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Alternative gloves have not been accepted rapidly in the marketplace. "Old style"
USP Absorbable Dusting Powdered gloves have largely remained the market
mainstay over the past several years. FDA may therefore be unable to enforce
any such dramatic shift as the proposed "powder-free" initiative, regardless of
good intentions and how intensely FDA wants such a change.

FDA “social engineering” to increase use of alternative gloves and decrease use
of "old style” USP Absorbable Dusting Powdered gloves may be well intentioned.
However, to date all efforts to shift the market away from old-fashioned
comstarch powdered gloves have been largely ineffective. Therefore, one must
assume that this dynamic change in human behavior will take longer than
previously anticipated.

Likewise, an altemative pathway of gradual discrete steps away from old-
fashioned comstarch powdered gloves must be located. It is now prudent and
wise for FDA to study how to fix the faulty USP Absorbable Dusting Powder
device, and/or replace it with donning/lubricating powders that do not behave like
USP Absorbable Dusting Powder — in binding and camrying dangerous NRL
proteins.

9 FDA also invites comments on the issue of whether the recommended limits on
powder and protein proposed in this rule should be recommended limits or required
limits.

If enforcement is not forthcoming, implementation should be cancelled. If
enforcement is begun, the proposed limits should be required.

10. FDA considered allowing manufacturers to establish an initial tentative shelf-life up to
a certain duration based on accelerated aging data, provided that manufacturers
initiate concurrent real-time sheif-life studies to confirm and extend the tentative
shelf-life. FDA has been unable, however, to determine whether any validated
stability study protocols exist employing accelerated aging methodologies. The
agency invites comments or information on the availability of accelerated aging
stability study protocols which are predictive of glove shelf-life. If convincing
information conceming such protocols is available, FDA may incorporate such an
approach in a final rule.

FDA should work with innovative manufacturers and recognized experts to
design appropriate quality control procedures for all medical gloves.
Manufacturers need a level playing field, and predictable enforcement
expectations. Medical patients and glove users deserve the highest quality
medical gloves that the market price can sustain. These elements must be
expertly balanced in the final design for FDA approved quality control
procedures, including shelf life date labeling.
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11. FDA considered requinng the use of a special air handling system at the point of use
for those facilities using powdered surgeon's and patient examination.gloves with
powder fevels over 120 mg per glove, regardless of glove size. FDA is seeking
commaents on the appropriateness of this restnction.

If FDA intends to enforce this rule for all facilities, the rule is acceptable.
Evidence is lacking that would prove that air handling alone makes much
difference. On the other hand, removing or repairing USP Absorbable Dusting
Powder [cornstarch] in medical gloves is certainly an effective step forward.

12. FDA seeks comments as to whether a provision permitting affected persons to
request exemptions or variances from the labeling requirements or restrictions on
distribution and use proposed in this rule should be added.

No delays, exemptions or variances are appropriate in these serious public
health and safety matters.

FDA should move deliberately, without preference or variance, to end the
required use of USP Absorbable Dusting Powder bound to NRL protein in
medical gloves. Safer alternative lubricating/donning powders are available now.

Manufacturers can implement use of altemnative powders much more quickly than
they can eliminate donning powders (if, indeed, powder can ever be eliminated).

Thank you for this opportunity to comment.

Sincerely,

Dave Kinnaman
<LatexAllergyKills@!mmune.Com>
POB 621

Vashon, Washington USA
98070-0621
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Dear Ms. Brown, Ms. Gall, and Mr. Brown; Madam or Sir,

As a citizen, I hereby petiticon the US Consumer Product Safety
Commission (hereafter “"Commission®) to classify the primary
physical offender in the cause of natural rubber latex (NRL)
allergy sensitization, the allergen-protein-laden lubricant
known as "USP absorbable dusting powder" [on NRL gloves and
other NRL products] as a "strong sensitizer" under 15 U.S.C.
1261-1277, the Federal Hazardous Substances Act {(FHSA).

The Commission has already properly labeled epichlorohydrin as
a strong sensitizer under the FHSA. Now therefore be it known
that the strong sensgitizer epichlorchydrin is commonly (perhaps
universally) required in the manufacture of the subject of this
present petition: "USP absorbable dusting powder." This
petition, therefore, requests that the Commission extend also
to "USP absorbable dusting powder" the label "gtrong sensitizer"
- a label that is already properly applied to one of the
manufacturing precurgsors cof "USP absorbable dusting powder,"
itself.

This petition to the Commission is based on well know, proven,
reliable? valid, published scientific facts cited throughout. I
assert, based on these facts, that the cornstarch lubricant
"USP absorbable dusting powder" on NRL gloves, under current
and ordinary manufacturing procedures, when aerosoclized in
ordinary use, is well known to sensitize life-threatening NRL
allergy in individuals {(both customers and workers).

A decade ago, well after the advent of near universal
application of "USP absorbable dusting powder® lubrication on

1
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_These statements by scientists in authority in the US government
are widely reported and have been published and publicly
available on the Internet, making this information "weIF-kmdwn"
by most definitaons. )

Prevent Improper Consumer Diversion of Rejected "Medical® Gloves
In order to reduce and prevent the incidence of future NRL T
allergic sensitization, the Commission should act to declare the
dangerous NRL-allergen-protein-laden lubricant "USP absorbable
dusting powder" is a strong sensitizer. The Commission should
alsc do everything in its power to appropriately limit the
improper diversion into any and all consumer uses of all
NRL-allergen-protein-laden "USP absorbable dusting powder,"
especially in products originally labeled for medical use

(e.g., patient examination gloves) and subsequently rejected
(detained at port of entry) by the FDA. FDA officials have
communicated their disposition to cooperate in this matter in
private conversations with me.

Prevalence Of Latex Allergy

Currently NRL allergically-sensitized individuals (estimated
between 1% and 6% of the general population, and owver 50% of
spina bifida patients) must avoid all contact with NRL,
including and especially "USP absorbable dusting powder" which
contains and carries NRL-allergen-proteins. (8, S} Commission
action to label "USP absorbable dusting powder" may assist these
currently- (already) sensitized individuals to avoid NRL allergac
reactions. Commission actieon to label "USP absorbable dusting
powder" can also possibly assist already sensitized individuals
in avoiding worsening (progression) of their NMRL allergic
symptoms, because allergy and allergic symptoms are caused by
repeated exposure to an allergen. The requested labeling can
assist sensitized individuals to avoid repeated exposure to the
allergens which cause their allergic symptoms and that can cause
the worsening of their allergy.

Therefore, I request the Commission to urgently add "USP
absorbable dusting powder" in NRL products to the list of strong
sensitizers so that without delay all NRL consumer products
under the Commission's purview containing "USP absorbable
dusting powder" will require appropriate labeling.

Thank you for promptly considering, and acting upcon, this urgent
petition.

Sincerely,
{signed)

Dave Kinnaman

<LatexAllergyKills@Immune.Com>

POB 621 _

Vashon, Washington USA -
98070-0621 -

Lieutenant Hal Henderson Died of Latex Allergy
http://www.Immune.Clom/rubber/latex.allergy.kills.html
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20207
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Dear Ms. Brown, Ms. Gall, and Mr. Brown; Madam or Sir,

As a citizen, | hereby petition the US Consumer Product Safety Commission
(hereafter "Commission™) to classify the primary physical offender in the cause of
natural rubber latex (NRL) allergy sensitization, the allergen-protein-faden lubricant
known as "USP absorbable dusting powder" [on NRL gloves and other NRL
products] as a "strong sensitizer™ under 15 U.S.C. 1261-1277, the Federal
Hazardous Substances Act (FHSA).

The Commission has already properly labeled epichiorohydrin as a strong sensitizer
under the FHSA. Now therefore be it known that the strong sensitizer
epichlorohiydrin is commonly (perhaps universally) required in the manufacture of
the subject of this present petition: "USP absorbable dusting powder." This petition,
therefore, requests that the Commission extend also to "USP absorbable dusting
powder™ the label "strong sensitizer" - a label that is already properly applied to one
of the manufacturing precursors of "USP absorbable dusting powder," itself.

This petition to the Commission is based on well know, proven, reliable, valid,
published scientific facts cited throughout. | assert, based on these facts, that the
gomstarch lubricant "USP absorbable dusting powder” on NRL gloves, under
current and ordinary manufacturing procedures, when aerosolized in ordinary use, is
well known to sensitize life-threatening NRL allergy in individuals (both customers
and workers).

-
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A decade ago, well after the advent of near universal application of "USP
absorbable dusting powder™ lubrication on NRL products, the US Food and Drug
Administration (FDA) recognized the dangers that NRL allergy poses, when FDA
"sent a letter to manufacturers in May 1991 advising them of allergenic problems
with latex devices." '

-

Further, the "USP absorbable dusting powder™ {ubricant on NRL gloves, under
current manufacturing procedures, when aerosolized in ordinary use, is known to be
a serious threat to individuals already sensitized to NRL ailergy, because the "USP
absorbable dusting powder™ carries significant amounts of NRL allergen proteins,
causing serious and life-threatening ailergic reactions if sensitized individuals breathe
the ailergen-protein-laden "USP absorbable dusting powder™ into their lungs or
when the "USP absorbable dusting powder™ otherwise comes into contact with
mucosal tissues of these already sensitized individuals.

In order to carry out its proper duty to the public to improve and maintain public
safety, | request that the Commission urgently act to declare the allergen-protein-
laden lubricant "USP absorbable dusting powder,” when combined with NRL
products, is a strong sensitizer under the FHSA and therefore explicitly label the
allergen-protein-laden "USP absorbable dusting powder™ on natural rubber latex
gloves, and "USP absorbable dusting powder™ on all other NRL products under the
Commission's jurisdiction, as a "strong sensitizer" under the FHSA.

Counter-Arguments

While some insist that NRL products (themselves, alone) are most dangerous, 1
instead submit that the "USP absorbable dusting powder" lubricant comstarch
powder on NRL products is the far greater danger, directly responsible for causing
untold sensitization, financial loss, career loss, health loss, disability and even death
through NRL allergy. | recently addressed the FDA with similar concemns, and | am
attaching those comments for your information.

Other arguments commonly put forward are that latex allergy concems should be
addressed by use of alternative (synthetic) materials, or by eliminating the
comstarch lubricant powder altogether. On the other hand, synthetic gloves are
implicated in Type 4 allergic sensitization to manufacturing chemicals and synthetic
gloves may be more costly and much more dangerous to dispose of than natural
rubber [atex gloves. Similarly, elimination of "USP absorbabie dusting powder”
comstarch,. if not replaced with an inexpensive, effective lubricant (silicone,



Page 4 of 8

- T et T
— I~

. . their consumer-oriented pamphiet " Latex Allergy: A Prevention Guide "’in 1997,
saying "Is skin contact the only type of {atex exposure? No. Latex proteins become
fastened to the lubricant powder used in some gloves. When workers change gloves,
the protein/powder particles become airborme and can be inhaled."*

Also in 1997, the National Institute for Occupational Safety and Health, Centers
for Disease Control and Prevention said, "The proteins responsible for latex allergies
have been shown to fasten to powder that is used on some latex gioves. When
powdered gloves are worn, maore latex protein reaches the skin. Also, when gloves

~-~gre changed, latex protein/powder particles get into the air, where they can be
inhaled and contact body membranes..." *

Again, in the Federal Register: July 30, 1999 (Volume 64, Number 146) the US
FDA restated the danger, "FDA has significant concemns about the role of glove
powder as a carrier of airbomne allergens, because NL allergens have been shown to
bind to comnstarch.™

Also in 1999, the US Department of Labor, Qccupational Saftey and Health
Administration stated, "Studies have indicated that com starch powder, added to
gloves to facilitate donning and removal, can serve as a carrier for the allergenic
proteins from the NRL"”

These statements by scientists in authoiity in the US government are widely
reported and have been published and publicly available on the Internet, making
this information "well known" by most definitions.

Prevent Improper Consumer Diversion of Rejected "Medical™ Gloves

In order to reduce and prevent the incidence of future NRL allergic sensitization,
the Commission should act to declare the dangerous NRL-allergen-protein-laden
[ubricant "USP absorbable dusting powder" is a strong sensitizer. The Commission
should also do everything in its power to appropriately limit the improper diversion
into any and all consumer uses of all NRL-allergen-protein-laden "USP absorbable
dusting powder," especially in products originally labeled for medical use (e.g.,
patient examination gloves) and subsequently rejected {detained at port of entry)
by the FDA. FDA officials have communicated their disposition to cooperate in this
matter in private conversations with me.

Prevalence Of Latex Allergy
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Currently NRL allergically-sensitized individuals (estimated between 1% and 6% of
the general population, and over 50% of spina bifida patients) must avoid all
contact with NRL, including and especially "USP absorbable dusting powder™ which
contains and carries NRL-allergen-proteins. ® ¥ Commission action to label "USP
absorbable dusting powder" may assist these currently (already) sensitized
individuals to avoid NRL allergic reactions. Commission action to label "USP
absorbable dusting powder™ can also possibly assist already sensitized individuals in
avoiding worsening (progression) of their NRL allergic symptoms, because allergy
and allergic symptoms are caused by repeated exposure to an allergen. The
requested labeling can assist sensitized individuals to avoid repeated exposure to the
allergens which cause their allergic symptoms and that can cause the worsening of
their allergy.

Therefore, | request the Commission to urgently add "USP absorbable dusting
powder™ in NRL products to the list of strong sensitizers so that without delay all
NRL consumer products under the Commission's purview containing "USP
absorbable dusting powder™ will require appropriate iabeling.

Thank you for promptly considering, and acting upon, this urgent petition.

Sincerely,

Dpue L oo

Dave Kinnaman

< LatexAllergyKills@Immune.Com >
POB 621

Vashon, Washington USA
98070-0621

Lieutenant Hal Henderson Died of Latex Allergy
http://www.Immune.Com/rubber/latex.allergy.kills.hitmi
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These comments are in response to Docket No. 98N-0313 & 2§

The FDA can be credited with drawing eariy attention to the dangers of natural
rubber latex (NRL) medical gloves Sadly, FDA attention and FDA actions have
been inadequate to prevent terrible damage to health care workers and others

A safe health care milieu is essential. Although the required donning powder
does not originally contain NRL proteins, the donning powder now required does
bind with and can carry NRL proteins after the donning powder is in contact with
natural rubber inside the gloves. These NRL proteins, bound to USP Absorbable
Dusting Powder, become airborne and cannot be seen or controlled, so the
donning powder vector must be repaired or eliminated immediately

In health care today, during glove donning and removal, NRL protein that i1s
already bound with USP Absorbable Dusting Powder [comstarch donning

powder] is released into the air NRL protein is bound to and fravels with the
airborne USP Absorbable Dusting Powder.,

FDA must be responsible to regulate in a way that protects the public from
airborne NRL proteins bound to USP Absorbable Dusting Powder. The glove
device, when combined with the USP Absorbable Dusting Powder device, as
combined in everyday use, are creating an adverse device reaction — in effect, an
adverse device interaction. This unanticipated negative interaction is causing
great injury in health care today. FDA should move deliberately to eliminate or fix
the USP Absorbable Dusting Powder vector, or vehicle, that is now transporting
breathable NRL proteins into the air to the great detnment of health care workers.

So, the comstarch donning lubricant (USP Absorbabie Dusting Powder) in
powdered NRL medical gloves is NOT safe, because the cornstarch powder Is
known to bind with and carry significant levels of dangerous NRL protein.

The best solution is to immediately limit the amount of natural rubber protein
present in (chemically bound to) medical glove donning powder. Therefore,
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FDA shouid rapidly acknowledge and encourage alternative glove [ubrication
methods, and FDA should rapidly acknowledge and encourage alternative
donning powders. T

A move to phase in lower levels of NRL protein in the glove itself, while probably
helpful, is less important than the immediate cessation of the FDA required USP
Absorbable Dusting Powder vector in surgical gloves, because the current
donning powder binds with and carries NRL proteins.

Individuals allergic to natural rubber latex must continue to struggle with their
disease — the least that they should be provided 1s access to safe and
“appropriate emergency medical care, and venues for safe and proper routine
heaith care. Unless airbome USP Absorbable Dusting Powder Is eltminated or
repaired, the latex allergic cannot safely approach typical health care facilities.

Consequently, all proposed NRL protein limits must apply to, and must include,
the NRL protein inadvertently now included in medical glove donning powder.

Protein limits must be stated either for the glove and for the donning powder, or
for the both glove and donning powder devices together. Equivocation on this
matter has already caused too much confusion and misinformation. The donning
powder now carries significant amounts of NRL-protein, and it shouid not.

The proposed labeling 1s not adequate because it does not quantify the
extractable NRL protein bound to and therefore in the donning powder The NRL
protein content of the glove s false, misleading and understated unfess the
protein content in the pnmary airborne NRL-protein delivery vehicle, the
lubricating/donning powder, is clearly identified and reported to the consumer.

Gloves In Kits

Again, | applaud the FDA for requiring gloves in kits to be precisely and

accurately labeled. For public safety, all natural rubber latex items in kits,

including catheters and tubes, should be labeled for NRL protein and powder

content. Additionally, labeling of these devices should especially also inciude the
_ NRL protein and powder content of the gioves in the kit.

So-called "Lightly Powdered" Gloves

FDA has too long ignored the widespread misbranding of "lightly powdered"
labeling. Lack of enforcement of this misbranding has sown confusion and
misinformation among patients, medical glove users, distributors, and
manufacturers. R R
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FDA should immediately use its enforcement powers to stop this widespread,
false marketing claim ("Lightly Powdered"). Lax FDA enforcement in this matter
has already caused much confusion and misinformation. T

1. FDA requests comments on the timeframe for implementation of the proposed rule
considering the need for changes in preduction, technology, and labeling, as well as
the immediate need fo address adverse health concents associated with medical
gloves. Although FDA prefers a 1-year effective date, FDA is proposing a 2-year
effective date based on indications from industry thaf the necessary changes could
not be made in 1 year and that a shortage of medical gloves could result.

-FDA should implement the proposed rule immediately. Implementation without
readiness to enforce, however, would be a sham. If enforcement s not promptly
forthcoming, impiementation should be cancelled, and the proposal shouid be
shelved.

2. In the proposed guidance document, FDA recommends a limit of no more than 120
mg powder per powdered glove, regardiess of size, as the maximum level in order to
reduce exposure lo particulates and airbome allergens. FDA requests comments on
the recommended limit with regard to the minimum level of powder needed for
adequate donning of gloves.

Assumptions In FDA Proposal

The proposed limit of 120 mg powder per glove assumes that glove donning
powders are a NRL-protein (antigen) carrier, causing latex allergy incidents n
those already sensitized, and causing new ailergic sensitization to occur.

However, there is no evidence that any specific levei (lower or higher than 120
mg.) of NRL protein or protein-bound USP Absorbabie Dusting Powder will
protect workers or patients from sensitization or reactions There is no known
"safe" level.

Because there is no known safe level of exposure, it 1s all the more important to
identify and label accurately and completely the actual level of NRL protein
exposure caused with each glove use. The NRL-protein exposure is understated
and faise unless the NRL-protein bound to the USP Absorbable Dusting Powder
is measured and included in the labeling.

False FDA Assumption
However, the ASSUMPTION that glove powder is the culprit, while initially

satisfying, hides the further assumption that alternative glove powders are
unavailable. This hidden, FALSE assumption is very dangerous.

Cml>
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The assumption that alternative glove powders are unavailable has clouded the
arr for several years now, while alternative glove powders languish in disuse.
FDA has disregarded altemative lubricants and lubricating methods at great loss

FDA Therefore Again At Fauit .

Everyone knows that the USP Absorbable Dusting Powder, when bound to NRL
protein, is dangerous beyond words, yet FDA continues to demand USP
Absorbabie Dusting Powder in every surgical glove. This damaging requirement
should be rescinded immediately

FDA should sponsor research to identify alternative, safer donning powders. FDA
should carefully investigate alternative lubrication methods .and altemative
donning powders. FDA should not force medical glove users, and those who
inadvertently breathe the NRL-protein-laden USP Absorbable Dusting Powder
vector, to continue to use dangerous powders that bind with and carry NRL
proteins. FDA should sponsor research to repair this serious and perilous flaw in
USP Absorbable Dusting Powder.

3. FDA requests comments on the feasibility and desirability of additional labeling
requiring manufacturers to state the pnmary ingredients in glove powder in the
product labeling.

Specific Labeling Is an Improvement

Increased !abeling requirements have been a step in the nght direction Product
labeling should respond clearly and directly to specific heaith and safety
concemns Accurate labels help to enable latex allergic individuals to protect
{themselves.

Accurate labels may also help enabie others to avoid needless allergic
sensitization, and to otherwise identify possible irritants and chemical aillergens.

Accurate labeling (on primary packaging) of NRL protein content for both the
glove and the donning powder, and nothing less, is required for public safety.

All labeling should be clearly visible and easy to read.
Necessary Labeling Includes
3A. No ingredients in the glove package should be optional in labeling. Donning

powder now appears to be optional in labeling requirements, and donning
powder SHOULD NOT BE OPTIONAL.
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3B. All ingredients having recognized potential to sensittize ANY aliergy MUST be
labeled on the consumer glove box ST

3C. All ingredients that have recognized potential to imtate or disable human

beings should be labeled on the consumer glove box Health care and other

workers, and their patients and consumers, require the FDA to exercise this
-~power to protect and serve the public.

3D. Specifically, the presence of these ingredients or residues MUST be [abeled:

ionically bound USP Absorbable Dusting Powder-naturai-rubber-latex-protein
magnesium oxide

specific chemical accelerators MUST be labeled

carba mix

black rubber mix (BRM)

gquaternum-158

mercaptobenzothiazole (MBT)

mercapto mix

thimerosai

thiurams

3E. Labeling of glove donning powder as "USP absorbable dusting powder” is
NOT acceptable. The actual ingredients of the powder, including the NRL protein
content, magnesium oxide, etc., MUST be revealed to the consumer on the
primary packaging.

Trade secret and proprietary ingredient mixes, and related manufacturing
concems, should never be allowed to prevent FDA from doing its solemn duty to
protect public safety.

The proposed labeling is not adequate because it does not quantify the
extractable NRL protein bound to and present in the donning powder. The NRL
protemn content of the glove is false, misieading and understated uniess the
protein content in the primary NRL-protein delivery vehicle, the
lubricating/donning powder, is clearly identified and reported to the consumer.

4. In the proposed guidance document, FDA is recommending no more than 2 mg
powder per glove, regardless of size, as the recommended powder level for those
surgeon’s and patient examination gloves labeled ‘powder-free.” FDA requests
comments on the proposed limit. FDA is also seeking comments on the possible
impact of this powder limit on barrier properties and shelf-life of NL gloves.

FDA must enforce the rule on all manufacturers, for the rule to be meaningful.
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5. FDA is also considenng a future requirement that all surgeon’s and patient
examination gloves marketed in the United States be powder-frée” FDA requests
comments as to whether a continued need for powdered gloves exists, and, if so, the-
reason for this need. «Comments on the feasibiity of such restrictions.

Alternative gloves have not been accepted rapidly in the marketplace. "Old style"
USP Absorbable Dusting Powdered gloves have largely remained the market
mainstay over the past several years. FDA may be unable to enforce any such
dramatic shift as a proposed "powder-free” initiative.

6. FDA considered restnctions on the sale (advertising), distribution, and use of
powdered surgeon’s and patient examination gloves FDA 1s seeking comments on
the feasibility of such restnctions.

Banning USP Absorbable Dusting [cornstarch] Powder 1s appropriate and
necessary because of USP Absorbable Dusting [cornstarch] Powder's proven
propensity to bind with and carry NRL proteins Banning alternative, non-
cornstarch donning powders and other lubrication methods (not so indicted)
would be rash and inappropriate.

7 In the proposed guidance document, FDA is recommending an upper limit of no more
than 1,200 ug protein per NL glove, regardless of size, as the maximum leve! for NL
surgeon’s and patient exarmination gloves. FDA i1s seeking comments on the
proposed recommended limit.

This rule will be meaningless uniess FDA has the ability to enforce . Will a
proposed enforcement procedure promptly go into effect?

8. FDA'’s objectives in this proposed rulfemaking are to reduce adverse health effects
from allergic reactions and foreign body reactions by controlling the levels of water-
extractable protein and glove powder on NL gloves, FDA requests comments as to
whether there are feasible alternative approaches to achieve these objectives. If
other alfernatives or data submitted present feasible methods fo protect the public
health or suggest that different powder or profein levels are adequate to protect the

- public health, FDA may incomporate such data or approaches in a final rule.

As emphasized throughout these comments, removing or repairing the USP
Absorbable Dusting Powder donning powder is the single most promising
alternative now avallable. Other proposed methods rely on estimates of future
price economics, questionable assumptions, and social engineering. Non-
cornstarch altemative lubricating powders can be much safer, equally effective in
donning lubrication, and are already immediately availabie.
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Alternative gloves have not been accepted rapidly in the marketplace "Qld style"
USP Absorbabie Dusting Powdered gloves have largely remained the market
mainstay over the past several years. FDA may therefore be unable to enforce
any such dramatic shift as the proposed "powder-free” initative, regardless of
good intentions and how intensely FDA wants such a change.

FDA "social engineering” to increase use of alternative gioves and decrease use
of "old style" USP Absorbable Dusting Powdered gloves may be well intentioned.
However, fo date all efforts to shift the market away from old-fashioned
comnstarch powdered gloves have been largely ineffective Therefore, one must
assume that this dynamic change in human behavior will take longer than
previously anticipated.

Likewise, an alternative pathway of gradual discrete steps away from old-
fashioned cormstarch powdered gloves must be located. It i1s now prudent and
wise for FDA to study how to fix the faulty USP Absorbable Dusting Powder
device, and/or replace it with donning/lubricating powders that do not behave like
USP Absorbable Dusting Powder — in binding and camying dangerous NRL
proteins.

9. FDA also invites comments on the issue of whether the recommended limits on
powder and protein proposed in this rufe should be recommended limits or required
fimits.

If enforcement 1s not forthcoming, implementation should be cancelled. If
enforcement is begun, the proposed Iimits should be required.

10. FDA considered allowing manufacturers to establish an imtial tentative sheif-life up to
a certain duration based on accelerated aging data, provided that manufacturers
imitiate concument real-time shelf-life studies to confirn and extend the tentative
shelf-life. FDA has been unable, however, fo determine whether any validated
stability study protocols exist employing accelerated aging methodologies The
agency invites comments or information on the availability of accelerated aging
stability study protocols which are predictive of glove shelf-life. If convincing
information conceming such protocols is available, FDA may incorporate such an
approach in a final rule.

FDA should work with innovative manufacturers and recognized experts to
design appropriate quality control procedures for all medical gloves.
Manufacturers need a level piaying field, and predictable enforcement
expectations. Medical patients and glove users deserve the highest quality
medical gloves that the market price can sustain. These elements must be
expertly balanced in the final design for FDA approved quality control
procedures, including shelf life date labeling.
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11 FDA considered requinng the use of a special air handling system at the point of use
for those facilities using powdered surgeon’s and patient examination gloves with
powder levels over 120 mg per glove, regardless of glove size FDAs seeking
comments on the appropnateness of this restriction.

if FDA intends to enforce this rule for all faclities, the rule is acceptable

Evidence is lacking that would prove that awr handliing alone makes much

difference On the other hand, removing or repairing USP Absorbable Dusting

Powder [comstarch] in medical gioves is certainly an effective step forward.

12. FDA seeks comments as to whether a provision permitting affected persons fo
request exempfions or variances from the labeling requirements or restnctions on
distnbution and use proposed in this rule should be added

No delays, exemptions or variances are appropriate in these serious public
heaith and safety matters.

FDA should move deliberately, without preference or variance, to end the
required use of USP Absorbable Dusting Powder bound to NRL protein in
medical gloves Safer alternative lubncating/donning powders are availabie now

Manufacturers can implement use of alternative powders much more quickly than
they can eliminate donning powders (if, Indeed, powder can ever be eliminated)

Thank you for this opportunity to comment.

Sincerely,

Dave Kinnaman
<LatexAllergyKills@lmmune.Com>
POB 621

Vashon, Washington USA
98070-0621
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OFFICE OF THE GENERAL COUNSEL Stephen Lemberg
- Assistant General Counsel
Tel, 301-504-0930 ext. 2218
E-Mail. slemberg@cpsc gov
June 15, 2000
Dave Kinnaman
P.O. Box 621

Vashon, Washington 98070-0621
Dear Mr. Kinnaman:

" Your submission dated May 22, 2000 requests that the Commission issue a rule declaring
“USP absorbable dusting powder” used on natural rubber latex (“NRL™) gloves to be a strong
sensitizer under the Federal Hazardous Substances Act (“FHSA”). As explained below, your
request does not meet the Commission’s requirements for petitions as set forth in 16 C.F.R. Part
1051. (A copy of these regulations is enclosed.)

A petition must identify the product or substance for which regulation under one of the
Commission’s statutes is sought. 16 CF.R. § 1051.5(2)(3). You identify “USP absorbable
dusting powder” as the substance at issue. You state that this powder can carry NRL proteins -
from gloves into the air and that sensitized individuals may breathe these proteins and have an
allergic reaction to them. Thus, the substance causing the reaction would be the NRL proteins,
not the USP absorbable dusting powder itself. Under the FHSA, the Commission has the
authority to declare as a strong sensitizer a substance that through an allergic process “causes”
hypersensitivity evident on reapplication of the substance. 15 U.S.C. § 1261(k). You do not
show that USP absorbable dusting powder is such a substance. As you state, the powder binds
the allergenic proteins and carries them into the air. The powder may be a vehicle for the NRL
proteins, but is not the cause of any hypersensitivity. Therefore, the Commission cannot declare
USP absorbable dusting powder a strong sensitizer.

GPSC Hotline, 1-800-638-CPSC(2772) % CPSC's Web Sile hitp:/www.cpsc.gov
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Certainly, the interaction between USP absorbable dusting powder and NRL gloves 1s an
issue the staff should consider as 1t prepares a brefing package for the Commission on the
petition to declare NRL a strong sensitizer Therefore, the Commussion willconsider your
submussion as a comment on that petition I appreciate your sharing your concerns with the

Commission. .

. Sincerely,

.

Stephen Lemberg
Assistant General Counsel

Enclosure
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§31024.171—1034.999 (Reserved]

PART 1957—PRQOCEDURE FOR
PETITIGNING FOR RULEMAKING

Sec,

10511 Scope.

10512 Genersl

105L3 Place of fMing.

10514 Time of ling

1051.5 Requirements
dons for petitions.

1051.8 Documents not conmdered petitions.

103LT Statement in support of or 1n oppo-
ution to petitions Duty of petitioners to
remauin apprised of developments regard-
{ng pecitions,

10512 Pihlic hearings on petitions

10519 Factors the Commisnion conniders
o grandng or denying peditions.

1051.1¢ Granting petitions.

105111 Denial of pecitions,

ATrmoarsy: 5§ US.C 553(e), $ USC
555(e).

Souncx 48 FR 57123, Dec. 28, 1983, unlesy
otharwise noted,

§J1051.1 Scope.

(a) This pazt establishes procedures
for the submission and disposition of
petitlons for tke 1ssuance, amendment
or revocation of rules under the Con-
sumer Pruduct Safety Act (CPSA) (15
U.S.C. 2051 ef seg.) or other statutes
admimistersd by the Consumer Prod-
uet Safaty Comruission.

(b) Persons {lling petitions for rule-
malorg shall foflow as closely as possi-
tle the requirerments and are snesur-
aged to follow as closely as possible
the recommendations for fling peti-
tions under section 1051.5.

(¢} Petitions regarding products reg-
wlated under the Federal Hazardous
Substapcss act (FESA) (15 US.C.
125] er seq.) are governed by ex:sting
Commussion procedures af 16 CFE
1500.82, 16 CFR 1500.201, and 21 CF¥2
2.55. Petitlons regarding the axamp-
tion of products regulated under the
Powson Prevention Packaging Act of
1970 (PPPA) (15 TS.C. 1471 &t seq.)
are governed by existing Commussion
procedures at 16§ CIR 1702. In addi-
tion. however, persons filing such peti-
tlons shall follow the requirements
and are sncouraged to follow the ree.
ommendations f(or filing petitions as
sat forth in § 10S51.5. ~

ind recommenda-

§ 10512 General,

(2) AnY person may file with the
Commussien a pention raguesting the
Commussion {0 Begin a procssding to
issue, amend or reveke a regulation
under any qf the statutes 1t admins-
ters.

(b) A perition whuch addresses z nsk
of nyury associated with 2 produet
which could be eliminated or reducea
to a sutflcient extent by acmon taken
under the Federal Eazardous Sub-
stances Act, the Foison Prevention
Packagqing Acs of 1970, or the Flamma-
ble Fabrics Act may be considered 5y
the Comrussion under thosa Aets.
However, If the Comnussion finds by
tule, in accordance with section 30(d)
af the CPSA. as amended by Pub. L.
94-284. that it Is in the public interest
to regulate such nsk of myury under
the CPSA, it may do so. Upon determ:-
nation by the Qfflce of the Geperal
Counsel that a petition should be con-
siderad under ons of these acts rather
than the CPSA, the Offics of the Sec-
retary shall docket and process the pe-
tiion under the appropriate act and
mmform the petitioner of this derer=mi-
naton. Such docketng, however, shall
not preciude the Commission from
procseaing Lo regulate the procuct
under the CPSA after makmg the pes-
essary findings,

§ 10513 Place of filing,

A petition should he marlea to:
Office af the Secrstary, Consumer
Product Safety Commission, Washing-
ton, D C, 20207 Persons wuishung o flle
3 petitior 1o person may do so 1o the
Otflce of the Secratary, at aither, 5401
Westhard Avenue, (third foor) Be-
thesda, Marrland or 1111 18th Strees.
N'W, (erghth fdoor), Washungoon, D C.

§1051.4 Time of Aling

Far purpeses of computing hme ne-
riods under thus part, a- pet.tion shali
be consicered filed when tume-date
stamped by toe Office of the Secre-
tary A dectment s Lime-date stamped
when {t 15 received 1n the Office of the
Secretary.

159 .



§ 1051.5

§ 10513 Requrements and recommenda-
tions {or petitions,

(a) Requiremenis, To he considersd a
petldon under this part, anoy request
0 1ssus, amend or revoke a rule shalil
oieet ihe requrements of this para-
graph (2). A pettion shall:

(1) Se wrnitten i the Enghsh lan-

(2) Contain the name and address of
the pectioner;

(3) Indieate the product (or prod-
ucts) regulated under the Consumer
Produe: Safety Act or other statute
the Commission admimisters for which
a rule 5 sought or for which there is
an axisuny rule sought to be modified
or revoked. (If the petition regards z
procedural or other rule oot mvolving
a specfic product, the type of rule m-
volved must be indicated.)

(4) Set forth facts which establisnp
the claum that tke issuancs, amend-
ment, or revocation of the rule is nec-
es5277 (for exampie, such facts may in-
clude persopal expenience; medical, en-
|nesrmy or,.inmury datas or a research
study); and

(5) Contamn an explict request Lo -
tizte Commussion rulewsmaxme and sat
forth 2z brief dese:pdon of the sub-
stance of the propcosed role or amend-
ment or revocation thereof whick it is
clamed should be issued by the Com-
mmisxion. (A general request for regula-
tor7 aculon wnica does not reasonabiy
spexf7 the type of action requested
shall oot be surficcent for purposes of
this sunsecmon.)

(h) Zecom.nendatzons. The Comrms-
s10n =2courages the submussion of 2s
mueh mformahion as possible ralated
o the petinon Thus, to assst the
Comrmusnion in its evaluation of a peti-
ton. to the axtant the mformation is
koown and available to the petttioner,
the petitioner is ancouraged to supply
the followmmg wnformation or any
other nformation relating to the rer-
ton. T2e petition w1l be considered
by the Comrussion sven if the pet!-
toner 3 urahble to supply the nnforma.
Lion recommended m ths paragraph
{b). Eowever, as applicable, and ta the
extent posuble, the petitioner is en-
cauragad tao:

{1) Descztbhe the speciic nisk(s) of
injury te which the petiticn 15 ad-
dressed, including the degres (severn-

16 CFR Cx. 11 (1-7-88 Edition)

ty) and the nature of the risk(s) of
myury associated with the product and
possible rezsons lor the axistapes of
the nsk of mury (for example, prod-
ucs defect, poor design, faulty work-
manship, or mmtertonal or umnten-
tional misuse);

(2} State why a consumer product
safety standard would aot be fsagibla
I the petition requests the 1ssuance of
a rule declarng the producgt to be a
banned hazardous product, and

(3) Supply or reference any known
documentation, engiteering studies,
technieal studies, reports of mjurtes,
medical findings, legal analyses, eco-
nomie analyses and environmental
mpact analyses relatmg to the peti-
tion.

(¢} Procedural recommendairons
Thoe following are procedural recom-
mendations to heip the Commussion o
s consmideration of petitions. The
Commussion requests, but does not re-
quirs, that 2 petition flled under this
part:

(1) Be typewritten,

(2) Include the word “petition” i1 2
heading prececing the taxt,

(3) Specly what section of the stat-
ute admimistered by the Commission
authornzes the requested rulemainng,

(4) Ineiude the teispnons number of
the peuifioner and

(§) De accompanied by at least five
{5) copies of the penition.

§1051.6 Documents not considered peti-
uans.

(a} A docurnent {fled with the Com-
oussion which aderesses a topic or in-
volves a product outside the jurnsdic-
tion of the Commussion =il noe be
considered to be a peniion. After con-
sultation with the Qffice of the Gan-
eral Counsel, the Qffice of the Secre-
tary, U appropriate, w1l forward to
the appropriate agency documents
which address products or topics
wthun the junsdiction of other agen-
ces. The Office of the Secretary shall
notify thé sender of the doeument
thaz 1t has been forwaroed to the ap-
propriate agency.

(b) Any other docirnents flled with
the Offlce of the Secretary that ars
determmed by the Offlce of the Gen-
eral Coursel not 0 be petitions shall
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Stevénsyn, Jodd A S8

From: walc@lycosmail com

Sent: Sunday, June 18, 2000 8 44 PM

To: cpsc-0s@cpsc gov

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

To whom 1t may concern,

I am a mother of a four year old bhoy with a severe natural rubber latex
allergy. You can only imagine the hazards this presents to cur family;
it is a way of life for us.

I'm sure you are receiving many letters describing the daily trials that
people with NRLA must endure so I will not expound on them here.

I would just like to say how much safer and easier life would be if
there was mandatory labelling on clothing and toys in particular
advising that a product contains Natural rubber Latex.

Thank you for your consideraticn,

Cathy Cunningham

Get free personalized email at http://email lycos.com
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HEALTH INDUBTRY MANUFACTURERS ABSOCIATION

June 19, 2000

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

Re: Petition HP 00-2, Petition on Natural Rubber Latex
Dear Sir/Madam:

1 am writing to present the comments of the Health Industry Manufacturers Association (HIMA)'
on the subject petition. Many HIMA member companies manufacture products that are either
completely or partially fabricated from natural rubber latex (NRL). These products have been
used for many years to both enhance and protect the public health. We believe that the CPSC
will best serve the public good by rejecting the petition. At the least, the Commission should
exempt medical devices from any action, because the Food and Drug Administration (FDA)
already stringently regulates such products. Indeed, FDA regulates all medical devices for safety
and effectiveness.

Although a limited number of adverse responses to these products has been recorded, we believe
that to declare NRL a strong sensitizer in terms of the Federal Hazardous Substances Act
(FHSA) would be a severe overreaction. We are also concerned that to apply the strong
sensitizer label to NRL would fly in the face of both legal precedent and the currently available
scientific literature.

We understand that if the CPSC were to accept the petition, further rulemaking could require
labeling of products containing latex or in some cases banning of some products. Such actions
could deprive our society of significant safety and health benefits bestowed by many medical
devices and other products containing NRL.

CPSC Should Deny the Petition, As Natural Rubber Latex Does Not Meet the Statutory
Definition of a “Strong Sensitizer,”

Under the FHSA, the term “strong sensitizer” is defined as ...

a substance which will cause on normal living tissue through an allergic or
photodynamic process a hypersensitivity which becomes evident on reapplication
of the same substance and which is designated as such by the Commission.
Before designating any substance as a strong sensitizer, the Commission, upon

World Leadsrs in Health Care Innovation
1200 G STREET, N W, SUITE 400
WASHINGTON, D C  20005-3814

(202) 783-8700
FAX {202) 783-8750
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consideration of the frequency of occurrence and severity of the reaction, shall
find that the substance has a significant potential for causing hypersensztmty

In enacting the FHSA, Congress did not intend that the CPSC designate as a “strong sensitizer”
every substance that could potentially trigger hypersensitivity. Rather, Congress recognized that

[sJome portion of the population 1s sensitive in one way or another to almost
every article that enters the household, including foods and household soap. To
require precautionary labeling on all such products is not intended. Precautionary

labeling would be required under this bill on any substance which affects a
significant portion of the population and which may cause a strong or severe

reaction *

Five substances have been codified as strong sensitiZers:
(1) paraphenylenediamine (and products containing it) (toxic);
(2) powdered orris root (and products containing it)(highly allergenic);
{3) certain epoxy resins systems (toxic);
(4) formaldehyde (and products contaming 1% or more of formaldehyde) (toxic);
(5) oil of bergamot (and products contaimng 2% or more of oil of bergamot)
(photosensitizer).>

These designations were part of the original prornulgatlon of 1mplementmg regulations under the
FHSA in 1961 and nothing has been added to this list since that time * CPSC acknowledged
Congress’ intent when it rejected a request to designate permanent press clothing as a “strong
sensitizer” on the grounds that permanent press clothing is not “a substance which affects a
significant portion of the population and which may cause a strong or severe reaction.”™ NRL,
like permanent press clothing, does not “cause a strong or severe reaction” in a “significant
portion of the population.” Thus, to designate it as a “strong sensitizer” would contravene both
congressional intent and CPSC precedent.

In addition, to declare NRL to be “hazardous,” the CPSC would have to find that it can cause

“substantial personal injury or substanhal illness” during or resulting from customary or
reasonably foreseeable handling or use.® NRL is ubiquitous throughout our soc1ety, and the
evidence does not support such a finding. The FDA describes the situation well in their Federal
Register Notice: Surgeon's and Patient Examination Gloves; Reclassification and Medical Glove
Guidance Manual; Proposed Rule and Notice.’

115 U.8.C. § 1261(f)(2); 16 CF R. § 1500.3(b)(9)
Senate Report 1158, 86 Congress 2nd Session (1960) at 11 {(emphasis added)
* 16 C.F.R. §1500.13
4 26 Fed. Reg. 7333, August 12, 1961.
¥ CPSC Advisory Opmzon No 12 (July 26, 1973)
‘SUSC § 1261(f).
7 64 Fed. Reg. 146, 41709, July 30, 1999
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Given that approximately 22 0 billion gloves (Ref. 38) were used and 2.16
billion patient visits occurred during that period (Ref. 39), the projected baseline
rate of annual allergic reaction incidents to the total population (0.0001626) at
current protein/powder levels does not seem unreasonable.

FDA made this observation based on data collected in its Medical Device Reporting system from
August 15, 1996 - August 15, 1997, assuming that only 1% of latex allergy incidents were
reported.

In further support of this position a number of studies have examined latex allergy. The studies
emphasize a common confusion between a person's being sensitized and being allergic. Those in
the first category are capable of producing IgE specific antigen in response to latex proteins.
Although such sensitivity is a necessary condition for a person to be allergic, 1t is not a sufficient
condition. Only a small fraction of those persons who test positive for IgE (already a small
number) exhibits latex allergy. We have attached an annotated bibliography describing some of
the work in this area.

If CPSC Designates Natural Rubber Latex as a “Strong Sensitizer,” Medical Devices
Should be Exempted.

As described above, in HIMA’s view, CPSC should deny the petition. However, if CPSC grants
the petition, and proceeds to issue a regulation declaring NRL and products containing NRL to
be strong sensitizers, HIMA strongly urges the Commission to exclude medical devices from the
scope of such regulation Indeed, to subject medical devices to FHSA labeling requirements
would confradict congressional intent and would impose redundant and burdensome regulatory
requirements on products that are already subject to extensive FDA regulation.

Under the FHSA, the definition of “hazardous substance™ excludes “foods, drugs, and cosmetics
subject to the Federal Food, Drug, and Cosmetic Act (FDC Act).”® While “medical devices” are
not specifically mentioned among the list of excluded products, there is strong evidence to
suggest that Congress intended to exempt all FDA-regulated products—including medical
devices— from the scope of the FHSA. For example, in discussing the purpose of the FHSA,
Congress observed that “articles” regulated by FDA— i e., not merely “foods, drugs, and

cosmetics”—were beyond the reach of the Act:

The [FHSA] would supersede the Federal Caustic Poison Act of 1927, except as
to articles subject to the Federal Food, Drug, and Cosmetic Act’®

In addition, from a public health perspective, CPSC regulation of medical devices containing
NRL is unnecessary, because FDA already stringently regulates such products. Indeed, FDA
regulates all medical devices for safety and effectiveness and imposes varying levels of control

$15U.5.C § 1261())(2)
? House Report 1861, 86 Congress 2nd Session (1960)
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depending upon the agency’s assessment of the risk imposed by the device. Devices whose risks
outweigh their benefits cannot be legally marketed.

With regard to devices containing NRL, FDA has determined that such products may be safely
marketed. However, manufacturers must comply with extensive labeling requirements. Under
FDA regulations, “all devices composed of or containing, or having packaging or components
that are composed of, or contain, natural rubber that contacts humans” must carry cautionary
statements alerting the user that the product “may cause allergic reactions.” ' Furthermore, with
respect to medical gloves contaming NRL, FDA has nitiated a rulemaking that would impose
additional labeling requirements, including new label caution statements, recommended protein
and powder limuts, and expiration dating. '

Given FDA’s comprehensive regulatory scheme governing medical devices containing NRL,
CPSC regulation in thss area would be redundant and burdensome, and would contravene both
agencies’ historical efforts to avoid duplicative regulatory initiatives. Indeed, CPSC has
traditionally viewed medical devices as outside the scope of 1ts junisdiction and squarely within
FDA'’s authority.'? Thus, should CPSC grant the petition and issue a rule designating NRL and
products containing NRL to be “strong sensttizers,” HIMA respectfully requests that CPSC

specifically exempt medical devices contamning NRL. FDA regulation in this area 1s extensive,
" and additional regulatory oversight 1s not needed.

Sincerely,

= e

S ————

Bernie Liebler
Director
Technology & Regulatory Affairs

Phone: 202.434.7230 Fax: 202.783.8750 bliebler@himanet.com

e - LA M A b S i

1921 CFR. § 801.437

1 gee 64 Fed. Reg. 41710 (July 30, 1999).

12 See, e.p., CPSC Advisory Opinion No. 222 (Sept. 10, 1975) (douching appliance was a
medical device, and, therefore, under the authority of FDA, not CPSC); CPSC Advisory Opinion
No. 304 (April 30, 1985) (home exercise equipment intended for medical purposes is a medical
device subject to FDA regulation, not CPSC regulation).
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Annotated Bibliography

1. Andrew Saxon, et al., Prevalence of IgE to natural rubber latex in unselected blood donors
and performance characteristics of AlaSTAT testing, 84 Annals of Allergy, Asthma and
Immunology 199, 203 (2000).

Saxon found the prevalence of IgE to NRL among 3 laboratories ranged from 5.4% to
7.6%. Dr. Saxon also reviewed the rate of seusitization published in several other
studies, and found the following:

Grzybowski et al found that 8.8% (95% confidence interval 6.7% to 10.8%) of
registered nurses has a positive AlaSTAT ELISA for anti-latex IgE. Given the
90.6% recrurtment in that study, the prevalence may have been as low [as] 7.9%
due to selection bias in participation by those who felt they might be reactive to
NRL. Ledenbom-Mansour et al studied 996 surgical patients who were over 18
years old and found sixty-seven (6.7%) had a positive IgE to latex as measured by
the AlaSTAT ELISA. ...Pomri et al studied latex sensitization in 258 twenty to
forty year old subjects attending a health screening in France. They found that
6 6% of subjects showed IgE to latex as determined by skin testing or the
Pharmacia CAP assay to latex. A study of latex allergy in blood donors from the
UK also found a very similar prevalence of latex sensitization at 7.7% as did a
report that 8.6% of nursing volunteers were found to be positive for IgE to NRL
prior to beginning clinical training. Given the variability for low positive results
as seen 1 our study when even using the exact same assay and sera, all these cited
studies are in a range very simtlar to what we detected.

2. Dennis R. Ownby et al., The Prevalence of Anti-Latex IgE Antibodies in 1,000 Volunteer
Blood Donors, 7 J Allergy and Clinical Immunology 1188 (1996).

Ownby measured the prevalence of NRL sensitization among 1000 healthy adults by analyzing
blood samples from volunteer Red Cross blood donors.”® Using the AlaSTAT and CAP assays,
Dr. Ownby found that only 6.4% of the blood samples consistently tested positive for anti-latex

IgE.

3. The Centers for Disease Control and Prevention conducted the National Health and Nutrition
Examination Survey (NHANES HI) between 1988 and 1991. The blood from 5,325 adults was
tested for NRL sensitization with the AlaSTAT assay over the period of 1988-1991. Only about
one in five of individuals contained levels of latex specific IgE antibodies high enough to be
considered latex sensitive.

4. Elena H. Page and Eric J. Esswein, US Department of Health and Human Services, HETA,
98-0096-2737, Exempla St. Joseph Hospital, Denver, Colorado (1999).

B Denms R, Ownby et al, The Prevalence of Anti-Latex IgE Antibodies in 1,000 Volunteer Blood Donors, 7 J
Allergy and Clinical Immunology 1188 (1996).
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The National Institute for Occupational Safety and Health (NIOSH) conducted a health hazard
evaluation at Exempla St. Joseph Hospital in Denver, Colorado in 1998 after receiving employee
complaints of allergic responses suspected to be caused by NRL gloves, The NIOSH
investigators compared 264 employees who wore NRL gloves on a regular basis with 255 office
workers in the same hospital who did not wear NRL gloves on a regular basis. After testing for
NRL sensitization with the CAP assay, NIOSH investigators found that 6.3% of those who did
not wear gloves were sensitized to NRL. In comparison, only 6.1% of the healthcare workers
who wore NRL gloves, as defined by NIOSH, were sensitized to NRL proteins.

5. 1. Smedley et al., Prevalence and Risk Factors for Latex Allergy: A Cross Sectional Study in a
United Kingdom Hosputal, 56 Occupational Environmental Medicine 833, 836 (1999).

In a survey of 372 British hospital employees, nearly 50% of the respondents to the survey
questionnaire reported symptoms typically associated with glove usage. However, when skin
prick and RAST testing were performed to confirm latex sensitivity, only two employees tested
positive. Moreover, of these two, one employee did not exhibit symptoms at all. Due to the lack
of demonstrable cases of type I hypersensitivity to latex, the study’s authors described the
prevalence as comparatively “rare.”

"HIMA 1s a Washington, D C -based trade association and the largest medical technology association in the world.
HIMA represents more than 800 manufacturers of medical devices, diagnostic products, and medical mmformation
systems. HIMA's members manufacture nearly 90 percent of the $68 billion of health care technology products
purchased annually mn the United States, and nearly 50 percent of the $159 billion purchased annually around the
world
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Stevenson, Todd A.

From: Liebler, Bernie [BLiebler@H!MANET.com]

Sent: Monday, June 19, 2000 4 20 PM

To: 'cpsc-os@cpsc gov'

Subject: HIMA Comments on Petition HP 00-2, Petition on Natural Rubber Lat ex

The attached file represents HIMA's comments on the subject notice. We have also senta
hard copy via regular mail.

Bernie Liebler
Ph: 202.434.7230
Fx: 202.783.8750

06/19/2000
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From: Tillotson, Tom [TILLOTSON@thcnet com]
Sent: Tuesday, June 20, 2000 9 45 AM

To: cpsc-os@cpsc.gov

Subject comments on Petition HP-00-2

June 20, 2000

Office of the Secretary

Consumer Product Safety Commission

Washington, DC 20207
CpSCc-0S@cpBc.gov

Re: Petition HP 00-2, Petition on Natural Rubber Latex
Dear Sir/Madam:

I am writing to present the comments of Tillotson Healthcare Corporation
on

the subject petition. THC manufactures gloves from natural rubber latex
(NRL). These products have been used for many years to both enhance and
protect the public health. We believe that the CPSC will best serve the
public good by rejecting the petition. THC 15 a member of and supports
the

comments to this petition submitted by HIMA and incorporates those
comments

here by reference.

In addition to the HIMA comments, THC would like to point out that to
declare NRL a strong sensitizer in terms of the Federal Hazardous
Substances

Act (FHSA) would be inconsistent with the intent of the Act to regulate
specific substances. NRL is composed of a polymer of 1,4 cis-trans
polyisoprene, resins, proteins and other trace materials Various means
exist to modify any or all of the component materials to achieve a
variety

of intended outcomes. For example, enzymes can be used to digest the
proteinacous materials to render them immunclogically inactive. NRL is
virtually never used just as it comes form the tree. Since it always
undergoes various processing treatments, an overriding declaration of
NRL as

a strong sensitizer in terms of the Federal Hazardous Substances Act
{FHSA)

would be to treat a generic composite material as though it were a
consistently defined single material.

Thanking you for your consideration of these comments, I am

Sincerely yours,

Thomas N Tillotson
Chairman/CEQ
Tillotson Healthcare Corporation

{These comments are also being sent hard copy)



BOMT Intemational Operations "m

21 Davis Drive /P O Box 12016

Research Trangle Park, NC 27709-2016

Tel 919-990-2250

Fax 919-990-2244

indispensable to
human health

June 16, 2000

Office of the Secretary

Consumer Product Safety Commission
Washington, DC 20207
CDSC-0S@CPSC aov

Re. Petition HP00-2 to Classify Natural Rubber Latex as a Strong Sensitizer.
Dear Sir/Madam:

Becton Dickinson and Company is one of the largest producers of medical
products. Our devices have been used for many years to both enhance and
protect the public health, and with benefits to the consumer which clearly
cutweigh any hazardous risk. Because of the low severity and frequency of
sensitization reaction to Natural Rubber Latex (NRL) as seen in our own
experience and as reported in the published literature, and since the FDA CDRH
already stringently regulates medical products for safety (including sensitization
potential), the CPSC should reject the subject petition to classify NRL as a strong
sensitizer. We respecitfully offer the following additional comments for your
consideration.

Foremost, the Federal Hazardous Substances Act (FHSA) defines the term
strong sensitizer as: “a substance which will cause on normal living tissue
through an allergic or photodynamic process a hypersensitivity which becomes
evident on reapplication of the same substance and which is designated as such

by the Commission. Before designating any substance as a strong sensitizer,
the Commission, upon consideration of the frequency of occurrence and severity

of the reaction, shall find that the substance has a significant potential for causing
hypersensitivity.” [Emphasis added]

Historically, few substances have met the criteria for strong sensitizers as
defined by the FHSA. In this respect, formaldehyde (HC=0) is one example of
only five substances currently codified under the FHSA as a strong sensitizer.
Formaldehyde (CAS No. 50-00-0) is found in cosmetics, preservatives for
hygiene products, in textiles to improve wrinkle resistance, leather, paper
products, newspaper dyes, and glues and bonding agents. The chemical is well
documented as being highly toxic as well as a potent sensitizing chemical. To
this point, and following the extensive literature publications of formaldéhydes
toxic effects, OSHA issued a comprehensive regulation covering occupational

Becton Dickinson and Company 1
Document Control No PSA-0003 NRL
June 16, 2000



exposure to formaldehyde®. This rule reduced the permissible exposure limits
(PELs) to 1 part formaldehyde per million parts of air (ppm) as an 8-hour time-
weighted average (TWA), and established a 2-ppm 15-minute shori-term
exposure limit (STEL). More 1o the point, the comprehensive standard also
included provisions for employee exposure monitoring, medical surveillance,
record keeping, regulated areas, emergency procedures, preferred methods to
control exposure, maintenance and selection of personal protective equipment,
and hazard communication. OSHA's rule, in fact, was based on the
consideration of a wide range of extensive evidence including animal bioassays
and significant epidemiclogical evidence. Extending the same consideration to
NRL, it is noteworthy that, in addition to the lack of strong epidemiologic
evidence, animal studies of medical devices containing NRL consistently fail to
respond positively for sensitization.

Continuing with the use of formaldehyde as an example of a strong sensitizing
substance, the NTP Chemical Repository for Formaldehyde 37% Squtlon
describes standard emergency procedures for formaldehyde exposure®. For
example, following ingestion, skin or eye contact, a final treatment action for any

and all exposures is to IMMEDIATELY transport the victim to a hospital. This
document further notes that, with long expostire, hypersensmwty FREQUENTLY
results, and lists as reference the publication by Gosselin et al®.

Experimental and clinical evidence does exist to allow the conclusion that some
chemical exposures (e.g., formaldehyde) would warrant IMMEDIATE transport to
a hosputal following any and all exposures. Similarly, experimental and clinical
evidence may also allow us to conclude that some chemical substances (e.g.,
formaldehyde) may be capable of FREQUENTLY (a relative term) eliciting a
hypersensitivity response following exposure. That formaldehyde, in fact, is
classified as a toxic substance and FREQUENT strong sensitizer warranting
IMMEDIATE hospital transport following any and all exposures is befitting of it's
well-known and published toxic effects, and certainly deserving of it's codification
as a strong sensitizer by the FHSA. In marked contrast, however, a ubiquitous
substance like NRL cannot begin to compare to the severity or frequency of
occurrence of hypersensitivity reaction, nor would the same treatment actions
appear to be warranted for any and all exposures.

Two other codified strong sensitizers include powdered orris root and oil of
bergamot. A brief review of the literature indicated that orris root (no CAS #
found) is extracted from the rhizome of certain Western European flowers,
contains about 85% myristic acid and has a violet-like odor. Oil of bergamot
(CAS No. 8007-75-8) is extracted from the rind of a pear-shaped orange (Citrus
bergamia from the Middie East, not to be confused with the wild bergamot herb
of N. America)), contains about 45% linalyl acetate and has a citrus-like flavor.
For many years, both orris (also used as a dusting powder) and bergamot have
provided essential fragrant oils used in perfumery and, with this use, developed a
substantial reporting database of hypersensitivity reactions. Ironically, bergamot

Becton Dickinson and Company 2
Document Control No PSA-0003 NRL
June 16, 2000



oil (which 1s known to have about 300 chemical constituents} has been used in
the Middle East for hundreds of years for acne, boils, cold sores, eczema, insect
bites, insect repellent, oily complexion, psoriasis, scabies, spot varicose veins,
ulcers, wounds, sore throat, thrush, infectious disease, and depression.

p-Phenylenediamine (CAS No. 106-50-3), another codified strong sensitizer, has
been used in the manufacture of azo dyes and as an accelerator in the
vulcanization of rubber. The chemical is well documented for causing
sensitization dermatitis* and has an Index of Sensttivity (to selected allergens)
comparable to formaldehyde®. Nethercott et al® (see below table) listed the index
of sensitivity for many common allergens in a group of 3974 individuals who were
patch tested by the North American Contact Dermatitis Group. Such individuals
are generally evaluated because they are already affected by contact dermatitis.
Thus, the epidemiologic data generated, because it is not based on blinded
cross-sectional evaluations, may not be representative of the general population.
Nevertheless, such data permit recognition of allergens with high sensitizing
potential. Itis noteworthy that NRL was not considered to be a common allergen
for inclusion in this analysis.

Index of Sensitivity to Selected Allergens*

Chemical Response Rate (% Positive)

Nickel sulfate 10.5
Thimerosal 8.7
Neomycin sulfate 7.2
Formaldehyde 68

-Phenylenediamine 64
Quaternium-15 6.2
Thiuram mix 55
Balsam of Peru 5.1
Cinnamic alcohol 48
Ethylenediarnine dihydrochloride 3.8
Cinnamic aldehyde 3.1
Carba mix' 3.1
Mercapto mix* 25
Potassium dichromate 2.4
Diazolidinyl urea 24
Diaminophenylmethane 2.3
Benzoyl peroxide 2.3
Rosin 2.2
Mercaptobenzothiazole 21
Imidazolidinyl urea 2.1
Epoxy resin 2.1
Black rubber mix® 21
Benzocaine 2.1
p-(t-butyl)phenol formaldehyde resin 1.6
Wood aleohol 1.5

*Adapted from Nethercott st al (1894) 'Diphenylguanidine, zinc disthyldiihiocarbamate, zint dibutyldithiocartamate
*Cyclohexyl-2-benzothlazolesulfenamide, 2,2'-benzothazy! disulfide, 4-morpholinyl-2-benzothiazols disulfide fp-
Phenylenediarmine congeners

Becton Dickinson and Company 3
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The FDA recently reported on the incidence of latex sensitization in humans’.
Out of the approximately 22.0 billion gloves used and 2.16 billion patient visits
which occurred during the specified MDR period, the projected baseline rate of
annual allergic reaction incidents to the total population was calculated in this
FDA document as 0.0001626. No morialities were reported during the specified
MDR period. We respectfully submit that these facts reflect neither the
“frequency of occurrence” nor the “severity of reaction” called for in the FHSA
definition of “strong sensitizer™.

NRL is ubiquitous in our society and can be found not only in life-saving medical
devices, but also in a wide array of other consumer products ranging from
children’s toys to elastic clothing to automotive tires. [mportantly, there have
been no reports of widespread reactions or other symptomology in connection
with the use of these products, which have provided utility to the public for many
years without incident. The allegations in the petition refer to symptoms of
allergy in a imited number of individuals which do not differ in either frequency or
severity from the symptoms caused by the hundreds, if not thousands, of other
substances which likewise constitute allergies to a very limited number in the
population. Consequently, it would not be appropriate to characternize NRL as a
“strong sensitizer” under the FHSA.

Upon consideration of the foregoing and further examination of the published
iterature, we suggest that the CPSC should NOT find that NRL has a significant
potential (frequency or severity) for causing hypersensitivity. We conclude again
that the CPSC should reject the subject petition to classify NRL as a strong
sensitizer.

Respectfully,

Daniel E. McLain, Ph.D., DABFE, BCNS
Director, International Operations
Becton Dickinson Medical Toxicology

21 Davis Drive / P.O. Box 12016
Research Triangle Park, NC 27709-2016

Becton Dickmson and Company 4
Document Control No PSA-0003 NRL
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Literature Citations

' 29 CFR 1910.1048, December 4, 1987

2 Radian Corporation, August 29, 1991

3 Gosselin, R.E., H.C. Hodge, and R.P. Smith. Clinical Toxicology of Commercial
Products. 5" Ed. Williams and Wilkins, Co., Baltimore. 1984. P. [I-187, #482;
pp. l1I-196 to 111198.

4 NIOSH Pocket Guide to Chemical Hazards (DHHS/NIOSH 90-117, 1990) p.
178

SCasarett and Doull's Toxicology: The Basic Science of Poisons. 5% Ed.
Chapter 18: Toxic responses of the skin, pp. 529-546. McGraw-Hill. 1996.
®Nethercott, J.R., D.L. Holness, R.M. Adams et al: Multivariate analysis of the
effects of selected factors on the elicitation of patch test response to 28 common
environmental contactants in North America. Am. J. Contact Dermatitis 5:13-18,
1994.

"Federal Register: July 30, 1999 (Volume 64, Number 146) Proposed Rules, 21
CFR Parts 801, 878, and 880: Surgeon's and Patient Examination Gloves;
Reclassification and Medical Glove Guidance Manual Availability; Proposed Rule
and Notice.
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Stevenson, Todd A.

From: Daniel_E_MclLan@bd com
Sent: Tuesday, June 20, 2000 3 38 PM
To: GPSC-0S@CPSC gov
Subject: Comments to the Petition to Classify NRL as a Strong Sensitizer
i
Rich Text Format
sir/Madam,

Comments to the above petition are attached as an MS Word file saved in
Rich

Text Format (.rft). FPlease consider these comments as you complete your
review

of this petition. A hardcopy of these comments will be forwarded by
traditional

route.

{See attached file: PSA-0003 NRL.rtf)

Daniel McLain, Ph.D., DABFE, CHS

Director, International Operations

Becton Dickinson Medical Toxicology

21 Davis Drive / Post Office Box 12016

Research Triangle Park, NC 27709

T: 515-990-2250 / C: 919-349-7618 / F: 519-990-2244
Email: DPaniel_E McLainebd.com



jent by: PLANNED PARENTHOOD 2122476811, 06/20/00 5:37PM;]JatFax #560;Page 2/4
@ Planned Parenthood

Federationof America, Inc.

June 20, 2000
Via Facsimile and Federal Express

Sadye Dunn, Secretary

Office of the Secretary

Consumer Product Safety Commission
Washington, DC 20207

Re  Petition HP (00-2 Petition on Natural Rubber Latex: Comment

Dear Ms. Dunn;

These comments are submitted by Planned Parcnthood Federation of America
(“'Planned Parenthood™) in apposition o the Petition requesting that the Consumer
Product Safety Commission (“CPSC”) issue a rule declaning that nataral rubber latex
(“NRL"™) and products contaiming NRL are strong sensitizers under the Federal Hazardous
Substances Act (“FHSA™)

Planned Parenthood and its affiliates, which constitute the largest, private family
planning provider in the United States, are dedicated 1o serving the health interests of
nearly § million clients through medical services, advocacy, and education. Qur 129
Planned Parenthood affiliates, with 875 heaith centers nationwide, use and/ar provide a
significanl amount of latex products — primarily latex rubber gloves for stafl and condoms
for patients Planned Parenthood appreciates the seriousness of the reported increased
incidence of allergic reactions 1o latex gloves among health workers, and we support
continued rescarch, improved manufacturing techniques, and reasonable labeling
requirements. [However, the intended benefit of any proposed change must be weighed
against the possible negative consequences for each specific product. Specifically,
Planned Parenthood is concerned that additional labeling language on candoms, declaring
that latex is a “strong sensitizer™ under the FHSA, is not only unnecessary, but may have
the unintended, detrimental effect of deterring condom usage.

Both the public and private health sectors have worked for decades to encourage
widespread condom use among sexually active people, with good reason: Condoms are
the single most effective medical device to protect against the transmission of HIV,
Hepatitis B and C, syphilis, gonorrhea, chlamydia, human papilloma virus, and a host of
other serious sexuaily transmiited infections. From a public health perspective, the
effectiveness of condoms obviously depends upon their widespread, consistent, and
correct usage. Any new labeling requirement that would deter condom use could
potentially erode vital public health efforts and increase rates of 1V infection and other
serious diseases.

cont’d
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Planned Parenthood therefore respectfully requests that the Commission weigh the
benefit of warning about a relatively small risk against the negative health consequences
of alarming the entire condom-using public and deterring condom usage. While Planned
Parenthood recognizes that some individuals may experience allergic reactions to latex,
studies indicating high rates of allergic reactions involved people with extended exposure
through weanng latex surgical gloves for their occupation. By contrast, exposure through
condom use is far less extensive. Subsequently, no studies have found that latex
condoms result in high allergy rates, and among those allergies due to latex condom
exposure, none has been extremely serious. (Gilmore CE. In: McNeill ET, Gilmore CE,
Finger WR, Lewis JH, Schellstede WP, eds. The Latex Condom: Recent Advances, Future
Dyrections. Research Triangle Park, NC. Family Health International; 1998. 36-43.) In fact,
three recent studies of the general population’s sensitivity to latex indicate that “the
prevalence of positive reactions to latex was about 1% or less.” (Liss, GM, Sussman, GL.
Latex sensitization* occupational versus general population prevalence (abstract] rates. Am J Ind
Med. 1999; 35(2):196-200.Taken from Medline.)

Furthermore, the FDA already requires latex allergy warnings on all condom foil
wrappers and primary packaging (21 CFR §801.437) as foliows:

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

This waming is appropriate and sufficient. Additional warnings that latex is a “strong
sensitizer,” “hazardous substance,” or a “banned hazardous substance,” rigk alarming the
public. Such dramatic warnings could be seized by individuals who ane ambivalent about
condom use for other social, psychological, or personal reasons, and used as an excuse or
rationalization for not using condoms.

In addition, the supplemental language may not even be legible, as the condom
foil wrapper already must bear numerous other FDA-required warnings and information.
See 21 CFR §§801.435, B01.437; “Guidance for Industry: Latex Condoms for Men,”
U.S. Food and Drug Administration Center for Devices and Radiological Health, issued
July 23, 1998 (hereinafter “Guidance™). For example, latex condoms lubricated with
nonoxynol-9 currently must display 99 words of warnings and disclaimers, plus
expiration datc and name and address of the manufacturer. See Guidance, p. 12.

cont’d
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For these reasons, Planned Parenthood opposes the Petition and urges the
Commission to seriously consider the potentially hazardous effects of undermining
condom usage. If you have any questions or if we can be of any assistance, please callme
at (212) 261-4701, or Carole Chervin, Esq., Assistant General Counse] at (212) 261-4330.
Thank you for this opportunity to comment on-this important issue.

Sincerely,

Michael S. Burnhill, M.D., D.M.Sc. cre
Vice President, Medical Affairs
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June 21, 2000
VIA HAND DELIVERY
Office of the Secretary
Consumer Product Safety Commission
Room 502

4330 East-West Highway
Bethesda, MD 20814

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

Dear Sir or Madam:

These comments are submitted on behalf of Ansell Healthcare Products Inc.
(“Ansell”) m response to the above-referenced petition, notice of which appeared in the
Federal Register of March 21, 2000. 65 Fed. Reg. 15133 (March 21, 2000). The petition
requests the Commission Product Safety Commission (“CPSC”) to designate natural rubber
latex (“NRL”) and products containing NRL as “strong sensitizers” under the Federal
Hazardous Substances Act (“FHSA”). The CPSC has solicited comments on the petition,
with comments to be submitted by June 21, 2000. 65 Fed. Reg, 33525 (May 24, 2000).

Ansell is one of the leading worldwide manufacturers of protective gloves and
condoms. Products manufactured and marketed by Ansell fall into three business categories:
Professional Healthcare (medical examination and surgical gloves), Occupational Healthcare
(industrial and consumer gloves), and Personal Healthcare (condoms marketed in both retail
and public health channels). Ansell manufactures its products in Asia, North America and
the United Kingdom and markets these products worldwide in over 100 countries. The
global market for medical gloves is estimated to be approximately $1.5 billion; industrial and
consumer gloves approximately $3.6 billion; and condoms approximately $750 million.
Ansell products are made predominantly of natural and synthetic latex.

Ansell Healthcare Products Inc. ¢ 1875 Harsh Ave. S.E. » Massillon, Ohio 44646 * U.S.A. http://www.ansell.com
Telephone: 330-833-2811 ¢ Toll Free: 800-321-9752 (USA only) * Fax: 330-833-5991
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Ansell offers the following comments on the petition to declare NRL and NRL-
contaning products to be “strong sensitizers” for purposes of the FHSA

L Natural Rubber Latex and NRL-Containing Products Are Not “Strong
Sensitizers” Within the Meaning of the Federal Hazardous Substances Act and
CPSC Regulations

Under the FHSA, the term “strong sensitizer” is defined as

A substance which will cause on normal living tissue through an
allergic or photodynamic process a hypersensitivity which
becomes evident on reapplication of the same substance and
which is designated as such by the Commission Before
designating any substance as a strong sensitizer, the
Commission, upon consideration of the frequence of occurrence
and severity of the reaction, shall find that the substance has a
significant potential for causing hypersensitivity 15 U.S.C

§1261(K).

CPSC regulations implementing this statutory definition provide that, in determining
whether a sensitizer 1s “strong” within the meaning of the FHSA, the CPSC considers a
number of factors including the frequency of occurrence and the range of severity of
reactions 1n healthy or susceptible populations, as well as other relevant data 16 C F.R.
§1500.3(c)(5)(1)) Moreover, under CPSC regulations, a “significant potential for causing
hypersensitivity” is a relative determination that must be made separately for each substance.
16 C.F R. §1500.3(c)(5)ii).

In applying the “strong sensitizer” definition, CPSC has referred to the intent of
Congress in concluding that the definition does not apply to every substance causing
sensifization;

In reaching this conclusion, it was acknowledged that some
portion of the population is sensitive in one way or another to
almost every article that enters the household, including foods
and household soaps. Congress, in enacting the Federal
Hazardous Substances Act, did not intend that precantionary
labeling would be required on all such products (Senate Report
1158, 86 Congress 2™ Session, p. 11). A strong sensitizer must
be a substance which affects a_significant portion of the
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population and which may cause a strong or severe reaction.
Advisory Opinion dated July 26, 1973 (emphasis added).

Applying the statutory definition, the regulatory factors, and CPSC precedents to the
case of NRL leads to the conclusion that the NRL should not be designated a “strong
sensitizer.” Sensitization to NRL occurs in only a very small portion of the general
population, approximately 1% or less, even though virtually the entire population has likely
been exposed to NRL at some time mn their lives. Moreover, the definition of “strong
sensitizer” requires more than evidence of mere sensitization. The extent and degree of
severity of allergic reaction must also be significant Only a portion of the persons sensitized
to NRL wall actually exhibit an allergic reaction upon contact with NRL. Most of these
reactions will be mild to moderate. A much smaller percentage will have severe symptoms

By those comments, Ansell does not intend to minimize the fact that some persons are
sensitized to NRL and that some sensitized persons may experience a range of reactions,
including severe reactions, although this is relatively rare. Ansell concludes, however, that
NRL does not meet the statutory and regulatory defimition of “strong sensitizer.” This
conclusion is supported by the attached opinion of Dr. Jordan Fink, a nationally recognized
expert in latex allergy. Dr. Jordan Fink is Professor of Medicine and Pediatrics at the
Medical College of Wisconsin, Milwaukee, Wisconsin. From 1971 to 2000 he was Chaef
of the Allergy-Immunology Division of the Department of Medicine at that institution In
addition to treating patients for NRL-related allergic symptoms, Dr. Fink has done resarch
on this subject for the VA, for CDC/NIOSH, and for Ansell He received the Distinguished
Service Award from the American Academy of Allergy and Immunology in 1994. A copy
of Dr Fink’s curriculum vitae is attached to his letter

As Dr. Fink stated,

Approximately 1% of the population of the United States will be
sensitized if exposed to natural rubber latex. Of those who are
sensitized, some will have no allergic symptoms and others will
have symptoms ranging from mild to severe, with only a much
smaller percentage of persons having severe symptoms. Thus,
less than 1% of the U.S. population will suffer any symptoms
from sensitization to natural rubber latex or products containing
it and much fewer will have severe symptoms. Further,
infrequent, incidental contact with natural rubber latex or
products containing it is extremely unlikely to result in
sensitization, let alone symptoms.
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Based upon consideration of the pertinent statutory and regulatory definitions and the
sensitization potential of NRL, Dr. Fink concluded,

It is my opinion that natural rubber latex and products
containing natural rubber latex are not strong sensitizers within
the meaning of these definitions.

Il Appropriate Labeling of NRL-Containing Products Does Not Require Their
Designation As “Strong Sensitizers” Under the FHSA

Designation as a “strong sensitizer” under the FHSA 1s not necessary to encourage
appropriate labeling of products contamning NRL. First, medical products containing NRL
to which the healthcare worker population 1s exposed are regulated by FDA as medical
devices Under existing FDA regulations, medical devices containing NRL — such as
surgical or examination gloves and condoms — are required to bear the following label
statement.

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

It should be noted that in establishing this labeling requirement for medical devices
under the Federal Food, Drug and Cosmetic Act, FDA did not purport to be applying the
“strong sensitizer” definition of the FHSA FDA’s action 1n no way establishes that NRL
1s a “strong sensitizer” under the FHSA Nevertheless, Ansell supported and continues to
support the FDA-mandated labeling for medical devices, particularly in view of the
likelihood of greater prolonged exposure to NRL-containing products in the healthcare
worker population.

For non-medical products, Ansell believes the manufacturers should make a product-
by-product determination of whether similar cautionary or informational labeling is
appropriate for their particular product. Ansell has concluded that it would be appropriate
for it to label its non-medical gloves manufactured from NRL with the same caution as
Ansell applies to its medical gloves. For this reason, Ansell has decided to label its non-
roedical Jatex products on a voluntary basis with the FDA-mandated labeling It will do this
regardless what action CPSC takes on the referenced petition. Ansell believes that this will
provide useful information to its customers and is in the best interests of both its customers
and the company Ansell is taking this action even though NRL is not, in its view, a “strong
sensitizer” under the FHSA.
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In summary, Ansell believes that NRL and products containing NRL are not “strong
sensitizers” within the meaning of the FHSA but that this does not preclude appropriate
cautionary or information labeling of individual products by their manufacturers

Sincerely yours,

%/%%

James R Chatterton

Vice President
Regulatory Affairs/Technical
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Mr. James R. Chatterton
Ansell Perry, Inc.

1875 Harsh Avenue, S.E.
Massilon, Ohio 44648-0550

Dear Mr. Chatterton:

As requested, this letter addresses the question of whether natural rubber latex and products
containing natural rubber latex are “strong sensitizers” within the meaning of the Federal
Hazardous Substances Act. I understand that you may wish to submit these views to the
Consumer Product Safety Commission.

1 am a physician and board certified both in internal medicine, allergy and immunology. I am a
Professor of Medicine and Pediatrics at the Medical College of Wisconsin, Milwaukee,
Wisconsin. Between 1971 and 2000, I served as Chtef of the Allergy-Immunology Division of
the Department of Medicine at the Medical College of Wisconsin My curriculum vitae is
attached.

I am very familiar with the allergic and sensitization potential of natural rubber latex. In addition
to treating patients suffering from natural rubber latex related allergic symptoms, I have done
research on this subject sponsored both by the Veterans Administration, Centers for Disease
Control/National Institute of Occupational Safety and Health and by Ansell, Inc. I have
published a number of articles reporting on this research and on the problems of latex allergy
generally, as listed in my curriculum vitae.

At the request of Ansell Healthcare Products, Inc., I have studied the definition of “strong
sensitizer” which appears in the Federal Hazardous Substances Act and in the Consumer Product
Safety Commission regulations (16 CFR § 1500.3 (b) (9)) and the supplemental regulatory
definitions of “sensitizer,” “strong,” “severity of reaction,” “significant potential for causing
hypersensitivity,” and “normal living tissue” (16 CFR § 1500.3 (c) (5) (i)~(v)). It1s my opinion

8000 West Wisconsin Avenue
PO Box 1997
Milwaukees, Wisconsin 53201
(414) 266-6840
FAX (414) 266-6437



that natural rubber latex and products containing natural rubber latex are not strong sensitizers
within the meaning of these definitions

It 1s well known that a certain number of persons 1n the United States, who are exposed a number
of times to natural rubber latex products, will develop contact dermatitis from exposure to these
products. However, this reaction is caused by chemicals not naturally present in the natural
rubber latex but used in the manufacture of natural rubber latex products. Although this contact
dermatitis is a sensitization reaction, it is not caused by natural rubber latex, and 1s not a basis for
classifying natural rubber latex as a “sensitizer” or “‘strong sensitizer.”

Approximately 1% of the population of the United States will be sensitized if exposed to natural
rubber latex. Of those who are sensitized, some will have no allergic symptoms and others will
have symptoms ranging from mild to severe, with only a much smaller percentage of persons
having severe symptoms. Thus, less than 1% of the U.S. population will suffer any symptoms
from sensitization to natural rubber latex or products containing it and much fewer will have
severe symptoms. Further, infrequent, incidental contact with natural rubber latex or products
containing it 1s extremely unlikely to result in sensitization, let alone symptoms.

While I do not minimize the concerns with allergies associated with natural rubber latex, the
level of occurrence of sensitization to natural rubber latex, as described above, and the resulting
symptoms 1n sensitized patients having symptoms are usually not severe enough to justify
classifying natural rubber latex as a “strong sensitizer ” If it were so classified, it would suggest
that a number of common substances with similar allergenic potential such as penicillin, milk,
and house dust mite should also be so classified. Adding such substances to the list of “strong
sensttizers” 1s not 1 my opinion reasonable or of benefit to the public health.

If you have any further questions about this subject, please let me know.

Yours truly,

Jordan Fink, M.D.

Professor of Medicine & Pediatrics
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Home Address:

CURRICULUM VITAE
July 1999

Jordan N. Fink, M.D.

2829 West Goif Circle

Mequon, Wisconsin 53092

Office Address:

9000 W. Wisconsin Avenue

Milwaukee, Wisconsin 53226
(414) 266-5840
(414) 266-6437 Fax A

Place of Birth:

Milwaukee, Wiscansin

Marital Status: Married, Phylis Mechanic, 3 children
Education: 1956 B S. University of Wisconsin, Madison, W1

1959 M.D. University of Wisconsin, Madison, Wi

Postgraduate Training and Fellowship Appointments-

1959 - 1860

1960 - 19683

1963 - 1965

y Faculty Appointments:
1965 - 1968

1968 - 1970

Intemn, Mt. Sinat Hospital, Milwaukee, WI

Resident, Department of Medicine, Marquette
University School of Medicine, Milwaukee
County Hospital, Milwaukee, WI

NIH Fellow in Allergy-Immunology,
Northwestem University Medical School,
Chicago, IL

Instructor, Department of Madicine, Marquefte
Universily Schooi of Medicine, Milwaukee, WI

Assistant Professor, Department of Medicine and

Assistant Professor of Medicine in Microbiology.

Marquette School of Medicine {formerly Marquette
University School of Medicine), Milwaukee, WI



1970~ 1973

1971 -

1873 -

1994 -

Assocate Professor, Depariment of Medicine and

Associate Professor of Medicine in Microbiciogy,

The Medical College of Wisconsin (formerly
Marquette School of Medicine), Milwaukee, W

Chief, Allergy-immunoiogy Divisien, Department of
Medicine, The Medical Callege of Wisconsin,
Mibvaukee, W1

Professor, Department of Medicine,
and Professor of Medicine in Microbiology, The
Medical Colflege of Wisconsin, Milwaukee, W1

Professor, Department of Medicine, Profassor,

of Medicine in Microbiology and Professor of Medicine in
Pediatncs, The Medical College of Wisconsin,
Milwaukee, WI

Hospital and Administrative Appointments:

1963 - 1965

1965 - 1996

1966 -

1966 -

1968 - 1998

1969 -

1970 -

1971 - 1996

1971 -

1973 -

Consuiting Staff Physician,
VA Research Hospital, Chicago, 1L

Associate Staff Department of Medicine, John L. Doyne
Hospital (formery Milwaukee County Medtcal Complex),
Milwaukee, WI (Hespital closed 12/31/95)

Associate Medical Staff, Children's Hospital of
Wisconsin, Milwaukee, W

Consulting Staff, Department of Medicine, Mt,
Sinai Hospital, Milwaukee, Wt

Chuef, Allergy Saction, Medical Service, VA Medical
Center, Mitwaukee, W1

Consuiting Staff, Departrnent of Medicine, Columbra
Hospital, Milwaukee Wt

Associate Staff, Department of Medicine, Good
Samaritan Medical Center, Milwaukee, Wi

Chief, Allergy Section, Dept, of Medicine,
John L. Doyne Hospital, Milwaukee, WI
(Hospital closed 12/31/95)

Consuiting Staff, Department of Medicine, St
Luke's Hospital, Milwaukee, WI

Consulting Staff, Department of Medicine, St.
Mary's Hospital, Milwaukee, W1

i



1981 -

Rasearch Appeointments:

1965 -1968

1978 - 1980

1878 - 1888

1980 - 1986

Specialty Certification:

Licensure:

Awards. Honors:

June 1965

March 1967

June 1873

Assaciate Staff, Department of Madicine Froedtert
Memonal Lutheran Hospdai, Milwaukee, WI

Chnical Investigator, VA Medical Center,
Mitwaukee, Wi

Chairman, Research & Development Committee,
VA Medical Center, Milwaukese, WI

Member, Research & Development Committee,
VA Medicai Center, Milwaukee, WI !}

Asscciate Chief of Staff for Research and
Development, VA Medical Center, Milwaukee, WI|
American Board of intemal Medicine #25245

Amencan Board of Internal Medicine, Sub-specialty
of Allergy #25245

Amencan Board of Allergy and Immunology. A
Conjoint Board of The Amencan Board of Intemal
Medicine and the Amencan Board of Pediatnies #51

October 1977 Re-certification: American Board of Allergy and

1955
1959
1987
1990
1991
1994

1994
1996
1898

Immunclogy

Wisconsin 13637, Califomia C24793, Arizona 8181
illinois 036-338787

Phi Beta Kappa

Alpha Omega Alpha

Selected in “The Best Doctors in Milwaukee®
Selected in "The Best Doctors in America”
Selected in “The Best Doctors in Milwaukee”

American Academy of Allergy and immunology
Distinguished Service Award

Selected in "The Best Doctors in Amerca”®
Selected in "Top Doctors in Milwaukee"

Selected in "The Best Doctors in America”



Memberships in Professional and Honorary Societies:

Association of Amencan Physicians
American Society for Clinical investigation

Amencan Association of Immunologists
Finanaal Development Committee 1991 - 1994

Amercan Association for the Advancement of Science

American College of Qccupational and Environmental Medicine
}

Amencan College of Chest Physicians
Amencan Theracic Society

Amencan Acaderny of Allergy Asthma and Immunology
Chaiman, Scientific Exhibrts and Workshops Cemmittee
1974-1975
Chaimnan, Research Council 1975 - 1978
Represantative to the Council of Medical Sub-speciaity
Sacieties 1978 - 1981
Chaiman, Continuing Medical Education Committee
1978 - 1981
Chairman, Education Council 1981 - 1984
Member, Executive Committee 1979 - 1987
Treasurer 1981 - 1983
President-Elect 1983 - 1984

| President 1984 - 1985

Charman, Related industries Council 1984 - 1991

Chairman, Finance Commiitee 1986 - 1987

Endowment Research Trust Committee 1991 - 1997

Chainman, Pharmaceutically Sponsored Educational

Programming Committee 1992 - 1596

American College of Allergy, Asthma & Immunology

Central Society for Clinical Research
Chairman, Aflergy and Immunclogy Section 1984

Wisconsin Allergy Society
Secretary-Treasurer 1868 - 1871
President 1971 - 1973

Asthma and Allergy Society of Milwaukee County,
President 1986 -



Intemational Association of Allergology and
Clinical Immunclogy
Finance and Audit Committee 1962 -
Collegium intemationale Allergologicun 1980 -
Editorial Boards:

Journal of Allergy and Clinical immunology
1973 - 1978

American Review of Respiratory Diseases
1978 - 1987

Chest 1982 - 1987

Joumal of Laboratory and Clinicat Medicine 1987 - 1991

National Advisory Committees and/or Activities:

Ad Hoc Study Section Member, National Institute of Allergy and
Infectious Diseases, National Heart, Lung and Blood institute,
National Institute of General Medical Sciences, National institute of
Enviranmental Health Sciences 1577 -

Member, FDA Advisory Committee on Pulmonary Allergy and
Clinical Immunology 1977 - 1981

Chairman, FDA Advisory Committee on Pulmonary Allergy and
Clinical Immunoclogy 1980 - 1981

Consultant, Foed and Drug Administration,
Qrphan Products Development, [nitial Review Group 1983 -

Member, FASEB Panel on the GRAS Status of Sulfiting Agents
1584 - 1985 .

Member, General Clinical Research Centers Study Section, Division
of Research Resources, NIH 1985 - 1989

Participant, Workshop on Multiple Chemical Hypersensitivity,
National Research Coundil, March 20-21, 1991

Co-Chairman, American College of Physicians MKSAP-Al
1990 - 1993

Member, Research Center in Minority Institutions Program
Study Section, National Center for Research Resources,
NiH 1982 - 1993

Member, Technical Advisory Group, Latex Allergy, Veterans
Administration - 1997



Community Advisory Committees and/or Activities:

Camp Interiaken JCC Commiftee 1970 - 1983
Chaimman 1879 - 1982

Board Member, Jewish

Community Center of Milwaukee 1978 - 1982

Research Grants Contracts, Awards

VA 2825

Al D7159

Life Ins.

Al 0316

Al 09694

HL 15389

Al Q7006

Al 158700

Al 15104

HL 29318

Al 29327

Al 23071

VA 2825

NASA

9-18492

ALA-WI

"Hypersensitivity Lung Disease Program® $30,000 - $100,000/year,
1967 - 1986, Principal Investigator

*Investigation of a Hypersensitivity Pneumonitis” (NIAID) $20,000/year,
1987 - 1973, Co-Investigater

"Experimental Production of Hyperseasitivity Preumdmtis” Life Insurance
Medical Research Fund $10,000/year, 1968 - 1971, Principal
Invesbgator

*Traming Grant in Allergy-immunology” (NIAID) $35,000/year, 1968 -
1975, Principal Investigator

"An Experimental Mode! of Human Asthma” (NIAID) $14,500/year, 1970
1974, Pnnaipal investigator

"Pulmonary SCOR: Hypersensitivity Pneumonitis* (NHLBI)
$850,000/year, 1972 - 1982, Pnncipal investigator

‘Training Grant in Allergy-Immunology” (NIAID), $35,000/year, 1975 -
18980, Principal [nvestigator

*Studies on the Allergens of Aspergillus fumigatus” (NIAID)
$40,000/year, 1979 - 1882, Co-Investigator

"Asthma and Allergic Diseases Center” (NIAID) $200,000/yaar, 1882 -
19886, Pnncipal Investigator

"Immunoregulation in Hypersensitivity Pneumonitis (NHLBI)
$100,000/year, 1982-1985, Co-investigator

*Studies on Environmaental Allergens” (NIAID) $50,000/year, 1983 -
1985, Principal [nvestigator

“Standardized Antigens for Diagnosis of Aspergillosis* (NIAID)
$80,000/year 1986 - 1989, Co-Investigator

“Immunoregulation in Allergic Aspergiltosis™ $40,000/year, 1988 - 1991,
Principal Investigator

"Effects of Stress on Immune Response to Common
Airborme Fungi™ $60,000, 1991-1993, Co-investigator

“immunoregufation in Allergic Aspergiliosis” $25,000/year, 1991- 1993
Principal Investigator .



Ansell
Intarnational,
Austraiia

CCU514541

Al 42349

“Studies of Latex Hypersensitivity”
$966,000 1992 - 1998, Ce-investigator

“Latex Allergy Prevention in Health Care Workers” (CDC/NIOSH)
$193,000/year 1897 - 2002, Co-Investigator

“Aspergilius Allergen and Allergic Aspergillosis (NIAID)
$125,000/year 1998 - 2001, Co-Investigator

Invited Lectures, Workshops, Site Visits:

Lectures at various hospitals and Allergy mestings in Miwaukee and other cities.

. SHte visits in conjunction with the NIH Genera! Clinical Research Centers Study Section.

" Medical Coliege Committees:

1981 - 1982
1983 - 1987
1586 - 1987
1987 - 1990
1984 - 1997

Chairmnan, Psychiatry Department Intemal Review Committee
Chaiman, Psychiatry Search Committee

Chairman, Task Forca on Institutes, Centers and Programs
Member, PRN Committee

Member, Facully Welfare Committee

Hospital Committees:

1985 - 1993

Member, Medical Care Evaiuztion Cammiitee, Milwaukee County
Medical Complex

Medical College Teaching:

1965 -
1985 -

1965 -
1965 -
1971-
1971- 1992
1892 - 1996

Department of Medicine Ward Rounds

Lectures in Allergy-Immunology, Departments of Micrebiology
and Otolaryngology

Bedside teaching in Allergy-immunology
Bedside teaching in General Medicine

Weekly seminars in Allergy-immunology
Director, Allergy-Immunology Training Program

Co-Director, Allergy-immunology Training Program



Publications:
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induced delayed reactivity” A clinical and cytological study in man. J Allergy 35:499-505, 1564
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