10-440-1250
A nGuel S8 AUOCHIN
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Petition HP 00-2, Petition on Natural Rubber Latex

To: Office of the Secretary, Sadye E. Durn
Consumer Product Safety Commission
Washington, DC 20207

Comments of Brenda K. Ray, M.S.N,
390 South Tyndall Parkway, PMB 228
Panama City, FL 32404-6724
(850) 874-0413

To Whom It May Concern:

In 1996 I was diagnosed with Type-I latex allergy. At the time, I was working as a nurse-
midwife, having compieted my master's training the previous year. In my ignorance, I
continved working (I was not wamed to avoid inhaled NRL dust from medical gloves). 1
did switch to synthetic medical gloves immediately. A year later I anaphylaxed, My
much-loved career ended that day. Little did I know how natural rubber latex (NRL)
would impact my life.

In addition to complete financial ruin, loss of our home, my job and career, I also lost my
bealth, I now have lung damage, much like that of silicosis or other ocoupational dust
{ung disease. I cannot think of one arca of my life that NRL has not altered for the worse.

I won't list the areas of my life in which many of the estimated 40,000 NRL-containing
products have impacted my daily life, Whether it's 1o enjoy our arca beaches or go to the
mall, I rarely venture out of my home without being reminded of my sensitization to
NRL. Latex balloons can be found everywhere. Symbolic of festivity and fun,
businesses use them for any special occasion. For me, it ends my fun as I have to remove
myself (and my family) from any area where a balloon might burst. As benign as it may
sound to you, purchasing a squeeze toy for the family pet could be deadly for me.

I adjure you to list NRL as a "strong scnsitizer” so that labeling will be required. Some

things in life are beyond our control, but this is not. Please make these petitioned
changes; save lives as you also raise the quality of life for many Americans.

Sincerely,

Brundos Roy, T,

Brenda Rey, M.S.N.
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COUNCIL S 5
EXECUTIVE COMMITTEE Office of the Secretary = - ';-;'
Dan Flynn = Consumer Product Safety Commuission 0 .-
Ploneer Batloon Company Washington, DC 20207 D ,I:
Chairman S oo
G‘;"” Kleves Re’ Petition HP 00-2, Petition on Natural Rubber Latex o 30
nagram international o5
Treasurer < =3 ‘
Bob Burton This letter is in response to the Consumer Product Safety Commission’s L\

Flowers. Inc. Balloons request for comments on a petition to declare products containing natural
rubber latex as “strong sensitizers” under the Federal Hazardous Substances
Act (“FHSA™) The Balloon Council believes that this measure 1s
unwarranted and may indeed needlessly confuse the great majority of the

PUBLIC AFFAIRS DIRECTOR population that is not affected by the 1ssue while not providing any

Daie Florio . . .

or . meaningful benefit to that very small percentage of the population for which
14 . - .

160 West State Sereet latex allergies do indeed present a moderate to serious health nsk

Trenton NJ 08608

(800) 233 8867 Latex is and has been used widely in everyday items in the United States for

Fax (609) 989 749t decades and yet has only been associated with allergic reactions in the past
ten or so years Latex is a natural product—Tlike bee stng venom, poison 1vy,

PUBLIC INFORMATION DIRECTOR

Pateiaa Barlo peanuts, or many other such orgamc substances—and can therefore cause
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Anesthetists, at least 94 percent of the population will never have any allergic
reaction to latex Today, health care experts driving the anti-latex issue
estimate that one to six percent of the general population 1s sensitive to
latex—comparable to the rate for bee venom, peanuts, grass and animal hair
Those most at nisk of having an allergic reaction to latex are healthcare
workers, such as doctors and nurses or spina bifida patients who have had
extensive contact with latex through multiple surgeries Within the health
care industry population segment there 18 a dramatic surge above the norm,
with sensitivity rates ranging from 8 to 14 percent Further, there is evidence
indicating that these people have been sensitized over long periods of
protracted skin contact, which generally does not occur from many of the
products that would be covered by thus regulation, but which does occur from
medical protective products already covered by FDA labeling requirements
Citing the increased risk for allergic reaction posed by latex products for
these workers, in 1998 the FDA required that all latex products carry wamning

labels to that effect.
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However, the general public stands a significantly lower likelihood of a
reaction than health care workers and thus labeling latex products as “strong
sensitizers” may cause unnecessary confusion and alarm among consumers
There is little (if any) evidence to support claims that the casual contact with
latex products such as balloons will sensitize a person to latex. In fact, tens
of thousands of workers who have had close contact with the product for
years present evidence to the contrary

Further, there is increasing evidence that estimates of the size of the
sensitized population may be greatly overstated Articles in several leading
peer-reviewed medical publications suggest that the number of people who
actually have an allergic reaction to latex may be less than half (and maybe
less than 10%) the commonly-sited “statistics ” (Reference citations
attached.)

The balloon industry is intent on providing products that are fun and safe for
everyone In recent years The Balloon Council has taken numerous steps to
educate consumers on the responsible use and disposal of balloons so as to
prevent injury and protect the environment Among its many initiatives, The
Balloon Council provides balloon retailers and distributors with up-to-date
accurate information on latex allergies for them to pass on to consumers
This educatronal approach offers a more meaningful picture to consumers
than mandatory labeling

We feel that the scientific evidence does not support mandatory labeling, and
that such labeling would not benefit consumers and would indeed harm many
people 1n the latex industry by needlessly frightening consumers We
encourage you to not support such labeling

Thank you for the opportunity to provide you with this information

Sincerely,

Daniel A
Chairman

Enclosure
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MESSAGE
PETITION HP 00-2

This iz to advise you that several latex products have been manu-
factured from 60% latex emulsion by the technology in our U. 5.
Patent 5,777,004 and tested (RAST and ELISA asgays) for Type I
allergens. All have been at or below the detection limits (5
ppm) as determined by an independent testing laboratory. We are
in discussions with the major latex product manufacturers to get
this technology into production channels.

We do have some significant concerns if the Consumer Product
Safety Commisgion approves this Petition. What kind of labelling
would be required or approved for latex products which have no
getectable allergens by ASTM testing procedures?

1f approved, this type of labelling would have a very merious
impact on the consumer confidence of non-detectable allergen
latex products. In fact, we believe the availability of non-
allergenic products would be materially retarded and have the
effect of: 1. =lowing the accesgibility of these producte to
thoee individuals most in need of them, i,e. those whose careers
and lives are threatened. 2. increaging the total number of
people who will he latex sensitized in the absence of these
products in the market place. We feel the most logical solution
would be to postpone the lahelling deadline a) for a sufficient
period to enable this technology to be implemented, and b)
provide a labelling catagory for non-detectable allergen products.
CONFIDE ALITMNUSICE: This FAX transmission mav contain confidential informatig
that is legaly privilege. The informatiog ig.ntetTEER only a@ the use of the retiiam
aMel apove. » ha‘e by -.a_'-_... iR ta!mpy in s » P ep  LTPYY I at IO yu’ by
tefephone. § are captien®d that any disclogyse? copying+istributiopy*dr other use of
the transipified jpioffnation is strictly probjifited e




SM@M N —

From: GailRech@webtv net

Sent: Thursday, May 18, 2000 10 15 PM

To: cpsc-osi@cepsc.gov

Subject: Petition HP0OO-2 Petition on Natural Rubber Latex

I would like to see a rule issued declaring that natural rubber latex
(NRL), and products containing NRL, are strong sensitizers under the
Federal Hazardous Substances Act. (FHSA)

Thank You,

Gail Reshowicz



