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LATEX LABELING REQUIRED FOR MEDICAL DEVICES

In response to reports of allergic reactions to some medical
devices, the Food and Drug Administraticon 1s regquiring all
medical devices containing latex to be labeled as such and to
carry a caution that latex can cause allergic reactions

Devices that contain natural rubber latex will be required
to carry a statement on the label which says, "Caution- This
Product Contains Natural Rubber Latex Which May Cause Allergac
Reactions " Medical device packaging that contains latex will be
required to carry a similar statement on the label Products and
packaging that contain dry natural rubber will have to be
identified as containing dry natural rubber

The new requirements, published today in the Federal
Register as a final regulation, will help protect peonle who are
allergic to latex by enabling them to easily identify medical
devices that contain latex and avoid contact with them

Over the past decade, FDA has received more than 1,700
reports of severe allergic react:ions, incliuding 16 deaths,
related to medical devices containing latex The deaths all
cccurred in 1989 among children with spina bifida They were
caused by a reaction to latex cuffs used on the tip of barium
enema catheters The manufacturer voluntarily recalled all the
enema tips on the market and started using tips with silicone
cuffs instcead

Rllergic reactions have been reported to a wide range of
medical devsices that contain latex, including latex surgical
gloves, adhesive bandages, intravenous catheters, and anesthesia
equipment FDA sponsored an internaticnal conference on latex
sensitivity 1in 1992 to determine the cause and exXtent of the
problem and explore ways to address i1t

http /fwww fda gov/bbs/topics/ ANSWERS/ANS00826.html
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For the general public, the risk of an allergic reactiom to
lacex 1s estimated tc be less than 1 percent But because of
constant exposure to latex, two groups are at greater
risk--health-care workers and children with spina hifida and other
conditlons iavolving wultiple surgical procedures

FDA 1s also requiring that all "hypoallergenic" claims on
medical devices be removed because they incorrectly imply that
the devices may be safely used by pecple sensitive to latex
Such claims are currently found on many medical devices that
contain reduced levels of latex protein However, these products
may still cause allergic reactions in people who are latex
sensitive

Manufacturers have one year -- until Sept 30, 19%8 --, to
comply with the new law The regulation does not apply to latex
containing medical devices that do not come i1n contact with

pecple Hi##

EDA HOME PAGE

http //www fda gov/bbs/topics/ ANSWERS/ANS00826 html 6/28/00



FDA F{ma{ QU/é

W



Federal Register / Vol 62, No 189 / Tuesday, September 30, 1997 / Rules and Regulations 51021

* sigmficant regulatory action " under
Execative Order 12866, (2) isnota
“significant rule’ under DOT
Regulatory Policies and Procedures (44

~ "R 11034 February 26, 1979), and (3)
will not have a sigmificant economic
impact pasitive or negative, on a
substantial number of small entites
under the critena of the Regulatory
Flexability Act A copy of the final
evaluauon prepared for this action 1s
contained 1n the rules docket A copy of
il may be obtained by contacting the
rules docket at the locaton provided
under the caption ADDORESSES

List of Subjects in 14 CFR Part 39

Air transpertation, Adrcraft Aviation
safety, [ncorporation by reference,
Safety

Adoption of the Amendment

Accordingly. pursuant to the
authoricy delegated 1o me by the
Admmstrater the Federal Aviation
Admnistration amends part 39 of the
Federal Aviatuon Regulauans (14 CFR
part 39) as follows

PART 39—AIRWORTHINESS
DIRECTIVES

1 The authonty citation for part 38
continues to read as follows

Authority 49 USC 106(g), 40113 44701

}39 13 [Amended]

2 Section 39 13 15 amended by
adding a new arrworthiness directive
{AD) to read as follows

97-20-11 Socata—Groupe Aerospadiale
Amendment 39-10148 Docket No 97-
CE-~15-AD

Appheability Model TBM 700 arplanes

(senal numbers i through 109} certificared

In any category that do not have the main

landing gear (MLG) inboard doors and the

door locking control mechanism removed

(MOD 70-065-32) in accordance with the

Technical Instruction of Modification OPT70

KO58-32, dated December 1995 as

referenced in Socata Service Bulletn (SB)

70-073 Amdt | dated June 1936

Note 1 Thuis AD applies to each alrplane

1dennfied In the preceding applicabilicy
provisian regardless of whether it has been
modified altered or repawred in the area
subject 1o the requirements of this AD For
aurplanes that have been modified altered or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternanve method of compliance in
accardance with paragraph {d) of this AD
The request should include an assessment of
the effect of the modification alteration, or
repair on the unsafe condition addressed by
this AD and, if the unsafe condition has not
teen eliminated the request shouild include
specific propased actlons to address it

Comphliance Required within the next 100
hours tme-in-service after the effective date
of thus AD or within the next 6 ¢alendar
months after the effective date of this AD,
whichever occurs first unless already
accomptished

To prevent the MLG from failing to extend
because of corroded MLG inboard locking
hinges which could result 1n loss of control
of the awrplane during landing operations
accomplish the following

fa) Remove the MLG inboard doors and the
door locking control mechansm (MOD 70-
065-32) in zccordance with the Technical
instructien of Modificanion OPT70 KOS58-32 -
dated December 1995, as referenced 1n Socata
5B 70-073, Amdt 1, dated june 1996

(o) As of the effective date of this AD no
persan may undo MQD 70-0685-32 on any
affected arplane, by remstalling the MLG
inboard doors and the door locking control
mechanism

(c) Special Night permits may be 15sued in
accordance with sectlons 21 197 and 21 198
of the Federal Aviation Regularions (14 CFR
21 197 and 21 199} 1o operate the airplane to
a location where the requirements of this AD
can be accomplished

{d) An alternative method of comphance or
adjusument of the campliance ume that
provades an equivalent level of safety may be
approved by the Manager Small Aurplane
Directorate FAA 1201 Wainut, suite 900,
Kansas City Missouri 64106 The request
shall be forwarded through an apprapriate
FAA Maintenance Inspector who may add
comments and then send 1t 1o the Manager
Smail Airplane Directorate

Note 2 Information concerming the
existence of approved alternarive methods of
compliance with this AD if any, may be
abtamned from the Small Airplane
Directorate

(e} The removal required by this AD shall
be done in accordance with the Technical
Instrucnion of Modificarion OPT70 KO58-32
dated December 1995 as referenced n Socata
Service Bullenn 70-073, Amdt 1, dated June
1996 This Incorporation by reference was
approved by the Director of the Federal
Register in accardance with 30 5 C 552(a)
and 1 CFR part 51 Copies may be cbtained
frarn Sacata—Groupe Aerospatiale Socata
Product Support, Aeroport Tarbes-Ossun-
Lourdes B P 930. 65009 Tarbes Cedex
France, or the Product Support Manager
Sccata—Groupe Aerospatiale North Perry
Airport 7501 Pernbroke Road, Pembroke
Pines Florida 33023 Copies may be
inspected at the FAA Central Region Office
of the Regional Counsel Room 1558, 601 E
12th Street Kansas Clity Missoun, orat the
Qifice of the Federal Register 800 North
Capitol Street NW  suute 700 Washington,
DC

(f) This amendment (39-10148) becomes
effective on Novemnber 13, 1997

Issued 1n Kansas Ciry Missouri on
September 24 1997

Henry A Armstrong,.

Acting Manager, Smail Arplane Directorate,
Alrcraft Certification Service

{FR Doc 97-25832 Filed 9-29-97 8 45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Admintstration
[Docket Ho 96N-0119]

21 CFR Part 801

Natural Rubber-Containing Mecheal
Devices; User Labeling

AGENCY: Faad and Drug Admunistration,
HHS

ACTION: Final rule

SUMMARY: The Food and Drug
Administation (FDA) 1s 1ssuing a final
rule requiring labeling statements on
medical devices, including devace
packaging containing natural rubber that
contacts humans The rule requares
labeling of medical devices containing
natural rubber latex that contacts
humans to state "“Caution This Product
Contains Natural Rubber Latex Which
May Cause Allergic Reactions ",
labeling of medical devices containing
dry natural rubber that contacts humans
to state “Thus Product Contains Dry
Natural Rubber ", labeling of medical
devices containing natural rubber latex
in their packaging that contacts humans
to state ‘Caution The Packaging of
Thas Product Contains Natural Rubber
Latex Which May Cause Allergic
Reactions ", labeling of medical devices
containing dry natural rubber in their
packaging that contacts humans to state
“The Packaging of This Product
Contains Dry Natural Rubber ", and that
the clawm of hypoallergenicity be
removed from the labeling of medical
devices that contain natural rubber
These requirements are being
established in response to numerous
reports of severe allergic reactions and
deaths related to a wide range of
medical devices containing natural
rubber

EFFECTIVE DATE: This final rule is
effective September 30, 1998

FOR FURTHER IKFORMATION CONTACT:
Denald E Marlowe, Center for Devices
and Radiologcal Health (HFZ-100),
Food and Drug Administration, 5600
Fishers Lane, Rockwille, MD 20850,
301-443-2444, FAX 301-443-2296

SUPPLEMENTARY INFORMATION:
I Background

Natural latex is a milky fluid obtained
i commercial quanttes primarily from
the Heavea brasiliensis {(rubber) tree
There is often confusion concerning the
terminclogy used to describe the raw
agrcultural materials derived from
rubber-producing plants, products made
from various intermediate forms of the
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raw agricultural material (e g . natural
rubber latex dry natural rubber)
formulations of synthetic latex and
synthetic rubber to which natural rubber
nias been added and synthetic rubber
and syntheue latex formulations that do
not contatn natural rubber

‘Natural latex." for the purposes of
thas rule, 15 defined as a milky flund that
consists of extremely small parucles of
rubber obtained from plants, principally
from the H brasiliensis {rubber) ree,
dispersed 11 an aqueous medium It
contains a variety of naturally occurring
substances, including cis-1 4-
polywsoprene 1n 2 colladal suspension
(Ref 1) and plant proteins, which are
believed to be the primary allergen
(Refs 2 3, and 4)

“Natural rubber,’ for the purposes of
thus rule, includes all materials made
from or contarning natural latex
Products that contain natural rubber are
made using two commonly employed
manufacturing processes, the natural
rubber latex (NRL) process and the dry
natural rubber (DNR) process

The NRL manufacturing process
involves the use of natural latex in a
concentrated colloidal suspension
Products are formed from natural rubber
latex by dipping, extruding, or coanng,
and are typically referred to as
containing or made of “natural rubber
latex ' Examples of products that may
contain natural rubber latex include
medical gloves, catheters, tracheostomy

ubes, and condoms

The DNR manufacturing process
invelves the use of coagulated natural
latex in the form of dried or milled
sheets Products are formed from dry
natural rubber by compression molding,
extrusion, or by converung the sheets
1nto a solution for dipping These
products are typically referred to as
containing or made of dry natural
rubber ar ‘crepe” rubber Examples of
products that may contamn dry natural
rubber include syringe plungers, vial
stoppers and 1njection ports on
intravascular rubing

The phrase "contains natural
rubber, as used herein, also includes
products described as made of
“synthetic latex or “'synthetic rubber
that include natural rubber tn their
formulatuons This rule does not apply
to products made from synthetic latex or
synthetic rubber that do not include
natural rubber 1n therr formulations

FDA has noted an increase in the
number of reports submatied to its
medical device reporting system
regarding sensitivity to natural latex
proteins contained 1n medical devices,
including deaths following barium
enemas These deaths were associated
with anaphylactic reactions to the

natural rubber latex cuff on the tp of
barium enema catheters Scientific
studzes and case reports have
documented sensinuvity to natural latex
proteins found in a wide range of
medical devices (see Refs 2 through 23)
Based upon this informaton, the
agency published a proposed rule on
June 24, 1996 (61 FR 32618), to require
labeling statements on medical devices
contairung natural rubber that contact
humans This final rule is based upon
comments subrutted 1n response to the
June 24, 1996 proposed rule -

II Highlights of the Final Rule

A Natural Rubber-Contaimng Devices,
Labeling

FDA 15 requiring the labeling for
medical devices contaiming natural
rubber that contacts humans to include
a statement regarding the presence of
natural rubber The agency 1s issuing
this rule because medical devices
composed of narural rubber, or which
contain components formulated from
natural rubber, may pose a sigmficant
health risk to some consumers or health
care providers who are sensitized o
natural latex proteins A statement in
the labeling of medical devices
idenufying the presence of natural
rubber latex 15 considered to be
necessary for the safe and effective use
of such devices

*Contacts humans,” for the purposes
of this rule, means that the natural
rubber contained in a medical device is
intended to contact or 1s hikely to
contact the user or patient This
includes contact when the natural
rubber contaimng device is connected to
the patient by a liquid path or an
enclosed gas path or the natural rubber
containing device is powdered and the
powder may carry natural latex proteins
that rnay contarmnate the environment
of the user or patient

The device may bear one or more of
four labeling statements depending on
the type of natural rubber in the device
and depending on whether the natural
rubber 15 in the device itself or 1n uts
packaging The reasoning for requiring
ane or mare of four separate statements
is discussed more fully in comments 3
and 6 in section III of thus document

Medical devices containing rubber
produced by the NRL process that
contacts humans shall bear Jabeling
with the following statement i bold
prnt “Caution This Product Contains
Natural Rubber Latex Which May Cause
Allermic Reacticns ~ Representative
examples of devices that contain NRL
include Cuffed enema/enterolysis
catheters, latex condoms (with or
without spermicidal lubricant), wound

drains, cuffed airways, latex surgical
gloves, and latex examination gloves

The agency 15 also requinng that
medical devices containing rubber
produced by the DNR process that
contacts humans include the following
staternent in bold print in theiwr labeling
‘This Product Contamns Dry Natural
Rubber " Representative examples of
devices that contain DNR mnclude
Anesthesia masks, electrode pads,
contracepuve draphragms, crutch pads
and tps, wheelchair tires, elastic
components of bandages/face masks,
syringe plungers, parenteral drug vial
stoppers, and intravencus njection
ports

The agency is further requiring
medacal devices having packaging that
contains natural rubber that contacts
humans bear labeling with one of the
following statements 1n bold print
"Caution The Packaging of This
Product Contans Natural Rubber Latex
Which May Cause Allergic Reactions ”
or ""The Packaging of This Product
Contains Dry Natural Rubber ", as
appropriate The purpose of such
statements is to inform individuals who
are sensitive to natural rubber about the
presence of natural rubber in the
packaging of devices that may be, by
themselves, natural rubber-iree

B Hypoallergenicity

FDA believes that 1t is also necessary
1o profubit certain labeling statemnents
on medical devices that contain natural
rubber FDA believes that the labeling
staternent “hypoallergenic,”
traditionally used with respect to
medical gloves, cosmetics, and other
products produced for indtviduals with
chernical allergies, 15 mterpreted by
consumers to mean that the risk of
allergic reactions to any component of
the device would be minimal Ths1s
not the case wath devices that contain
natural rubber FDA has received
reports of allergic reactions to medical
gloves labeled as “hypoallergeruc

Use of the “hypoallergemc’ label has
been based on results of the modified
(human) Draize test Whale this test may
be appropriate for detecting
sensitizanon to residual levels of
processing chermcals, the test does not
detect sensitivity to natural latex
protewns

Thus, there 1s no reasonable assurance
that the risk of allergic reactions to
products that contain natural rubber, yet
have reduced levels of processing
chermnicals, will be reduced for
individuals who are sensitive to natural
latex proteins Therefore, the agency
believes that the term "“hypoallergenic '
on the labeling of a device that contains
natural rubber is misleading in that it
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incorrectly implies that such device
may be used safely by persons sensinve
to natural latex proteins For thege
reasonis FDA 1s requiring that the
“ypoallergenic claim be removed from
he labeling of devices that contain
natural rubber

C Effects of This Regulation on
Premarket Submission Requirements

FDA wall not require a new
submussion under section 310(k) of the
Federal Food, Drug and Cosmetc Act
{theact) (21 USC 360(k)) based upon
labeling changes made to comply with
this rule provided that no other changes
requiring a new 510(k} submission
under 21 CFR 807 81 are made to the
device Devices subject to an approved
premarket approval application,
however must submat any change to the
device labeling that 1s required by this
tule 1n the next interim report under 21
CFR 814 39(e) Combination products
that have device and drug components
but are regulated under drug premarket
approval provisions shall indicate the
labeling change 1n a supplement for
changes that may be made before FDA
approval, as requared by 21 CFR
314 70(c) Combination products that
have device and brological components,
but that are regulated under the biologic
premarker approval provisions shall
tnform the agency of the labeling change
In the manner described under 21 CFR
601 12

I Summary of Comments

The agency recerved 62 comuments, all
of which supported the principle of
natural rubber labeling for the
protection of natural rubber sensitive
individuals The comments, however
differed greatly 1n thesr specific
approaches

I A few comments suggested using
the term “crepe rubber,” 1nstead of “dry
rubber, ' and suggested using the term
" synthetic rubber™ 1nstead of ‘synthetic
latex '

The agency agrees that “synthetic
rubber” should be used to describe
components of certain natural rubber
products covered by this regulation and
has added that term :n the definition of
* natural rubber ' 1n §801 437(b} (21 CFR
801 437(b)} Although the agency has
discussed the meaning of crepe rubber
1n the preamble to this regulation, the
agency does not agree that the term
“crepe rubber " should be used 1n place
of dry natural rubber ' 1n the regulation
because the agency believes the term
" dry natural rubber’ 1s the term maost
commonly used to describe rubber
manufactured by the DNR process

One comment pointed out that
there are other sources of natural rubber

beszdes that 1dentified in the preamble
of the proposed rule, the H brasiliens;s
tree

The agency agrees and has clarified 1n
the preamble of this regulation that
there are other sources of plant-derived
natural rubber used 1n the manufacture
of devices that are subject to this rule
The preamble notes that the &
brasiliensis tree 1s the primary source of
commercial natural latex, instead of the
only source

3 Several comments claimed that
there 1s no informarion to suggest that -
dry natural rubber has caused allergic
reacuons 1n individuals sensitive to
narural latex proteins therefore dry
natural rubber should net be mcluded
in the labeling requirerent

The agency recogrizes that there are
lower levels of narural latex protewns 1n
products produced by the dry natural
rubber process The agency, however
does not agree that there 15 ng
informauon to suggest that dry natural
rubber has caused allergic reactions 1n
individuals sensitive to natural latex
proteins To the contrary, there are
numerous reports that levels of natural
latex prateins found in dry rubber can
cause allergic reactions (Refs 24
through 27} Accordingly, the agency
has concluded that 1t 15 in the best
interest of the public health to provide
labeling information that a product
centains dry natural rubber, so that
individuals who are sensitve 1o the
levels of natural latex proteins found 1n
dry natural rubber may make an
informed decision regarding the use of
the product

While the agency believes that
persons who may respond to the levels
of natural latex proteins found 1n dry
natural rubber need to be informed of
the dry rubber content in a device, the
agency does not believe that those
individuals need to be informed of the
health consequences associated with
dry natural rubber Because allergy 1s a
dose-response phenomenon, persons
who may react to natural latex protein
levels found in dry rubber would have
already expenenced previous allergic
reactions to the higher levels of narural
latex proteins found 1n natural rubber
latex products (see Ref 28) Therefore,
these individuals would generally be
aware that dry natural rubber may cause
them to suffer an allergic reaction
Accordingly, FDA 1s requiring that
products that contain only dry cubber
have labeling that informs consumers of
the dry rubber content, but 1s nat
requiring that such products bear
labeling that states the potential health
consequences from the use of the
product Therefore, FDA is reguinng in
the final regulanon, § 801 437(e}, that

devices that contain dry natural rubber
bear labeling with the following
staternent “This Product Contains Dry
Natural Rubber °

Persons who would not react to the
levels of natural latex protelns found 1n
dry rubber, but would react to the
higher levels of natural latex proteins
found in natural rubber latex products
however, may never have been aware of
previous allergic reactions (Ref 28)
‘These persons therefore, need to be
advised of the potennal health
consequences of natural rubber latex
products Accordingly, FDA 1s requiring
products contaming natural rubber latex
to carry labeling that states the potential
health consequences of such products,
as well as a natural rubber latex content
statement Therefore, FDA is requinng
in the final regulation, § 801 437(d}, that
devices containing narurat rubber latex
have labeling with the following
statement in bold print "“Caution Thrs
Product Contatns Natural Rubber Latex
Which May Cause Allergic Reactions "

Thus statement is also required if a
device contains both natural rubber
latex and dry natural rubber that may
contact humans In this instance, the
single statement wil] serve to advise a
person who may not be aware that
natural rubber may cause reactions, and
will also advise a person who is aware
of his or her sensitivity to natural rubber
that the product contains an Ingredient
that may cause a reaction.

4 Some comments claimed that the
applicabulity of the labeling statement to
devices that contain natural rubber “that
may directly or indrrectly contact
humans" is overly broad One comment
suggested that the labeling statement be
required only on devices that have an
“intended use” that may lead to contact
with humans Qther comments
suggested the statement be limited to
devices which would directly contact
tissues

The agency does not believe that the
application of the labeling statement to
devices that contain natural rubber “that
may directly or indirectly contact
humans” 1s overly broad Latex proteins
may elicit an allergic reaction in
mndividuals who are sensitive to natural
rubber, even if the proteins are
introduced to the individual through an
indirect route The agency. however.
recognizes that the term “indirect
contact’ may be interpreted more
broadly than the agency intends
Therefore, 1n order to avoid confusion,
the agency has modified the regulation
{0 require the labeling statements only
if the natural rubber contacts humans
The final regulation, §801 437(b},
defines the term "contacts humans” to
mean that the natural rubber contained
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1n a device 1s intended to contact or 1s
likely to contact the user or panent (e g
latex medical gloves ar latex enema
tips) This includes contact when the
{evice that contains natural rubber 15

onnected to the patient by a liquid path
or an enclosed gas path {e g,
intervenous administration sets, or
blood collection or transfusion tubing
with natural rubber 1njection ports,
1Njecten synnges with natural rubber
plungers or natural rubber tubing or
connector compenents used in
anesthesia or endoscopic insufflator
circunts) This also 1ncludes contact
when the device that contains natural
rubber 13 fully or partially coated wath
a powder and such powder may carry
natural rubber proteins that may
contamnate che environment of the user
or panent {e g . latex tourmiquets) This
deflmition makes it clear that the
labeling statement 15 required an
devices that have an intended use that
could reasonably be expected to
inereduce natural latex proteins to
hurmans

5 Several comments suggested that
the natural rubber labeling statement be
expanded te apply to nonmedical
natural ruober latex gloves and other
consumer products that contain natural
rubber Other comments suggested that
medical devices sold over-the-counter
{(OTC) to the consurner be exempt from
the labeling requirements 1n order to

woid confusion regarding the natural
rubber-content of other consumer goods
that would not be subject to this
labeling regulation

The agency disagrees that the
regulation should apply to nonmedical
natural rubber latex gloves and other
consumer products that contain natural
rubber The regulation of such products
15 beyond the scape of thus rule FDA's
authority under the act to impose
labeling requirements s restricted to
products that meet the defirution of
foods drugs cosmetics, ammal drugs,
biologics, and devices, as those terms
are defined under the act This rule
applies o devices as defined under
section 201(h} of the act 21 USC
321(h)} Under section 201 (h} of the act
a device is

* * "aninstrument apparatus
impiement machine contrivance lmplant
in vitro reagent of vther sirmlar or related
article, including any component, part, or
accessory whichi1s * * * intended for use
in the diagnosis of disease or ather
conditions orin the cure mitigation,
treatmerit or prevention of disease in man
ar ather animals * * *, and which does nat
achzeve any of 1ts principie intended
purposes through chemical action within or
on the body of man or other arnumals and
which 1s not dependent upon being

-

metabolized for the achievermnent of its
primary intended purposes

Latex gloves and other products are
subject to this rule, only if they meet the
definition of device under section
201(h) of the act Latex glaoves that are
not used 1n the cure matigation
ireatment or preventon of disease are
nat devices within the meaning of
section 201 (k) of the act, and, therefore
are not subject to thns rule Latex
medacal gloves that are subject to this
regulation include surgeon’s gloves, as
classified at 21 CFR 878 4460, and -
patient examunanon gloves, as classified
ar 21 CFR 880 8250

FDA also does not agree with the
suggestion that OTC medical devices be
exempted from the labeling
requirernents 1n order to avord
confusion with natural rubber products
that are not subject t this rule The
purpose of the labeling requirement 1s to
provide essential infermation for
individuals sensitive ta natural latex
proteins An individual who is sensitive
to natural latex proteins 15 equally likely
to react to an OTC device that contains
natural rubber, as to a prescription
device that contans ratural rubber
Therefare, it Is equally important to
provide essential informatton about
OTC devices that contain natural
rubber as 1t1s te provide information
about prescription devices that contawn
natural cubber Moreover, the agency
does not believe that labeling, as
requured by this rule, on OTC devices,
will cause sigmificant confusion
regarding the natural rubber content of
consumer products that are not devices

6 Several comments requested
clarification on the apphcability of the
requirements to certain devices
Specifically, the comments asked
whether the rule would apply to
Bandages with natural rubber 1n the
adhesive, natural rubber-free devices
packaged 1n a wrapper using natural
rubber in the adhesive. especially where
the adhesive would contact human
ussue while unwrapping the device,
foods or natural rubber-free devices
handled or applied with natural rubber
latex gloves, covered elasuc siretch
bands used to attach an accessory or
component to a device or, devices
intended ta contact only subcutaneous
tissue

A labeling staternent 1s required for
devices that contain natural rubber
when the natural rubber contacts
humans as described in §801 437(b) of
the final rule Accordingly. devices
intended to contact subcutaneous tssue
would be required to bear the
appropriate statement

Moreover, bandages with natural
rubber it the adhesive would require

the labeling statement For thus product,
the natural rubber 1s intended to be
applied directly to the skin If natural
rubber-containing adhesives in tapes
bindings, and similar iterns are intended
o contact, or are likely to contact, the
user or the patient. they are required to
be labeled under thus regulation
Covered elastic bands wauld not be
considered to be in contact with
humans provided the covering blocks
the mugration of natural rubber proteins
to the patient and user

FDA does not believe 1t would be
appropriate to require natural rubber
labeling statements for natural rubber-
free devices or foods that may be
handled with latex gloves As described
previously in comment 5 of thus
document, requining natural rubber
labeling for products, such as foods, that
are not devices 1s beyond the scope of
thus regulation Moreover, FDA does not
believe thar requining products that are
handled by latex gloves, regardless of
whether such products could be within
the scope of thus regulation as devices,
is appropriate if such products do not
contain natural rubber Requuring
labeling on products that may or may
not corne into cantact with latex gloves
would confuse consumers and would be
impracticabie to implement
Furthermore, FDA is not aware of any
reports of allergic reactions to rubber-
free products that latex gloves have
contacted

Under the final rule, natural rubber-
contaning packaging adhesives that
typically are in areas that hold the flaps
of packaging together would meet the
critena to subject the product to this
ruie cnly 1f they contact the patient or
user However, the agency is not aware
of any evidence or reports of reactions
to packaging adhesives Given the
pervasiveness of the use of adhesives
that contain some amount of natural
rubber latex, the lack of evadence that
these adhesives cause adverse reactions,
and the ability to open packaging with
adhesives without coming into contact
with the adhesives, the agency
concludes that the adhesives it device
packaging are not intended to contact
hurnans and are not likely to contact
humans Therefore, if such adhesives
are the sole source of natural rubber 1n
the device packaging or the device 1tself,
a device waith such packaging would not
be subject to this rule

The agency stresses, however, that it
considers device packaging to be an
integral part of a device Under section
201(h) of the act, a device includes any
components, parts, or accessorles Asan
accessory (o a device, the packaging is
a device under section 201(h) of the act
A device that contatns natural rubber in
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165 packaging beyond that found n the
adhesive (e g, a device packaged 1n a
latex sheath) 1s hkely to contact the user
or patent and must be labeled as
~contaimng natural rubber

In order to aveid confusion and to
clanfy to the corsumer whether 1t ts the
device itself or 115 packaging that
contains natural rubber however, the
agency believes that a distinct labeling
statement 1s appropriate for devices that
have packaging that contains natural
rubber that contacts humans
Accordingly under §801 437(f) and (g
of the final regulation, such devices
shall have labeling with one of the
following statements "‘Caution The
Packaging of Thus Product Contains
Natural Rubber Latex Which May Cause
Allergic Reactions * or “The Packaging
of Thas Product Contains Dry Natural
Rubber

The agency notes that if one of these
packaging statements 1s required, 1t
shall appear regardless of whether there
is a natural rubber statement relaning to
the product itself For example, a device
that contains dry natural rubber that
contacts humans and is alsg packaged in
dry natural rubber that contacts humans
shall be labeled with both the
staternents ' Caunon The Packaging of
Thus Product Contains Dry Narural
Rubber and ‘This Product Contains
Dl;’ Natural Rubber

Several comments suggested that

the labeling statemarits be required only
on finished medical devices and thar
device components be exempt

The agency agrees 1n part The
regulation applies to all finished devices
and components that are intended 1o
contact or are likely to contact the user
or patient The labeling statement dges
not apply to components shipped
directly to a manufactyrer ar processor
for use 1n the manufacture of a device
because these companents, during the
tume before distnbution to consumers,
would not be intended to contac, or
likely to contact the user or pauent
Under these circumstances, the parts or
components are not accessible to health
care workers or pattents If, however, a
device component 1s sold directly to a
consumer including a patient or health
care worker, and 1t is intended to
contact or likely to contact a user or
pauent itis required to be labeled
under this regulation, regardless of
whether it must be artached, Inserted, or
used 1n comjurniction with other devices
Replacement parts marketed as
accessories for medical devices that are
mtended 1o contact or likely to contact
a user or patient also require the
labeling statement

One comment suggested that 1n

vitro diagnostic devices be exempt

because only dry natural rubber is used,
there 1s usually no patent contact with
the natural rubber components and
space s very himited for labeling One
comment suggested that other devices
that do not contact the patient be
exempted regardless of whether the
natural rubber contacts the ussues of the
health care worker

The agency believes that 1n vitro
dragnostic devices should be exempt
only to the extent that the natural rubber
used 1n vitro diagnostic devices 1s not
intended 1o contact or is not likelyto -
contact the user or the patient FDA
however, is requiring labeling for such
devices 1if they are intended to contact
or are likely to contact health care
workers or other users, as well as the
patient, because all latex-sensitive
persons who use the device need to be
informed of the product’s natural rubber
content

8 One comment requested an
exemption for the labeling of natural
rubber latex condoms because such
condoms clearly contain latex The
comment also believed an exemption
should apply to latex condoms because
space for labeling is lirmuted, a warning
regarding ailergic reactions may have a
ctulling effect on the use by individuals
who are not sensitive to natural rubber,
and the statement may lead to confusion
in differenuanng between latex and
natural skin condoms because narural
skin condoms also contain some natural
rubber fatex and would require the
statement as well

The agency disagrees and wall require
latex condems to bear a labeling
statement that the product contains
natural rubber latex that may cause
allergic reactions Even though
consumers may be aware that the
product contains latex, FDA believes
that the additional informaton that
natural rubber latex may cause allergic
reactions 1s essential information to
individuals who are not aware that
natural rubber latex may cause allergic
reactions The agency belleves that there
is sufficzent room on condom packaging
for the required statement

FDA does not believe that the
statement will have a chilling effect on
the use of condoms by individuals who
are not sensitive to natural latex
proteins The statement, however,
would clearly provide tmportant
informauon to individuals who are
sensitive to natural latex proteins

The agency further disagrees with the
suggesuon that the labeling statement
would be required on natural skin
condoms, and thereby confuse
censumers with respect to the
chfferences between latex and natural
skin condoms Although natural skin

condoms do contain a natural rubber
elastic band, this band is wrapped
within the natural skin sheath, and
there 15 no evidence to indicate that the
natural rubber ever contacts the user
Therefore, natural skin condoms that
have a latex comnponent that 1s not
Intended to contact or Iikely to contact
the user do not require the labeling
Statement Accordingly, the absence of
any latex labeling requirement for
natural skin condoms obviates the
comments concern about confusion that
may result from Jatex labeling
statements on both latex and natural
skin condoms

10 Although most comments
supported the requirements of standard
labeling requirements, some comments
suggested that the proposed labeling
staternents were overly prescriptive, and
that manufacturers should have wide
latitude in the wording of the statement
provided it contain a general latex
ngredient staternent Other cornments
stated that the labeling statements did
not provide sufficient warnings, and
Suggested that the agency require a
cauticn stating that use of the device
may lead to chronic asthma, dermatitis,
or even anaphylactic shock and death

The agency does not agree with
comments suggesting the labeling
should state possible reactions with
specificity FDA believes that the
statermnent advising consumers that a
product may cause an allergic reaction
is specific enough to provide adeguare
warning

The agency also does not belleve that
the required labeling staterents are
overly prescriptive and that
manufacturers should be given wide
latitude in the wording of labeling
statements The agency has determined
that requiring standardized statements
for devices containing natural rubber is
the best approach for providing the
essental informaton in a clear,
consistent, and accurate manner

FDA realizes that there may be some
circumstances where it may be
appropriate to tailor specific
information concermng a device. If a
manufacturer believes use of statements
that vary from those prescribed by this
regulaion 1s approprtate, § 801 437 (1) of
the final regulation provides that the
manufacturer may petition the agency
for an exemption or vamance from these
requirements by submutting a citizen
Peution under 21 CFR 10 30 Unless the
agency has specifically granted an
exemption or variance, the agency will
consider any vanation from the required
Statement to be noncompliant, and the
device will be deemed misbranded

11 Several comments suggested that
the agency recommend the use of
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natural rubber-free devices, or require a
labeling statement that nonnatural
rubber aiternatives are avarlable In
conerast some comments supported
natural rubber labeling provided thar
he labe! be ‘ergonomucally equitable °
(sic) 1 e not giving natural rubber-free
devices a perceived advantage)

The agency does not recommend the
use of ane legally marketed device over
another Rather the agency is requiring
that labeling for devices that contain
natural rubber provide information
upon which an individual may make an
informed choice regarding the use of the
device The benefits of devices that
contain natural rubber are wel]
established, and the agency does not
intend to discourage therr use by
persons who are not sensttive 9 natural
rubber Therefore, the agency will not
require the labeling statenent o
recommend the use of rubber-free
devices

Furthermore because the agency 15
not requiring a staternent that
recommends the use of natural rubber-
iree devices, the agency does not believe
that this ruie gives natural rubber-free
devices an advantage over devices that
contain rubber Accordingly, the agency
does not believe that further
modifications to the required statements
are necessary 1o address comments that
suggested the labeling not give the
impression that natural rubber-free
sroducts have an advantage over
products that contain natural rubber

12 One comment requested
clanfication on the labeling of
combination products consisting of
drugs that are packaged in device
container vials with dry natural rubber
stoppers

Thus final regulauon provides
authonty to require natural rubber
labeling on all devices contarung
natural rubber, including devices that
are contained within combinanon
products As discussed in more detail 1n
this comment, FDA intends tg apply the
natural rubber labeling requirement to
combination products, such as drugs 1n
device containers that are regulated
currently under drug authonnes

In a final rule that published 1n the
Federal Register of November 2] . 1991
(56 FR 58734), the agency explained
that “the term combination product
means a product comprised of two or
more different regulated entities, e g,
drug, device, or biologic * * *" or pwo
or more different regulated entities that
are produced together as a single enrity,
packaged together, or used together to
aclueve the mtended effact (see 21 CFR
3 2(e)) The factthata single product
contains two or more regulated entities

does not 1n itself change the regulatory
status of the individual entittes

Because the entities that comprise a
combination product meet more than
one jurisdictional definition, the agency
may apply one or more sets of
regulatory provisions to the product
The agency, for example has applred
both drug and device authortues, and
both biological and device authorities,
to certain combinanon products (See
Intercenter Agreement Between the
Center for Drug Evaluation and Research
and the Center for Devices and -
Radiological Health (the Drug/Device
Agreement (Ref 29)) and Intercenter
Agreement Between the Center for
Biologics Evaluation and Research and
the Center for Devices and Radiological
Health (the Blologics/Device Agreement
(Ref 30)) (hereinafter referred to
collectively as the Intercenter
Agseements) )

evice contalner vials with dry

natural rubber stoppers, when used 1n
combinaton with a drug product, may
be subject to regulation under the
statutes and regulations applicable to
devices A vial that has a natural rubber
stopper meets the definitlon of a device
under section 201 (h} of the act, in that
such vial 1s “an instrument, apparatus
implement machine, contrivance,
implant, 1n vitro reagent, or some other
similar or related article, including any
component part, Or accessory * * *"
that 1s 1ntended to cure, mitigate treat,
or prevent dlsease, which does not
achieve any of its principal intended
purposes through chemucal action
within or on the body of man or other
amimals and which 1s not dependent
upon being metabolized for the
achievement of 1ts pnmary intended
purposes The agency regulates these
empty viais, as well as other empty drug
or brologic containers (such as
stoppered vials for use in blood
collectton, intravenous containers, and
blood bags), as devices

When the drug 1s contaned in a vial,
however, the result is a combination
preduct The combination status of
devices that serve as containers for
drugs Is specifically recognized in the
Drug/Device Agreement (See Ref 29, P
14} To dare, these combination
products have been regulated only
under the drug authonties (I

The agency intends to regquire thar all
combunation products that contain
natural rubber device components be
labeled in accordance with this
regulation Although the agency could
requure all combination natural rubber
products to comply with the regulation
on 1ts effecuve date, this regulation will
be applied as follows Natural rubber
combination products that are currently

listed 1n the Intercenter Agreements as
being regulated under device labeling
Provisions will be required to comply
with this rule on 1ts effective date,
natural rubber combination products
that are hsted in the Intercenter
Agreements as being regulated under
drug or biologic labeling provisions,
however, will be subject to this
regulation at the time of the effective
date of thus regulanon, or at the time the
Intercenter Agreements are amended to
provide that these types of combination
Products are subject to thus labeling
regulation, whichever is later FDA will
provide nouce in the Federal Register of
the amendments to the Intercenter
Agreements to apply thus natural rubber
labeling provision to all combination
products that contain natural rubber
device components

At this time, the agency anticipates
that the Drug/Device Intercenter
Agreement will be amended to reflect
that prefilled drug vial containers,
transderrnal patches, infusion pumps,
and prefilled synnges that presently are
regulated under drug authornties are also
subject to this regulation The agency
believes, however, that this requirement
will not affect many drug vial
containers, because most drug stoppers
are not being manufactured from dry
natural rubber

13 A few comments requested
clanfication on the applicability of the
requirements to devices already 1n the
marketplace or 1ntended solely for
export

This rule is not intended 1o reguire
manufacturers to recall any devices
already in interstate commerce.
Therefore, this rule does nat apply to
devices 1nittally introduced or initially
delivered for introduction into interstate
commerce before the effective date of
this regulation

Devices intended solely for export
will not be deemed musbranded for
failure to comply with this regulation
provided that the exporter meets the
criteria of sections 801{e) and 802 of the
act (21 US C 381(e) and 382)
Nevertheless, FDA encourages the
appHcation of a natural rubber content
statement to all exported devices
containing natural rubber that may
contact humans

14 A few comments suggested that
devices containing less than a mirumum
quantity of natural rubber, the amount
to be determined by the agency, be
exempt from the labeling requirement
One comment suggested that devices be
labeled with the extractable natural
latex protein content

The agency agrees in principle,
however, insufficient information
currently exists regarding the mimmum
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amaunt of extractable natural latex
protein that would not elicit an allergic
reaction for thus option to be practicable
Evidence :ndicates that some persons
re reactive to extrernely low levels of

Jroteins (Ref 31) The agency is unable
1o determine what minimum amount of
natural latex proteins fails to elicit a
reacuion in seme mdividuals and,
therefare cannot exempt devices
containing less than that minimum

15 Several comments requested
clarification on the level of packaging
that would require a labeling staternent
Some comments requested addrtional
flexability in the piacement of the
statement so that the statement may be
put on the device labeling other than the
label especrally where the device label
may be too small to carry such a
statement Another comment
recommended thar the statement be
required not only on the label and 1n
other labeling, but on the device jtself
if the device 15 dispensed 1n bulk, as in
the case with natural rubber latex
examination gloves Other comments
suggested that bulk devices either
remain in the onginal package in order
to preserve the label, or that the agency
requrre the user facality o educate and
momtor the use of bulk devices
containung natural rubber Sdll another
comment supggested that where bulk
devices are removed to a separate
dispensing container the dispensing
sontainer also be required 1o be labeled
with a natural rubber content statement

FDA believes that the required
labeling statements may be fitted on
srall labels Because of the importance
of the informauon contained 1n the
labeling staternents for individuals
sensiave to natural latex proteins, the
agency will require the appropriate
statements concermng the natural
rubber content of the products to be
promunently and legibly displayed on
all device labels and other labeling, and
to appear on the principal display panel
of the device packaging, the outside
package, container or wrapper, and the
immediate device package, container, or
wrapper

This means, for example, that the
labeling statement for adhesive
bandages that are individually wrapped
and sold 1n a box would appear on each
wndividually wrapped bandage, on the
box. and on any mdividual preces of
labeling, such as an instructions for use
sheet included in the box Devices
packaged and sold 1n bulk dispensing
coniainers would be required to display
the appropriate statement on the
dispensing container, as 1t 1s the
immediate device container or package

If the packaging of a device contains
natural rubber the final regulation

requires that a separate statement that
spec:fically cautions the user that the
natural rubber 15 contained in the
packaging itself Statements relating to
the natural rubber content of the
packagmng do not have to appear on the
same levels of labeling as the caunicnary
statements relating to natural rubher
content 1n the actual product The
statements cautioning the user that the
packag:ng contans natural rubber shall
appear, inistead, only on the packaging
thar contains the natural rubber, and the

outside package, container, or wrapper

Placement of cautionary statements 1n
these locations should warn consumers
adequately of the possible nisks of
allergic reactions to the packaging,
while avaiding the potenual for
confusion that the actual products
contarn natural rubber

FDA believes that requinng devices to
remam 1in their or:ginal package at the
user site, requiring labeling statements
on dispensers that are sald separately
from the natural rubber containing
devices, and requiring user facilities to
provide education concerning Jatex
products and to monitor bulk product
use, 1s Impracticable and beyond the
scope of the regulation Furthermore,
because of the potential manufacturing
difficultres the agency will not require
devices to be embossed imprinted, or
atherwise labeled on the individual,
unwrapped device The agency believes
that the labeling requirements in this
regulanion will provide adequate
protection to the users and patients

16 The vast majority of comments
supported the remaval of the
"hypoallergenic’ claim from the
labeling of medical devices that contain
natural rubber Those comments that
expressed unease about the removal of
the claim stated that the term does
convey meanungful information to the
user These comments suggested that an
alternanive term be applied, or that the
regulation allow device labeling to state
that the device presents a reduced
potential for sensitizing users to natural
rubber or that the device contains less
than a specified lunit of natural latex
protemns or processing chemicals as
established by the agency One
comment stated that, undl the agency
proves that the tests currently employed
are insufficient to support the
“hypoallergenic” claim, the claim
should be allowed

The agency agrees that the term
“hypoallergenic” provides important
informauon to the consumer who is
senisitive to processing chemicals but
believes that the term “hypoallergenic”
on praducts containing natural rubber
will mislead consumers to conclude

eérroneously that the product may not
cause latex protein allergic reactions

In the past, manufacturers have
labeled their products "hypoallergenic’
on the basis of results of the modified
(human) Draize test While this test may
be appropriate for detecting sensitivaty
to residual levels of processing
chemicals, the test cannot detect the
presence of natural latex proteins
Furthermore, current manufacturing
processes cannot reduce the levels of
natural latex proteins below that to
which some individuals may react

The agency disagrees that the
‘hypoallergenic' label should be
allowed to remain on devices that
contain natural rubber unul the agency
proves that the tests currently employed
are insufficient to support the
“hypoallergenic’ claim, or that claims
shouid be allowed regarding reduced
levels of latex proteins The agency has
recerved reports of allergic reactions to
natwural rubber gloves labeled as
hypeallergenic Given that the modified
{human) Draize Test is not designed to
detect levels of natural latex proteins
that would not induce allergic
responses, and that the agency is not
aware of any current manufacturing
processes that are designed to remave
latex protemns below a level that may
cause adverse reactions, the agency
believes that 1t has sufficient evidence
that the tests currently employed do not
support the claim “hypoaliergeruc”
with respect to the potential for allergic
reactions to natural latex protelns

The agency does agree that alternative
Statements should be applied to convey
information about devices with reduced
residual chemical levels to consumers
who are sensitive to chemicals For ths
reason, the agency is developing
guidance for manufacturers who want to
make claims relating to latex devices
that have reduced manufacturing
chemical residues FDA will announce
the availablity of this draft guidance
document entitled “Testing for Skin
Sensitization to Chernicals in Latex
Products™ in a future issue of the
Federal Register

17 A few comments stated that the
reference to the draft guidance
document entitled ““Testing for Skin
Sensitizadon to Chemicals in Latex
Products™ in the preambie to the june
24, 1996 proposed rule, upon which this
final rule 1s based, was inappropriate
because the document is seill in draft
form, while another comment suggested
the agency reference the draft guidance
document 1n the regulation itself

The agency does not believe it is
appropriate to incorporate a draft
guidance document into a regulation
The agency. however, does belleve that
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1t {s appropriate (@ use the prearnbles of
a proposed and finai rule refanng to
latex devices to inform the public that
the agency 1s 1n the praocess of
leveloping a guidance document
elating o claims aboul the sensitizing
potential of manufacturing chemical
residues 1n latex devices
18 The vast majority of cornments
supported the use of a symbol to
indicare the presence of natural rubber
in a device These comments stated that
the symbol would promote consurmer
recognition and could be used on
devices that have labels that are too
small o fit the full text of the statement
One comment suggested that the symbol
be stamped on the actual devices,
especially those sold 1n buik packages
Same comments stated that the symbol
should supplement, not replace the text
of the statement Those comments not
supporting the use of a natural rubber
symbol cautioned that a symbotl should
not be used until 1t is universally
accepted Another comment suggested
that the agency establish the symbol and
reguire iis use
he agency agrees that a symbol
would be useful The agency stresses,
however that any symbol 15 intended to
supplement not replace the required
written labeling statements and its use
would be voluntary The agency
appreciates the comments and the
suggested syrnbol designs that were
subrutted, but does not belleve thar
nere 1s sufficient acceptance of a
symbol to require the use of a symbaol
at this ume
19 Several comments stated that the
health benefits of the labeling statement
are potenually so great that the effective
date of the requirement should be less
than 180 days from the date of
publication of this final rule Other
comments complained that a 180-day
implementation period 1s not sufficient
to change the labeling on the numerous
devices affected by this rule These
comments requested at least a 12-month
implementation period One of these
comments further requested that
implementation be a two-stage process,
and that devices contaiming dry natural
rubber not be required to carry the
labeling statement until 24 months after
pubiication of thus final rule Another
comment requested a two-stage
impiementation process so that devices
that only indirectly contact humans
would not be requured to carry the
labeling statement until 36 months after
publication, or that such devices not be
required to carry any labeling statermnent
The agency agrees that the public
health concerns relating to allergic
responses to natural rubber are great
The agency also acknowledges,

however, that at the ume of the
publication of thes regulation,
manufacturers have labeling in stock
that does not have the required
statements In order to mimmize the
burden to manufacturers of discarding
labeling that has already been printed,
and to allow sufficient time to reformar
labeling the agency 1s providing that
the effective date of this final rule 15 1
year zfter the date of publicanon This
effective date will allow most
manufacturers sufficient time, before the
effective date of dhus rule, to exhaust  ~
their exisung supply of labeling stock If
a manufacturer uses the existing
labeling stock before the effective date
of this rule however FDA encourages
manufacturers to add the required
labeling statement at that ume

The agency does not believe that a
two-stage implementation process is
necessary, or that a period of longer
than ] year is necessary because 1 year
should be adequate time to phase 1n
new labeling, and reformat the labeling
Furthermore the agency belleves thata
longer delay in the implementation of
this rule would naot be 1n the intecest of
the public health The comment
suggesting that devices that only
indirectly contact humans not carry any
natural rubber labeling statement is
addressed 1n comment 4 of this
document

20 One comment suggested that
manufacturers, distributors, and user
facilities all be responstble for following
the labeling requurements

The agency agrees with the
underlying concern that the labeling
staternent remnam on devices It is only
necessary, however, to require
manufacturers to properly label their
products to ensure that consumers
recelve appropriate information
concerning natural rubber products
Distributors and user facilities may not
alter the device labeling Any such
alteration may be grounds for a charge
of misbranding a device under sections
201(n) and 502(a), {c), and (f} of the act
(21 U SC 352(@a), (c}, and {f))

21 A few comments complained that
the rule could be misinterpreted to
requrre labeling on all devices
contaning any natural rubber
whatsoever (Qthers stated that the
requirernent would have a major impact
on multinational companies, costing at
least $15,000 per device for iabeling
Another comment stated that the agency
underestmated the impact of the rule,
as each manufacturer will need to draft,
review, and relabel primary and
secondary packages of hundreds, if not
thousands of devices

The agency has clanfled the scope of
this regulation 1n order to minimize the

possibility of nusinterpretation Under
final §801 437{b), an appropriate
labeling statement Is required on
medical devices that contain niatural
rubber latex or dry natural rubber that
contacts humans The agency does not
believe that thas rule would require
relabeling for hundreds or thousands of
devices In fact, the agency has only
identified approxamately 70 generic
types of medical devices including
combimnation products that are subject to
this rule

Furthermore, FDA does not agree that
thus rule will have a major umpact on
mulunational companies because 1t
would cost at least $15,000 per device
for labeling FDA estimates that the cost
to revise the labeling would be between
$1,000 and 32,000 for each type of
device that 1s relabeled Moreover, the
cost of implementing tus reguiation 1s
further mimmized because the 1-year
effective date of this regulation should
allow most manufacturers to exhaust
their current labeling stock prior to
using the labeling that is required under
this regulation

IV Paperwork Reduction Act of 1995

The warning statements required by
thus regulation are " public disclosure of
infarmaton artginally supplied by the
Federal government to the recipient for
the purpose of disclosure to the public
* * =" (5 CFR 1320 3(c)(2))
Accordingly, FDA concludes that the
iabeling requirements 1n this final rule
are not subject to review by the Office
of Managernent and Budpet under the
Paperwork Reduction Act of 1995 (44
U S C 3501-3520)

V Environmental Impact

The agency has determined under 21
CFR 25 24(a){(11) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment Therefore,
neither an environmental assessment
nor an environmental impact staternent
is required

VI Analysis of Impacts

FDA has examined the impacts of the
final rule under Executdve Order 12866
and the Regulatory Flexibility Act (3
U S C 601-612), as amended by subtitle
D of the Small Business Regulatory
Fairness Act of 1996 (Pub L 104-4)
Executive Order 12866 directs agencies
to assess all casts and benefits of
available reguiatory alternatives and,
when reguladon {s necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages,
distributive impacts, and equity) The
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agency believes that this final rule 1s
consisient with the regulatory
phulosophy and principles 1dentified 1n
_ the Executive Order In addition, the
fnal rule 1s not a significant regulatory
swction as defined by the Executive Crder
and so 1s not subject to review under the
Execuuve Order

if a rule has a significant economic
impact on a substanual number of small
enuues, the Regulatory Flexability Act
requires agencies to analyze regulatory
opuons that would rmmmize any
significant impact of a rule on small
enuties This rule primanly requires a
labeling change wiuch would not have
a sigruficant economuc umpact on small
entitzes Although this rule will require
a labeling change on a substantal
number of medical devices
manufacturers will be allowed up to 1
year after the effective date of thus
regulanen to exhaust ther existing
supply of labeling, therefore most
manufacturers would exhaust thew
exisung supply of labels Moreover, the
cost of reformatting the labeling, which
15 $1 000 to $2,000 for each different
kind of device, is not significant
Accordingly, under the Regulatory
Flexability Act (5 US C 605(b)), the
agency certifies that the final rule will
not have a sigmficant economic irnpact
on a substantial nurmnber of small
entties Therefore under the Regulatory
Flexiblity Act no further analysis is

equired
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List of Subjects 1n 21 CFR Part 801

Labeling, Medical devices, Reporting
and recordkeeping requrements

Therefore, under the Federal Food,
Drug, and Cosmetic Act, and under
autharity delegated to the Commissioner
of Food and Drugs, 21 CFR part 801 is
amended as follows

PART 801—LABELING

1 The authority citarion for 21 CFR
part 801 continues to read as follows

Authority- Secs 201, 301, 501, 502, 507,
519, 520, 701 704 of the Federal Food. Drug,
and Cosmetle Act {21 U S C 321, 331, 351
352, 357, 3601 360, 371, 374)

2 Secnon 801 437 is added to subpart
H to read as follows

5801.437 User labeling for devices that
contain natural rubber.

{a) Data in the Medical Device
Reporting System and the scientific
literature indicate thar some individuals
are at risk of severe anaphylacuc
reactions to natural latex proteins Thus
labeling regulation is intended to
minimize the risk to individuals
sensitive to natural latex proteins and
protect the public health.

(b) Ttus section applies to all devices
composed of or containing, of having
packaging or cormnponents that are
composed of, or contamn, natural rubber
that contacts humans The term “natural
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rubber includes natural rubber latex
dry natural rubber and syntherc latex
or synthetic rubber that contains natural
rubber 1n 1ts formulatien

{1} The term "narural rubber latex”

neans rubber that s produced by the
natural rubber latex process that
involves the use of natural latex [n a
concentrated collordal suspension
Products are formed from natural rubber
latex by dipping, exwuding, or coating

{2} The term “dry natural rubbes”
means ribber that 1s produced by the
dry natural rubber process that involves
the use of coagulated natural latex in the
form of dried or mulled sheets Products
are formed from dry natural rubber by
compression molding, extrusion or by
converung the sheets nto a solution for
dipping

{3) The term ' contacts humans"
means that the natural rubber contained
in a device 1s 1ntended to contact or 1s
likely to contact the user or patient Thas
includes contact when the device that
contamns natural rubber is connected to
the patient by a liquid path or an
enclosed gas path or the device
contaimng the natural rubber 1s fully or
partially coated with 2 powder, and
such powder may carty natural rubber
proteints that may contaminate the
environment of the user or patient

{c) Devices containing natural rubber
shall be labeled as set forth in
paragraphs (d) through (h) of this

ecuon Each required labeling
otatement shall be preminently and
legibly displayed in conformance with
secticn 502(c) of the Federal Food, Drug,
and Cosmetic Act (the act) 21 USC
352(c))

{d) Devices containing natural rubber
latex that contacts humans, as described
in paragraph (b) of this section, shall
bear the following statement in bold
print on the device labehing

“Caution Thes Product Contains Natural
Rubber Latex Which May Cause Allergic
Reactions '

Thrus staternent shall appear on all
device labels and other labeling, and
shall appear on che principal display
panel of the device packaging, the
outside package, container or wrapper,
and the immed:ate device package,
container or wrapper

(e} Devices contatning dry natural
rubber that contacts humans, as
described in paragraph (b) of thus
section that are not already subject to
paragraph (d) of thus section, shall bear
the following statement in bold print on
the device labeling

"“This Product Contains Dry Natural
Rubber *

Thus staternent shalil appear on all
device labels, and other labeling, and
shall appear on the principal display

parel of the device packaging, the
outside package, container or wrapper,
and the immediate device package
container or wrapper

{f) Devices that have packaging
containing natural rubber latex that
cantacts humans, as described in
paragraph (b) of this section, shall bear
the following statement in bold print on
the device labeling

Caunion The Packaging of This Product
Contains Natural Rubber Latex Which May
Cause Allergic Reactions
Thus statement shall appear on the
packaging that contains the natural
rubber, and the outside package,
container, of Wrapper

{g) Devices that have packaging
contaning dry natural rubber that
contacts humans, as described 1n
paragraph (b) of this section, shall bear
the following statement in bold print on
the device labeling

The Packaging of This Product Contains
Dry Natural Rubber *
This statement shall appear on the
packaging that contains the naturai
rubper, and the outside package.
contamer, or Wrapper

{h) Devices that contain natural
rubber that contacts humans, as
described 1n paragraph {b) of this
section, shall not contain the term
“nypoallergenic” on their labeling

(1) Any affected persan may request
an exemptlon or varniance from the
requirernents of this section by
submurting a citizen petition in
accordance with § 10 30 of this chapter

1) Any device subject 1o this secton
that 1s not labeled in accordance with
paragraphs (d} through (h} of thus
section and that 1s imtially introduced
or mitally delivered for introducuon
into interstate commerce after the
effecuve date of thus regulation is
misbranded under sections 201(n) and
502(a), {c), and {f) of theact (21 US C
321(n) and 352(@), (c). and (B)

Dated September 22 1997
William K Hubbard,

Assocrate Comnussioner for Policy
Coardination

{FR Dac 97-25728 Filed 9-29-97, 8 45 am]
BILLING CODE #160-01-F

DEPARTMENT OF STATE
22 CFR Part 41
[Public Notice 2810]

Bureau of Consular Affairs; Visas:
Passparts and Visas Not Required for
Certain Nonimmigrants

AGENCY! Pureau of Consular Affairs
DOos

ACTION: Intenim rule with request for
cormments

SUMMARY, Section 217 of the
[mmigration and Nauonality Act (INA),
as amended, extends the Visa Walver
Pilot Program (VWPP) to nauonals of all
countries that qualify under the
provisiens af the Pllot Program and
which are designated by the Secretary of
State and the Attorney General as
countries whose nationals benefit from
the waiver of the nonimrmgrant B-1/B-
2 visa requirement Thas intenim rule
eliminates probationary entry status 1n
the pilot program, designates Ireland
{the only country formerly designated as
a participating country with
probationary status) as a permanent
participating country and extends the
VWPP to Slovenia

DATES' Thus intenm rule is effective
Septemnber 30, 1997 Wntien comments
are invited and must be recerved on ar
befare October 30, 1997

ADDRESSES: Written comments may be
subrnitted, in duplicate, to the Chuef,
Legisiation and Regulations Division,
Visa Services, Room L~603C,
Department of State, Washington, D C
20520-0106

FQR FURTHER INFQRMATION CONTACT: H
Edward Odom, Chief, Legislation and
Regulations Division, Visa Office,
Department of State, Washington, D C
20522-0113 (202) 663-1203
SUPPLEMENTARY IRFORMATION: Thus
interim rule amends Part 41, Title 22 of
the Code of Federal Regulatons
concermng visas for nonimmigrants
pursuant to section 217 of the
Immigration and Nationality Act. 8
USC 1187, as amended by Pub L
103415, {108 Stat 4299, October
25,1994), Pub L 103-416, (108 Stat
4305, Qctober 25, 1994}, and Pub L
104--208, (110 Stat 3009-702,
September 30, 1996)

Pub L 99-603

Sectiont 313 of the Immigration
Reform and Control Act of 1986 (IRCA),
Pub L 99-603, amended the INA by
adding a new sectlon 217 BUSC
1187) Secdon 217 provides for a
nonimmigrant visa waiver pilot program
(VWPP) which walves the
norummgrant visa requirement for the
admussion of certain aliens into the
Unated States for a period not to exceed
ninety days This crginal provision
authorized the participation of eight
countries in the VWPP to be designated
by the Secretary of State and the
Attorney General, acting jointly from
among countries meeting specific
criteria These original qualifying
couniries included France, the Federal
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MEMORANDUM FOR REGIONAL ADMINISTRATORS
THROUGH R DAVIS LAYNE

Deputy Assistant Secretary
FROM: STEVEN F. WITT

Director

Directorate of Technical Support

SUBJECT Technical Information Bulletiniii.
Potential for Allergy to Natural
Rubber Latex Gloves and other Natural
Rubber Products

This technical information bulletin 1s intended to aiert field personnel to the potential for allergic
reactions 1n some individuals using natural rubber latex (NRL) products, particuiarly gloves, in
the workplace setting. Natural rubber s utilized in a varnety of products including gloves,
airways, airway masks, medication vial tops, anesthesia bags, varnous catheters, supphes for
intravenous use, dental dams, balloons, and other products.4,2, 3 NRL glove use in the health
care setting has rnisen dramatically since about 1987, due to the increased threat of contracting
HIV, hepatitis B, and other infectious agents in the course of delivering health care to patients
and the need for barrer protection.t,2 Thus, the frequency of exposure to NRL among health
care and other workers has increased.

NRL products are also used to provide barrier protection from some chemicals and other agents
in health care and other environments. (NOTE: While NRL gloves are useful for certain purposes,
they are not universally suitable. The properties of a glove matenal for a specific use must be
determined n advance of use. Gloves appropnate for protection from the particular chemical or
agent must be used.) NRL gloves are also used to prevent contamination of products (n some
warkplaces (e.g., electronics and drug manufacturing). Natural rubber articles are manufactured
In some workplaces (e.g., manufacturers of medical gloves, industrial gloves, balloons, rubber
bands, boots and shoes, and many other products).

With more widespread use of NRL glaves, there has been an increase in reparted NRL allergies,
among patients as weli as among workers, notably health care workers. Rarely, these allergies
can be fatal. In addition to reports from the dermatology, allergy, and pulmonary literature of

severe skin and respiratory symptoms, life threatening reactions to NRL products have been
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noted in pediatric patients with spina bifida who had undergone numerous surgical procedures,
resulting In repeated NRL exposure.2,®, 2 In addition, the US Food and Drug Administration
(FDA) received reports of numerous severe allergic reactions, including several deaths,
associated with exposure to NRL enema cuffs in providing care to sensitized patients.2

NRL 1s manufactured from a variety of plants, but mainly the rubber tree, Hevea brasiliensis.
The mulky fluid from the tree contains vaniable amounts of proteins which may be absorbed
through the skin or inhaled and cause allergic reaction in susceptible workers NRLU contains
many proteins. A number of these proteins, such as hevamine, hevein, and rubber elongation
factor (REF), may initiate allergic reaction to NRL. Studies have indicated that corn starch
powder, added to gloves to facilitate donning and removal, can serve as a carrier for the
allergenic proteins from the NRL. 2,2 % -

In addition, gloves, including those made from NRL as well as some other materials, may
contain chemical accelerators such as thiuram, carbamates, and benzeothrazoles to which a
worker may also develop sensttization, resuiting in allergtc contact dermatitis. Antioxidants,

biocides, soaps, and other chemicals used in the processing of NRL products may contribute to
sensitization as weil,

In 1987 the Centers for Disease Control and Prevention (CDC) recommended universal
precautions, the concept that blood and certain body fluids from all individuals should be
approached as if potentially infectious. The use of barrier protection was subsequently required
by OSHA's bioodborne pathogens standard. The increased use of latex gloves in a vanety of
settings greatly increased the exposure of health care workers to NRL.:,%

The two major routes of exposure include dermal exposure and inhalational exposure. NRL
protein absorption has been reported to be enhanced when perspiration collects under latex
clothing articles.!? Exposure may also occur by the respiratory route, particularly when glove
powder acts as a carnier for NRL protein which becomes airborne when the gloves are donned or
removed. %,2,2 Some tnvestigations have indicated that powder free gloves with reduced protain
content reduce nsk of development of NRL allergy.l! Some questions regarding powder free
gliove shelf life and ease of use have ansen and are betng addressed. Importantly, only non-NRL
gloves must be used by those workers who are aliergic to NRL.

The majonity of heaith care workers are able to use NRL products to care for most patients.
Variations exist in the reported prevalence of NRL allergy. This variation 1s probably due to
different levels of exposure and methods of estimating latex sensitization or allergy.
Nevertheless, prevalence studies indicate that from around 6% to 17% of the exposed health
care workforce is ailergic to NRL.2,12, 13 14 13 In a survey of active duty dental officers in the
U.S. Army, the prevalence of allergic symptoms correlated with NRL use was reported to be
13.7%.1% An investigation of dental workers using NRL skin prick testing at two consecutive
American Dental Association meetings revealed allergic responses in 9,1-9.7% of dental
hygienists and assistants, although dentists showed a lower rate of 5.1-6.7%.1Z The general
population exhibits a lower rate of NRL sensitization (approximately 1 to 6%). 18,12 These
prevalence statistics are based gn seroprevalence as well as skin test positivity and/or allergic

manifestations and do not refer to the more serious anaphylactic response, which Is rare but
potentiaily life threatening 1n seme individuals.

In addition to dentists, health care workers reported to have especially high risks include
operating room personnel consistently exposed to NRL (1.e., operating room nurses, physicians,
and technicians).?,1818 NRL allergy has also been reparted in greenhouse workers,

Dhardressers, 2l doll manufacturing workers,22 and workers in a glove manufacturing plant, 23
and may pose a risk to others as well.&
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Use of naturai rubber products may result in several varieties of reactions (see table). These
reactions include irmtant and several types of allergic reactions. They can vary from localized
redness and rash to nasal, sinus, and eye symptoms to asthmatic manifestations including
cough, wheeze, shortness of breath, and chest tightness; and rarely, systemic reactions with
swelhing of the face, lips, and airways that may progress rapidly to shock and, potentially, death.

When gloves are associated with skin lesions, the most common reaction Is irritant contact
dermatitis. Irmtant contact dermatitis may be due to direct wrmitation from gloves or glove
powder, but may also be due to other causes, such as irritation from soaps or detergents, other
chermicals, or iIncomplete hand drying. Irritant contact dermatitis presents as dried, cracked,
spht skin. Although irritant contact dermatitis 1s not 1n itself an allergic reaction, the breaking of
the intact skin barner due to these lesions may afford a pathway for latex proteins to gamn
access, and thus promote development of allergy.22

The second type of reaction that may be associated with giove use is allergic contact dermatitis
(also known as type 1V delayed hypersensitivity or allergic contact sensitivity). When giove use
has been associated with this reaction, it appears to be due to the chemicals used in processing
NRL or other glove materials. The allergic contact dermatitis has an appearance similar to the
typical poison vy reaction, with blistering, itching, crusting, oozing lesions. Also, tike poison ivy,

this dermatitis may appear a day or two after the use of gloves or exposure to other sources of
chemical sensibizers.

The third and potentially most serious type of reaction sometimes associated with glove use 1s a
true IgE/histamine-mediated allergy (also called immediate or type 1 hypersensitivity) to glove
protein [in the case of NRL allergy, to NRL protein(s}]. This type of reaction can involve local or
systemic symptoms. Locahzed symptoms include contact urticana (hives) which appear in the
area where contact occurred (in the case of gloves, the hands), but which can spread beyond
that area and become generalized. More generalized reactions include allergic rhinoconjunctivitis
and asthma. The presence of allergic mamifestations to NRL indicates an increased nisk for
anaphylaxis, a rare but serious reaction expernienced by some individuals who have developed an
allergy to certain proteins (e g., insect stings, natural rubber, peniciilin). This type I reaction can
occur within seconds to minutes of exposure to the allergen (in the case of NRL, to natural
rubber proteins) either by touching a praduct with the allergen (e.g., gloves) or by inhaling the
allergen (e.g., powder to which natural rubber proteins from gloves have adsorbed)}. When such
a reaction occurs, it can progress rapidly from swelling of the lips and airways to shortness of
breath, and may progress to shock and death, sometimes within minutes. While any of these
signs and symptoms may be the first indication of allergy, in many workers with continued

exposure to the allergen (In the case of NRL allergy, to natural rubber proteins), there 1s
progression from skin

Types of Reactions

Type Reaction Symptoms/ SigT-l; Cause Prevention /__
Management
[ 1

Irmtant Contact scaling, drying, direct skin Obtain medical
Dermatitis cracking of skin irritation by diagnosis, avord
gloves, powder, |lirmitant product,
soaps/detergents,|/consider use of cotton
incompiete hand {jglove hiners , consider

drying alternative
. __ gloves/products
o — —_— —_—
Allergic Contact blistering, itching, accelerators Obtain medical
Dermatitis (Type IV |lcrusting (similar to (e.g., thiurams, |/diagnosis, identify
rlalavan nAISAn vw raactinnd rarhamatac rharmtral
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hypersensitivity or benzothiazoles)
allergic contact processing Consider use of glove
sensitivity} chemucals liners such as cotton
(e.q., blocides, Use alternative glove
antioxidants) matenal without
chemical
Consider
penetration of Assure glove matenal
glove barner by |ps suitable for
chemicals intended use (proper
- |tharrner) ]
NRL Allergy - NRL proteins: Obtain medical
IgE/histamine direct contact diagnosis, allergy
mediated with or breathing iiconsultation,
NRL proteins, substitute non-NRL
(Type [ immediate including alove gloves for affected
hypersensitivity) powder worker and other
containing non~-NRL products
--------------------------------------------- proteins, from
-~ powdered gloves |Eliminate exposure {o
Hives in area of ofr the glove powder - use of
A) Locahzed contact |jcontact with NRL envtronment reduced protein,
urticana powder free gloves for
--------------------- coworkers
which may be
associated with or Clean NRL-containing
progress lo: Include: generalized powder from
urticarna, rhinitis, environment
B) Generalized wheezing, swelling of
Reaction mouth, shortness of Consider NRL safe
breath. Can progress environment
to anaphylactic shock

(contact urticania) to respiratory symptoms over a penod of meonths to years. Some studies
indicate that individuals with iatex allergy are more likely than latex non-allergic persons to be
atopic (have an increased immune response o some comrmoen allergens, with symptoms such as
asthma or eczema. 26 Once NRL allergy occurs, allergic individuals continue to experience
symptoms, which have included ife-threatening reactions, not only on exposure to NRL tn the
workplace but also upon recetving or accompanying a family member recetving health care
services at inpatient as well as office-based settings. In addition, such reactions have occurred
on exposure to consumer goods such as bailoons, condoms, and other products, Moreover, some
affected individuals continue to experience asthmatic symptoms even without contact with NRL.

Therefore, development of allergy to NRL in an individual has lIfestyle implications beyond the
workplace,

Recommended Strategies - Risk Reduction

It 1s of primary importance that barrier protection be used when hands would otherwise contact
infectious matenals or hazardous chemicals. OSHA's bloodborne pathogens standard requires
that gloves be worn when It 1s reasonably anticipated that hand contact may occur with blood,
other potenually infectious materiais, mucous membranes, non-intact skin, or contaminated
items or surfaces, as well as when performing most vascular access procedures [29 CFR
1910.1030, paragraph {d)(3)(ix)]. NRL i1s a glove matenal that has been used in the heaith care
environment for barrier protection for a number of years. In response to reported NRL allergy in
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some patients and health care workers, measures have been recommended to reduce the nsk of
NRL allergy in workers,

Primary prevention involves reducing potential development of aliergy by reducing unnecessary
exposure to NRL proteins for all workers. Food service workers or gardeners, for example, do not”
need to use NRL gloves for food handling or gardening purposes. Gloves made of NRL as weli as
synthetic matenals have been cleared for marketing as medical gloves by the FDA and can be
used effectively for barrier protection against bloodborne pathogens. General administrative
procedurest?8] that an institution can follow to reduce worker exposure to NRL proteins include:

(1) If selecting NRL gloves for worker use, designating NRL as a choice only in those
situations requiring protection from infectious agents; -

(2) When selecting NRL gloves, choosing those that have lower protetn content, 18

Selecting powder free gloves offers the additional benefit of reducing systemic aliergic
respenses; and

{3} Providing alternative suitable non-NRL gloves as choices for worker use (and as
required by OSHA's blogodborne pathogens standard [29 CFR 1910.1030, paragraph (d)
{3)(m)] for workers who are allergic te NRL gloves).

Providing alternative suitabie non-NRL gloves as choices for worker use (and as required by
OSHA's bloodborne pathogens standard [29 CFR 1910.1030, paragraph (d){(3)(1m)] for workers
who are allergic to NRL gloves).

Use of powder free gloves has been shown to reduce the dissermination of NRL proteins into the
environment and decrease the likehhood of reactions by both the inhalation and dermal

routes 2,4 Appropriate work practices when wearing hand protective equipment, including NRL
gloves, include avoidance of contact with other body areas such as the eyes or face.

Handwashing after glove rernoval 1s required by OSHA's Bloodborne Pathogens Standard

[paragraph {d)}(2)(v)] and helps to minimize powder and/or NRL remaining in contact with the '
skin. Thorough clean-up of any residual powder in the workplace with appropriate vacuum filters
will decrease employees' exposure as well.

Since the reason for wearing gioves 1s to provide barner protection from hazardous substances,
substitute matenals must maintain an adequate barner protection and be appropnate for the
hazard. At a minimum, gloves made from NRL or other materials and used for a medical purpose
shouid be labeled as medical gloves. Such gloves must meet the FDA critena for marketing,
manufacturing, and testing of medical gloves, The Health Industry Manufacturers Association
{(HIMA), in conjunction with the FDA, has proposed general guidelines for use of medical gloves
with some recommendations for those individuals who are allergic to natural rubber.22

One institution has reported that a cocrdinated effort to identify NRL sensitive individuals and
reduce the use of "high allergenic" natural rubber latex gloves substantiaily reduced
aeroallergen levels and costs.2 Other investigators have reported that some NRL allergic workers
have been able to work wearing noniatex gloves when their coworkers wore powder free latex
gloves, #2

Effective September 30, 1998, the FDA requires labeling statements for medical devices which
contain natural rubber and prohibits the use of the word "hypoallergenic" to describe such
products.® NRL gloves with a reduced level of chemical accelerators must be labeled to ehminate
confusion associated with the “hypoallergenic" claim and to provide more specific information to
the user. Some NRL gloves and other devices produced before the effective date of the FDA
reguiation may not carry the NRL labeling or may be labeled "hypeallergenic”. Such products
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may still be in use in some facihbies. It should be noted that such products shouid not be
presumed to be NRL free. The hypoaltergenic claim referred to the chemical additives, and such
gloves may be powder free; however, they contain the NRL proteins to which NRL allergic
workers react.2% The FDA Is currently exploring options for reducing exposure to NRL proteins

and powder. It 1s important to note that these FDA regulations do not apply to non-medical
devices, Including utihity gloves.

Recommended Worker Evaluation and Management

The adminisirative procedures outlined above may not be sufficient to protect all individuals who
have already developed NRL allergy. The American College of Allergy, Asthma, and Immunology
has suggested that "safe zones" {areas in which non-NRL products are used and NRL proteins
have been thoroughly removed from the environment) may be needed to protect those workers
who are already sensitized to NRL.2 Health care faciities should develop policies and procedures
for reducing the risk of NRL allergies in the workplace. Prudent risk reduction strategy involves
an initial survey and assessment, with a coordinated effort to identify and catalogue all NRL
products used in the workpiace. An ongoing program, involving close coordination with resource
and materials management staff, should be established to monitor the NRL content of incoming
products so that management staff can be prepared to choose appropnate products for offering
non-NRL alternatives to control NRL expoesure as well as for creating NRL safe zones.?
Mechanisms for reparting and managing cases should be in place.

It 1s not possible, at present, to determine which workers will become allerg:c to NRL proteins,
the extent of an individual worker's reaction, or the length of time required for such allergic
reactions to develop.2 It 15 also not possible, at present, to predict who will progress from local
contact urticaria to the more dangerous allergic reactions, nor when this may occur. 2,2

Laboratory and clinical evidence indicates that an association exists between allergy to natural
rubber proteins and ailergy to certain foods and plants (e.g., avocado, banana, kiwi, chestnut)
A and some aeroallergens (e.g., pollens, grasses).#4 A history of muitiple surgeries has aiso
been reported to be a nsk factor for NRL allergy %, 2 In some institutions, penodic screening
gquestionnaires for symptoms of NRL allergy in workers with current or past history of significant
NRL exposure (e.q., surgical personnel) have been useful for ascertaining reaction rates and
managing those individuals experiencing reactions. 3,2,22 A medical evaluation of hand
dermatitis, by a physician experienced in dermatologic diagnoses, is essential for taking
preventive steps and assuring effective therapeutic measures. Evaluation of signs/symptoms
associated with latex allergy should be accomplished under the direction of a physictan with

expertise in NRL allergy, with additional medical testing and treatment made available If
indicated.

Provision of latex-free procedure trays and crash carts for treatment of natural rubber allergic
individuals has been recommended.2 Although the fundamentals of emergency response

(1.e., assunng airway, breathing, and circuiation) remain of pnmary importance shouid a worker
develop symptoms (including those caused by NRL allergy) requinng resuscitation, these
situations should be anticipated 1n the workplace and provision of immediate access to non-
natura! rubber containing equipment considered.

Information Availability

Investigation continues inte various aspects of NRL allergy; our understanding of some issues
continues to evolve, Meanwhile, workers and workplaces need to be aware of the present state
of knowledge regarding NRL allergy and methods of protection. Workers should be adwvised of
symptoms of NRL allergy as well as pnmary and secondary preventive measures for decreasing
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the nsk of NRL allergy development and NRL ailergic reactions in workers who are allergic.

The Nationa! Institute for Occupationa! Safety and Health (NIOSH) published a 1997 Alert titled
Preventing Allergic Reactions to Naturai Rubber Latex in the Workplace (NIOSH publication
number $7-135). NIOSH can be reached by calling 1-800-35-NIOSH (800-356-4674).

OSHA field staff and consultation personnel should be aware of the potential for NRL allergy In
workers exposed to NRL products.

Please distribute this bulletin to all Area Offices, State Plan States, and Consultation Projects.
Copies of this TIB may be used for outreach purposes,

This technical information bulletin (TIB) 1s not a new standard or regulation. This TIB 1s advisory
In nature and informational in content. The faillure to implement a specific recommendation In
this TIB is not In itself a violation of the General Duty Clause of the OSH Act. The General Duty
Clause [Section (5)(a)(1)] requires each employer to furnish to each employee employment and
a place of employment which are free from recognized hazards that are causing or are likely to
cause death or serious physical harm to his employees.
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1A. The Directorate of Technical Support issues technical information bulletins (TIBs) to provide
OSHA field staff with information regarding safety and health 1ssues. TIBs are nitiated based on
information provided by the field staff, scientific investigations, technical publications, and
concerns expressed by safety and heaith professionals, employers, and the public. This
information has been compiled based on a thorough evaluation of available facts, and Iin
coordination with appropniate parties. (Back to Text}

2A. The American Academy of Allergy, Asthma, and Immunology and American College of
Allergy, Asthma, and Immunology I1ssued a joint statement July 21, 1997 which advises that
iatex glove purchase and use should consist of only low-aliergen, powder-frae latex gloves. The
National Instrtute for Occupational Safety and Health (NIOSH) aiso recommends that if [atex
gloves are chosen, provide and use reduced protein, powder-free gloves.l-s—A 1998 Guideline for
infection control in heaith care personnel, consisting of consensus recommendations of the
Hospital Infectron Control Practices Advisory Committee (HICPAC) to the CDC, included several
recommendations regarding latex hypersensitivity, but did not include advice about use of
powder-free gloves throughout an institution and made no recommendation for institution-wide
substitution of non-latex products in health care faciiities to prevent sensitization to latex (Am J
Infection Control 1998;26:339). (Back to Text)
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From the U S. Code ¢nline via GPO Access

[wais access gpo gov]

[Laws 1n effect as of January &, 1999]

[Document not affected by Public Laws enacted between
January &, 199%% and April 7, 2000]

[CITE 15USCl1261]

TITLE 15--COMMERCE AND TRADE
CHAPTER 30--HAZARDQOUS SUBSTANCES

Sac 1261 Definitions

For the purpcses of this chapter--

{a} The term ~“territory’'' means any territory or possession of the
United States, including the District of Columbia and the Commonwealth
of Puerto Rico but excluding the Canal Zone.

{b} The term ““interstate commerce'' means (1) commerce between any
State or territory and any place cutside therecf, and (2) commerce
withan the District of Columbia or within any territory not organized
with a legislative body

(c) Omitted

(d) The term ~“Commission'' means the Censumer Product Safety
Commissien

{e} The term ~““perscn'' includes arn individual, partnership,
corporation, and assocration

(£) The term ~"hazardous substance'' means

(1) {A) Any substance or mixture of substances which (i) is
toxic, {11) 1s corrosive, ({(1ii} 1s an irritant, (1v) 18 a strong
sensitizer, (v) is flammable or combustible, or (vi) generates
pressure through decomposition, heat, or other means, if such
substances or mixture of substances may cause substantial personal
injury or substantial 1llness during or as a proximate result of any
customary or reasonably foreseeable handling or use, including
reasonably foreseeable i1ngestion by chaldren.

{B) Any substances which the Commission by regulation finds,
pursuant to the provisions of section 1262(a) of this title, meet
the regquirements of subparagraph (1) (A) of this paragraph

{C) Any radicactive substance, 1f, with respect to such
substance as used in a particular class of article or as packaged,
the Commission determines by regulation that the substance 1is
sufficiently hazardous to require labeling in accordance with this
chapter in order to protect the public health.

{D} Any toy or other article intended for use by children which
the Commission by regulation determines, in accordance with section
1262 (e} of this title, presents an electrical, mechanical, or
thermal hazard

(E) Any sclder which has a lead content in excess of 0.2
percent

{2} The term ~“hazardous substance'' shall not apply to
pesticides subject to the Federal Insecticide, Fungicide, and
Rodenticide Act [7 U 8 C 136 et seqg ], nor to foods, drugs and
cosmetics subject to the Federal Food, Drug, and Cosmetic Act [21
U 8 C 301 et seg ], nor to substances intended for use as fuels
when stored in containers and used in the heating, cooking, or
refrigeration system of a house, nor to tobacco and tohacco
products, but such term shall apply to any article which is not
1tself a pesticide within the meaning of the Federal Insecticide,
Fungicide, and Rodenticide Act but which is a hazardous substance
within the meaning of paragraph (1) of this subsection by reascn of
bearing or containing such a pesticide

{3) The term "“hazardous substance'' shall not include any
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source material, special nuclear material, or byproduct material as
defined in the Atomic Energy Act of 1954, as amended [42 U.S C 2011

et seqg 1, and regulations i1ssued pursuant thereto by the Atomic
Energy Commission

{g) The term ~“toxic'' shall apply to any substance (other than a
radioactive substance) which has the capacity to preoduce perscnal injury
or 1llness to man through ingestion, inhalation, or abscerption through
any body surface

{h} (1) The term ~“highly toxic'' means any substance which falls
within any of the follewing categories (a) Produces death within
fourteen days 1in half or more than half of a group of ten or wore
laboratory white rats each weighing between two hundred and three
hundred grams, at a single dose of fifty millaigrams or less per kilogram
of body weight, when orally administered, or (b} produces death within
fourteen days in half or more than half of a group of ten or more
laboratory white rats each weighing between two hundred and three
hundred grams, when inhaled continuously for a peried of one hour or
less at an atmospheric concentraticn of twe hundred parts per million by
volume or less of gas or vapor or two milligrams per liter by wvolume or
less of mist or dust, provided such concentration i1s likely to be
encountered by man when the substance 1s used in any reasonably
foreseeable manner, or (¢} produces death within fourteen days in half
or more than half of a group of ten or more rabbits tested in a dosage
of two hundred milligrams or less per kilogram of body weight, when
administered by continuous contact with the bare skin for twenty-four
hours or less

(2) If the Commission finds that available data on human experience
with any substance indicate results different from those obtained on
animals in the above-named dosages or concentrations, the human data
shall take precedence

{1} The term ~“corrosive'' means any substance which in contact with
living tissue will cause destruction of tissue by chemical action, but
snall nct refer to action on inanimate surfaces

{3) The term ““irritant'' means any substance not corresive within
the meaning of subparagraph (1) of this section which on immediate,

- prolonged, or repeated contact with normal living tissue will induce a

local inflammatory reaction

(k) The term ~“strong sensitizer'' means a substance which will
cause on normal living tissue through an allergic or photodynamic
process a hypersensitivity which becomes evident on reapplicataon of the
same substance and which 1s designated as such by the Commission Before
designating any substance as a strong gensitizer, the Commission, upeon
cousideration of the frequency of occurrence and severity of the
reactzon, shall find that the substance has a significant potential for
causing hypersensitivaity

{1) (1) The terms ~“extremely flammable'',K ~““flammable'', and
““combustible'' as applied to any substance, liquad, solid, or the
content of a self-pressurized container shall be defined by regulations
1ssued by the Commission

{2} The test methods found by the Commission to be generally
applicable for defining the flammab:lity or combustibility
characterisrics of any such substance shall also be specified in such
regulations

(3) In establishing definitions and test methods related to
flammability and combustibility, the Commission shall consider the
exlsting definitions and test methods of cother Federal agencies involved
in the regulation of flammakble and combustible substances in storage,
transportation and use; and to the extent possible, shall establish
compatible definiticns and test methods.

(4) Until such time as the Commission 1ssues a regulaticon under
paragraph (1) defining the term ~“combustible'' as applied to liguids,
such term shall apply te any liquid which has a flash point above eighty
degrees Fahrernheit to and including one hundred and fifty degrees, as
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determined by the Tagliabue Open Cup Tester.

(m) The term ~“radicactive substance'' means a substance which emits
1onizing radiation

{(n} The term ~“label'' means a display of written, printed, or
graphic matter upon the immediate container of any substance or, in the
case of an article which 1s unpackaged or 1s not packaged in an
1mmediate container intended or suitable for delivery to the ultimate
consumer, a display of such matter directly upon the article invelved or
upon a tag or other suitable material affixed thereto, and a recquirement
made by or under authority of this chapter that any word, statement, or
other i1nformation appear on the label shall not be considered to be
complied with unless such wcrd, statement, or other information also
appears (1) on the cutside container or wrapper, 1f any there be, unless
1t 15 easily legibkle through the outside container or wrapper and (2) on
all accompanying literature where there are directicons for use, written
or otherwise

(o) The term ~“immediate container'' dees nct include package
liners

(p) The term "~“misbranded hazardous substance'' means a hazardous
substance (including a toy, or other article intended for use by
children, which 1s a hazardous substance, or which bears or contains a
hazardous substance in such manner as to be susceptible of access by a
ch1ld to whom such toy or other article is entrusted) intended, or
packaged in a form suitable, for use in the household or by children, if
the packaging or labeling of such substance is in vioclation of an
applicable regqulation i1issued pursuant to section 1472 or 1473 of this
title or if such substance, except as otherwise provided by or pursuant
to section 1262 of this tatle, fails to bear a label--

(1} which states conspaicuously (A) the name and place of
business of the manufacturer, packer, distributor or seller, (B} the
common or usual name or the chemical name (1f there be no common or
usual name) of the hazardous substance or of each component which
contributes substantially to :ts hazard, unless the Commission by
regulation permits or requires the use of a recognized generic name,
(C) the signal word ~““DANGER'' on substances which are extremely
Elammable, corrosive, or highly toxic, (D) the signal word
TTWARNING'' or ~“"CAUTION'' on all cther hazardous substances, (E) an
affirmative statement of the principal hazard or hazards, such as
““Flammable'', ~“Combustible'!, ~“Vapor Harmful'', ~“Causes Burns'',
" “Absorbed Through Skin'', or similar wording descraptive of the
hazard, (F) precauticnary measures describing the action to be
followed or avoided, except when modified by regulation of the
Commission pursuant to section 1262 of this title, (G) imnstructzioen,
when necessary or appropriate, for first-aid treatment; {(H) the word
“Tpoison'' for any hazardecus substance which is defined as ~“haighly
toxic'' by subsectien (h) of this section, (I} instructicns for
handling and sterage of packages which require special care in
handling or storage, and (J) the statement (i) ~“Keep out of the
reach of children'' or 1ts practical equivalent, or, (ii) if the
article 1is i1ntended for use by children and is not a banned
hazardous substance, adequate directions for the pretection of
cnildren from the hazard, and

(2) on which any statemeants required under subparagraph (1) of
thise paragraph are located prominently and are in the English
language in conspicucus and legible type in contrast by typography,
layout, or cclor with other printed matter on the label

~

The term " “misbranded hazardous substance'' also includes a household
gsubstance as defined in section 1471(2) {d) of this tatle 2f 1t 1s a
substance described in paragraph (i) of subsection (f) of this 'section
and its packaging or labeling 1s in viclation of an applacable
regulation issued pursuant to section 1472 or 1473 of this taitle.

(g) (1) The term ~“banned hazardous substance'' meanz (A} any toy, or
other article intended for use by children, which is a hazardous
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substance, or which bears or contains a hazardous substance in such
manner as to be susceptible of access by a child to whom such toy or
other article 1s entrusted, or (B) any hazardous substance intended, or
packaged in a form suitable, for use xn the housenold, which the
Commission by regulation classifies as a ~“banned hazardous substance''’
on the basis of a finding that, notwithstanding such cautionary labeling
as ls or may be required under this chapter for that substance, the
degree or nature of the hazard invelved in the presence or use of such
substance in households 1s such that the objective cf the protection of
the public health and safety can be adegquately served only by keeping
such substance, when so intended or packaged, out of the channels of
interstate commerce Provided, That the Commission, by regulation, (1)
shall exempt frowm clause (A) of this paragraph articles, such as
chemical sets, which by reason of theirr functional purpose regquire the
inclusion of the hazardous substance involved or nece§sarily present an
electrical, mechanical, or thermal hazard, and which bear labeling
giving adequate directions and warnings for safe use and are intended
for use by children who have attained sufficient maturity, and may
reasonably be expected, to read and heed such directions and warnings,
and {11) shall exempt from clause (A), and provide for the labeling of,
common fireworks (including toy paper caps, cone fountains, cylinder
fountains, whistles without report, and sparklers) to the extent that it
determines that such articles can be adequately labeled toc protect the
purchasers and users thereof

(2) Proceedings for the 1ssuance, amendment, or repeal of
regulations pursuant to clause (B) of paragraph (1) of this subsection
shall be governed by the provisions of sectacns 371(e), (f), and (g) of
title 21 Provided, That 1f the Commissicn finds that the distribution
for househcld use of the hazardous substance involved presents an
1mminent hazard to the public health, 1t may by order publisghed in the
Federal Register give notice of such finding, and thereupon such
substance when intended or offered for househeld use, or when so
packaged as to be suitable for such use, shall be deemed to be a
" "banned hazardous substance'' pending the completzon of proceedings
relating to the issuance of such regulations.

(r) An articie may be determined to present an electrical hazard f,
in normal use or when subjected to reasonably foreseeable damage or
abuse, 1ts design or manufacture may cause personal injury or illness by
electric shock

{s) An article may be determined te present a mechanical hazard if,
in normal use or when subjected to reasonably foreseeable damage or
abuse, 1ts design or manufacture presents an unreasonable risk of
persconal injury or 1llness (1)} from fracture, fragmentaticon, or
disassembly of the article, (2) from propulsion of the article {or any
part or accessory therecf), (3) from points or other protrusions,
surfaces, edges, openings, or closures, (4) from moving parts, (5) from
lack of insufficiency of controls teo reduce cor stop moticon, () as a
result of self-adhering characteristics of the article, (7} because the
article (or any part or accessory thereof} may be aspirated or ingested,
{8} because of instability, or {9) because of any other aspect of the
article’'s design or manufacture.

{t) An artaicle may be determained to present a thermal hazard 1f, an
normal use or when subjected to reasonably foreseeable damage or abuse,
its design or manufacture presents an unreascopable risk of personal

1injury or 1llness because of heat as from heated parts, substances, or
surfaces

(pub L 86-613, Sec. 2, July 12, 1960, 74 Stat 372, Pub L 89-756,
Secs 2(a)-({c), 3{(a), Nov. 3, 1966, 80 Stat 1303, 1304, Pub, L. 51-113,
Secs 2(a), (ec), (&), 3, Nov. 6, 1969, B3 Stat 187-1853, Pub. L S51-601,
Sec 6(a), formerly Sec. 7(a), Dec 30, 1970, 84 Stat 1673, renumbered
Pub. L 97-35, title XII, Sec 1205(c¢), Aug 13, 1981, 95 Stat. 716,
Pub. L 92-516, Sec. 3{1}, Oct 21, 1972, 86 Stat. 958, pPub. L. $2-573,
Sec 30(a), Oct 27, 1972, 86 Stat 1231, Pub L 94-284, Sec. 3{c}, May
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11, 1976, 90 Stat 503; Pub L $5-631, Sec. 9, Nov 10, 1978, 92 Stat.

3747, Pub L 99-339, taitle I, Sec 109(d) (1), June 19, 1986, 10Q¢ Stat.
653 )

References in Text

. This chapter, referred to in text, was in the original ““this Act'',
meaning Pub L 86-613. For complete classification of this Act to the
Code, see Short Title ncte set out below and Tables

For definition of Canal Zone, referred to in subsec. (a), see
section 3602{k) of Title 22, Foreign Relations and Intercourse

The Federal Insecticide, Fungicide, and Rodenticide Act, referred to
in subsec (£)({2), 1s act June 25, 1947, ch 125, as amended generally
by Pub L. $2-518, Qct 21, 1972, 86 Stat 973, which 1s classified
generally to subchapter II (Sec 136 et seq ) of chapter 6 of Title 7,
Agriculture For complete classification of this Act to the Code, see
Short Title note set out under section 136 of Title 7 and Tables.

The Federal Food, Drug, and Cesmetic Act, referred teo in subsec
(£) (2), 1s act June 25, 1938, ch 675, 52 Stat 1040, as amended, which
18 classified generally to chapter 3 (Sec 301 et seq.) of Title 21,
Food and Drugs For complete classification of this Act to the Code, see
sectaion 301 of Title 21 and Tables

The Atomic Energy Act of 1954, as amended, referred to 1n subsec
{£){(3), 1s act Aug. 1, 1946, ch 724, as added by act Aaug 30, 1954, ch.
1073, Sec 1, 68 Stat 921, and amended, which is classified generally
to chapter 23 (Sec 2011 et seq ) of Title 42, The Public Health and
Welfare For complete classification of this Act to the Code, see Short
Title note set cut under secrion 2011 of Title 42 and Tables.

Codirfication

Subsec (c¢), which read ~"The term “Department' means the Department
of Health, Education, and Welfare'' has been cmitted from the Code in
view cf the transfer of functions of the Secretary of Health, Education,
and Welfare under this chapter te the Consumer Product Safety Commission
pursuant to section 30(a) of Pub L. 92-573 which i1s classified to
section 2079%(a) of this title

Amendments

1986-~-Subsec ({f£) (1) (E) Pub L 95-339 added subpar (E}

1978--Subsec (1). Pub L 95-631 transferred the duties hereunder
to the Commission from the Secretary, incorporated in provisions
designated par. ({l) existing text, authorized regulations to be
applicable to liquids, and struck out definition of "“extremely
flammable'' as supstance with flash point at ¢r below twenty degrees
Fahrenheit and ~“flammable'® as substance with a flash point of above
twenty degrees to and including eighty degrees Fahrenheit, as determined
by the Tagliabue Open Cup Tester, incorporated in provisions designated
par (2) existing text extended to ligquids covered in term
““substance'', added par (3), and incorporated in provisions designated
par. (4} existing text applicable until superseded by regulatiom.

1976--Subsec (£} (2) Pub L 94-284 inserted ““nor to tobacco and
tobacco products,'' after “Teor refrigeration system of a house!''.

1972--8ubsec (f){2) Pub 1L 92-516 substituted ~“pesticides'' for
"“econcmic peoisons'' and "Ta pest:cide'' for “Tan economic poisont!
wherever appearing

1970--Subsec (p}. Pub L. $1-601 substituted in text precedinyg par
{1} ""1f the packaging cr labeling of such substance is in violation of
an applicable regulation issued pursuant to section 1472 or 1473 of this
title or 1f such substance'' for ““which substance'' and inserted
following and below par. (2) provision including in ~“misbranded
hazardous substance'' a household substance as defined in section
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1471(2) (D} of this title 1f 1t 1s a substance described 1in par. (1) of
subsec (f) of this section and its packaging or laheling 1s 1in
viglation of an applicable regulation issued pursuant tQ section 1472 cr
1473 of this title

1969--Subsec  (£) (L) (A) Pubk L 91-113, Sec 3{a), inserted ~“or
combustible'' after "“1s flammable'’

Subsec {f)(1)(D} Pub L $1-113, Sec 2(a), added subsec
(£) (1) (D}

Subsec (1). Pub L 91-113, Sec 3(b), inserted definition of term
““combustible'' and expanded references to TTflammability'' and
“Tflammable'' to include ~"combustibility'' and T Tcombustible'r,
respectively

Subsec (p) (1} (E). Pub L 91-113, Sec 3(c}), 1inserted
" “Combustible'’ to the enumerated affirmacive statements of the
principal hazard or hazards regquired to be stated cn the label of a
hazardous substance

Subsec (g} (1} Pub L 91-113, Sec. 2(c}, inserted "“~“or necessarily
present an electrical, mechanical, or thermal hazard'' after ™“hazardous
substance 1involved'!',

Subsecs (r) to (t). Pub. L. 91-113, Sec 2{(d}, added subsecs (r}
te (t)

1966--8ubsec (f}. Pub L B89-756, Sec 2(a), provided that
"“hazardcous substances'' shall apply to any article which is not 1tself
an eccnomic poiscn within the meaning of the Federal Insecticade,
Fungicide, and Rodenticide Act but which 1s a hazard substance within
the meaning of par (1) of thais subsec by reason of 1ts bearing or
contalining an economic polrson.

Subsec {(n) Pub. L. 89-756, Sec 2(b), enlarged term ~~label'' to
1nclude, where the article i1s unpackaged or 1s packaged in an immediate
centainer not intended or suitable for delivery to the ultimate
consumer, a display of written, printed or graphic matter directly upon
the article involved or upon a tag or other suitable material affixed
thereto

Subsec (p) Pub L 89-756, Sec 2(c), in intreoductory text
preceding par (1) substituted ~“misbranded hazardous substance'’' for
"“misbranded package'' and "~ “misbranded package of a hazardous
substance'' and as so retermed enlarged applicability teo include toys
and other articles intended for use by children, which are hazardous
substances, or which bear or contain hazardous substances when
susceptible of access by children, and in par (1), clause (J) inserted
further category of ~"masbranded hazardous substance''’ where the article
1s intended for use by children and i1s not a banned hazardous substance
and fails to bear a label with adeguate directions for the protection of
children from the hazard.

Subsec (g) Pub L 89-756, Sec 3{a}, added subsec (qg).

Effective Date of 1986 Amendment

Section 105(d) (3) of Pub L 59-339 provided that. ““The amendments
made by this subsection [amending this section and section 1263 of thas

title] shall become effective 24 months after the enactment of this Act
[June 1%, 1lggs]

Effective Date of 1972 Amendment

hmendment Ly Pub 1 92-316 effective at clese of Qct 21, 1972,
except 1f regulatiocns are necessary for the implementat:ion of any
provision that becomes effective on Oct. 21, 1972, and continuation in
effect of subchapter I of chapter 6 of title 7, and regulatioms
thereunder, relating to the contrel of economic poisons, as 1n existence
pricr to Oct 21, 1972, until superseded by provisions of Pup L 92-516
and regulations thereunder, see section 4 of Pub L 32-516, set out as
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a note under section 136 of Tatle 7, Agriculture

Effectaive Date of 1970 Amendment

Amendment by Pub L 91-601 effective Dec 30, 1970, and regulatioms
establishing special packaging standards effective no socner than 180
days or later than one year from date regulations are final, or an
earlier date published i1n Federal Register, see section 8 of Pub L 91-
601, set out as a note under section 1471 of this taitle

Effective Date of 1969 Amendment

Section 5 of Pub. L. 91-113 provided that: ~“The amendments made by
this Act [see Short Title of 1%69% Amendment note below] shall take

effect on the sixtieth day following the date of the enactment of this
Act [Nov 6, 1969%]1.''

Effective Date

Pub. L 86-613, Sec 17, formerly Sec 16, July 12, 1960, 74 Stat.
380, renumbered Pub L 91-113, Sec 4(a), Nov 6, 196%, 83 Stat 189,
provided that ~"This Act [enacting this chapter and repealing sections
401 to 411 of this title] shall take effect upon the date of its
enactment f[July 12, 1960], but no penalty or condemnation shall be
enforced for any violatian of this Act which occurs--

“"(a) prior te the expiration of the sixth calendar month after
the month in which this Act 1s enacted [July 196Q0], or

““(h) prior to the expiration of such additional pericd or
pericds, ending not more than eighteen months after the month of
enactment ¢f this Act {July 196¢], as the Secretary may prescribe on
the basis of a finding that conditions exist which necess:tate the
prescribing of such additional periocd or periods Provided, That the

Secretary may limit the application of such additioenal period or

periods to violations related to specified provisions of this Ack,

or to specified kinds of hazardous substances or packages thereof '’

Short Title of 1954 Amendment

Pub L. 163-267, Sec 1, June 16, 1994, 108 Stat. 722, provided
that ~"This Act [enacting sections 1278 and €001 to 6006 of this title
and provisions set out as notes under this section and sections 1278,

2064, and €001 of thig title] may be cited as the “Child Safety
Protection Act' !

Short Tatle of 1984 Amendment

Pub L 98-4%51, Sec 1, Oct 17, 1984, 98 Stat 2269, provided
““That this Act [amending section 1274 of this title]l may be cited as
the “Toy Safety Act of 1%84' !

Short Title of 1569 Amendment

Section 1 of Pub L. 91-113 provided that: "“This Act [enacting
section 1274 of this taitle, amending this section and section 1262 of
this title, enacting provisions set out as notes under this section, and
amend:ing provisions set out as notes under this section and section 401

of this title] may be cited as the “Child Protection and Toy Safety Act
of 199" '
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Short Title ¢of 1966 Amendment

Section 1 of Pub L 89-756 provided that ~"This title {amending
this section, sections 1262, 1263, 1264, 1265, 1273 of thas title, and
provisions set out as a note under this section) may be cited as the
“Child Protection Act of 1365' '

Short Title

Section 1 of Pub L 86-613, as amended by section 5 of Pub L 89-
756, provided T This Act [enacting this chapter, repealing sections 401
to 411 of this title, and enacting notes set out under this secticn],
may be c:ited as the “Federal Hazardous Substances Act' !

Separability

Pub L 86-613, Sec 18, formerly Sec 15, July 12, 1960, 74 Stat
380, renumbered Pub L. 91-112, Sec 4({a), Nov 6, 1269, 83 Stat. 189,
proviaed that ~ If any provision of this Act [enacting this chapter and
repealing sections 401 to 411 of this titlel 1s declared
unconstitutional, or the applicability thereof to any person cor
circumstance 1s held invalid, the constitutiomality of the remainder of

the Act and the applicability thereof to other perscons and circumstances
shall not be affected thereby ''

Transfer of Functions

In subsec (d), "““Commission'' substituted for ~“Secretary’'' and
*“Consumer Product Safety Commission’' substituted for " “Secretary of
Health, BEducation, and Welfare'' and in subsecs (f) (1} (B} to (D},

(h} (2), (k), (p)(1), and (g). ~"“Commission'' substituted for
““gecretary'' and “Tit'' substituted for ““he'' wherever appearing
pursuant to section 30f{a} of Pub L 92-573, which 1is classified to
section 2079 (a) of this title and which transferred functions of
Secretary of Health, Education, and Welfare under this chapter to
Consumer Product Safety Commission

Atomic Energy Commission abolished and functions transferred by
secticns 5814 and 5841 of Title 42, The Publac Health and Welfare See,
also, Transfer of Functions notes set out under those sections

Effect Upcn Federal and State Law

Pub L B86-613, Sec 18, formerly Sec 17, July 12, 1560, 74 Stat
380, as amended by Pub L 89-756, Sec. 4{(a), Nov 3, 1566, 80 Stat.
1305, renumbered and amended by Pub. L. $1-113, Sec 4(a), (b}{1), Nov.
6§, 1969, 83 Stat 189, 190, Pub L 94-284, Sec 17(a), May 11, 1576, 390
Stat 510, provided that

"*{a) Woething xn this act [enacting this chapter and repealing
sections 401 to 411 of this title] shall be construed to modify or
affect the provisions of the Flammable Fabrics Act, as amended (15
USC 119 to 1200} [sections 1191 to 1204 of this titlel, or any
regulations promulgated thereunder, or of chapter 39, title 13, Unated
States Code, as amended (18 U 8§ C 831 et seq.), or any regulations
promulgated thereunder or under sections 204(a) {2} and 204(a) (3) of the
Interstate Commerce Act, as amended [section 31502 of Title 489,
Transportation] (relating to the transportation of dangerous substances
and explosives by surface carriers), or of section 1716, title 18,
United States Code, or any regulaticons promulgated thereunder {(relating
to mailing of dangerous substances); or of section 902 [section 1472 of
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former Ticle 49] or regulations promulgated under section 601 of the
Federal Aviation Act of 19%8 [section 1421 of former Title 459] (relating
to transportation of dangerous substances and explosives in aircraft),
or of the Federal Food, Prug, and Cosmetic Act [chapter 8 of Tatle 21,
Focd and Drugs)], or of the Public Health Servace Act [chapter 6A of
Title 42, The Public Health and Welfare]; or of the Federal Insect:icide,
Fungicide, and Rodenticide Act [section 136 et seq of Title 7,
Agriculture], or of the Dangergus Drug Act for the District of Columb:a
{70 Stat 612}, or the Act entitled “An Act to regulate the practice of
pharmacy and the sale of poiscns in the District of Columbia, and for
other purposes', approved May 7, 1906 {34 Stat 175), as amended, or of
any other Act of Congress, except as specilfied in section 19 [set out as
a note under sections 401 to 411 of this title]

"7 {k) (1) (A) Except as provided in paragraphs (2} and (3}, 1f a
hazardous substance or 1ts packaging is subject to a cautionary labeling
requirement under section 2{p) or 3(b) [subsec (p) of this section or
secticn 1262 {b) of this title] designed to protect against a risk of
1llness or injury associated with the substance, no State or political
subdavision of a State may establish or continue in effect a cauticnary
labeliing requ:irement applicable to such substance or packaging and
designed to protect against the same risk of 1llness or i1njury unless
such cautionary labeling requirement 1s identical to the labeling
reguirement under section 2(p} or 3(b) I[subsec (p} of this section or
section 1262 (b) of this titlel.

"*(B) Except as provided in paragraphs (2}, (3), and (4), if under
requlations of the Commission promulgated under or for the enforcement
of section 2(q) [subsec. (g) of this section] a requirement 1s
established to preotect against a risk of 1llness or injury assoclated
with a hazardous substance, no State or political subdivision of a State
may establish or continue in effect a reguirement applicable to such
substance and designed to protect against the same risk of illness or
injury unless such requirement 1s 1dentical to the requirewent
established under such regulations

“*(2) The Federal Government and the government of any State or
political subdivision of a State may establish and continue in effect a
requirement applicable to a hazardous substance for its own use (or to
the packaging of such a substance) which reguirement is designed to
protect against a risk of 1llness or injury associated with such
substance and which is not identical tc a requirement described in
paragraph (1) applicable to such substance (or packaging) and designed
to protect against the same risk of 1liness or injury 1f the Federal,
State, or political subdivision reguirement provides a higher degree of
protection from such risk of illness or injury than the requirement
described in paragraph (1}.

“"(3){a) Upon application of a State or political subdivision of a
State, the Commissicn may, by regulation promulgated in accordance with
subparagraph (B), exempt from paragraph (1), under such conditions as
may be prescribed in such regulation, any requirement of such State or
pelitical subdivision designed to protect against a raisk of illness or
injury associated with a hazardous substance if--

“*{1) compliance with the reguirement would not cause the
hazardous substance {or its packaging) to be in viclation of the
applicable requirement described in paragraph (1}, and

""{11) the State or political subdivision requirement (I)
provides a significantly higher degree of protection from such risk
of 1llness or injury than the requirement described in paragraph
{1}, and (II) does not unduly burden interstate commerce

In determining the burden, :1f any, of a State or political subdivisicn
requirement on interstate commerce the Commission shall consider and
make appropriate (as determined by the Commission i1n 1ts discretion)
findings on the technological and economic feasibility of complying with
such reguirement, the cost of complying with such requirement, the
geographic distribution of the substance fo which the requirement would
apply, the probability of other States or political subdivisions

hitp //frwebgated acce . /waisgate cg1?WAISdocID=2357217094+0+0+0& W AlSaction=tretnev 6/28/00



applying for an exemption under this paragraph for a similar
reguirement, and the need for a naticnal, uniform reguirement under this
Act [this chapter] for such substance (or its packaging)

T (B) A regulation under subparagraph (A) granting an exemption for
a reguirement cf a State or political subdivision of a State may be
promulgated by the Commission only after it has provided, in accordance
wlith section 553(b) of title 5, United States Cocde, notice with respect
to the promulgation of the regulation and has provided opportunity for
the oral presentation of views respecting 1ts promulgation.

"~ {4) Paragraph (1) (B) does not probibit a State or a political
subdivision of a State from establishing or continuing in effect a
requirement which i1g designed to protect against a risk of i1llness or
injury asscciated with fireworks devices or compeonents thereof and which
provides a hagher degree of protection from such risk of i1llness or
injury than a reqguirement in effect under a regulation of the Commission
described in such paragraph

**(5) As used i1pn this subsection, the term “Commission' means the
Consumer Product Safety Commission '

Small Balls as Banned Hazardous Substances

Pub L 103-267, title I, Sec 101(b), June 16, 1%94, 108 Stat 725,
provided that. “"A small ball--
"“ (1) aintended for children under the age of 3 years of age, and
"7 (2) with a diameter of 1 75 inches or less,
shall be considered a banned hazardous substance under section 2{g) of
the Federal Hazardous Substances hAct (15 U 5 €. 126l{g})."’
[section 101 (b} of Pub L. 103-267, set out above, effective Jan. 1,
1595, see section 101{(d) of Pub. L 103-267, set out as an Effective
Date note under section 1278 of this title )

Section Referred to in Other Sections

This section i1s referred to 1n sections 1262, 1275, 1276, 1278,
1471, 2080 of this title. -
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§1500 1

AUTHORITY 15USC 12611278

SOURCE 38 FR 27012 Sept 27
otherwise noted

1973 unless

§15001 Scope of subchapter

Set forth 1n this subchapter C are the
regulations of the Consumer Product
Safecy Commussion 1ssued pursuant to
and for the implementation of the Fed-
eral Hazardous Substances Act as
amended (see §1500 3{(a)(1))

§15002 Authonty

Authonty under the Federal Haz-
ardous Substances Act 1s vested in the
Consumer Product Safety Commission
by section 30(a) of the Consumer Prod-
uct Safety Act (15 U S C 2079(a))

§15003 Defimitions

(a) Certawn terms used :n this part As
used 1n this part

{1} Acr means the Federal Hazardous
Substances Acc (Pub L 86-613 74 Stat
372-81 (15 U S C 1261-74)}) as amended

by

(1) The Child Protection Act of 1966
(Pub L 83-756, 80 Stat 1303-05)

(1) The Child Protection and Toy
Safety Act of 1969 (Pub L 91-113 83
Stat [87-90)

(111) The Poison Prevention Pack-
agmg Act of 1970 (Pub L 91-601 84
Stat 1570-74)

(2) Comnussion means the Consurmer
Product Safery Comrmission estab-
lished May 14 1973 pursuant to provi-
sions of the Consumer Product Safety
Acc (Pub L 92-573 86 Stat 1207-33 (15
U S C 2051-381))

(b) Statutory defimtions Except for
the deftmitions giwven 1in section 2 (c)
and (d) of the act which are obsolete
the definitions set forth in section 2 of
the act are applicable to this part and
are repeated for convenience as follows
(some of these statutory definitions are
interpreted supplemented or provided
with alternatives in paragraph (c) of
this section) .

(1) Territory means any terricary ar
possession of the United Scates includ-
ing the Dhstrict of Columbia and the
Commonwealth of Puerto Rico bur ex-
cluding the Canal Zone

(2) Interstate commerce means (1) com-
merce between any State or territory
and any place outside thereof and (1)
commerce within the District of Co-
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lumbia or within any territory not or-
gamized with a legislative body

(3) Person includes an 1ndividual
partnership corporation and associa-
tion

{4) (1) Hazardous substarice means

{A) Any substance or muxture of sub-
stances which 1s toxic corrosive an ir-
ritant a strong sensitizer flammable
or combustible, or generates pressure
through decomposition, heat or other
means 1f such subsrance or mixture of
substances may cause substantial per-
sonal 1jury or substantial 1llness dur-
ing or as a proximate result of any cus-
tomary or reasonably foreseeable han-
dling or use including reasenably fore-
seeable ingestion by children

(B) Any substance which the Com-
mission by regulation finds pursuant
to the provisions of section 3{a) of the
act meet the requuirements of section
2((}(1)(A) of the act (restated in {A)
above)

(C} Any radicactive substance 1if
with respect to such substance as used
in a particular class of article or as
packaged the Commuission determines
by regulation that the substance 1§ suf-
ficiently hazardous to require labeling
n accordance with the act in order to
protect the public health

{D} Any toy or other article intended
for use by children which the Commis-
swon by regulation determines in ac-
cordance with section 3(e) of the act,
presents an electrical mechamcal or
thermal hazard

(1)) Hazardous substance shall not
apply to pesticides subject to the Fed-
eral Insecticide Fungicide and
Rodenticide Act to foods, drugs and
cosmetics subjecr to the Federal Food,
Drug, and Cosmetic Act, nor to sub-
stances intended for use as fuels when
stored in containers and used in the
hearing cooking or refrigeration sys-
tem of a house Hazardous substance”
shall apply however to any article
which 1s not itself a pesticide within
the meaning of the Federal Insecticide
Fungicide and Rodenticide Act but
which 15 a hazardous substance within
the meantng of section 2(f)(1) of the
Federal Hazardous Substances Act (re-
stated in paragraph (b) (4) (1) of thas sec-
tzon) by reason of bearing or con-
taining such a pesticide
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{11) Hazardous substance shall not 1n-
clude any source material special nu-
clear material or byproduct maceral
as defined in the Atomic Energy Act of
1954 as amended and regularions
1ssued pursuant thereto by the Atomac
Energy Commassion

{5) Toxic shall apply to any substance
(other than a radicactive substance)
which has the capacity to produce per-
sonal tryury or illness to man through
ingestron  inhalation  or absorption
through any body surface

(6}{y) Highly roxtc means any sub-
stance which falls within any of the
following caregories

(A) Produces death withun 14 days 1n
half or more than half of a group of 10
or more laboratory white rats each
weighing between 200 and 300 grams, at
a single dose of 50 milligrams or less
per kilogram of body weight when
orally administered or

(B) Produces death with:n !4 days 1in
half or more than half of a group of 10
or more laboratory white rats each
weighing between 200 and 300 grams
when inhaled continuously for a period
of 1 hour or less at an atmospheric con-
centration of 200 parts per mullion by
volume or less of gas or vapor or 2 mil-
ligrams per liter by volume or less of
mist or dust provided such concentra-
tion 1s likely t£o be encountered by man
when the substance 1s used in any rea-
sonably foreseeable manner or

(C} Produces death within 14 days in
haif or more than half of a group of 10
or more rabbits tested in a dosage of
200 milligrams or less per kilogram of
body weight, when administered by
continuous contact with the bare skin
for 24 hours or less

(1) If the Commssion finds that
available data on human experience
with any substance indicare resules dif-
ferent from those obtained on animals
in the dosages and concentrations spec-
ified 1n paragraph (b)(6)(1) of this sec-
tion the human data shall take prece-
dence

(T) Corrgsive means any substance
which 1n contact with living tissue will
cause destruction of tissue by chemical
action but shall not refer to action on
inamimate surfaces

{8) Irmtant means any substance nat
carrosive within the meaning of sec-
ton 2{(1) of the act (restated in para-

§1500 3

graph (b)(7) of this section) which on
immediate prelonged or repeated con-
tact with noermal living tissue will n-
duce a local inflammatory reaction

(%) Strong sensitizer means a substance
which will cause on normal hiving tas-
sue through an allergic or
photodynamic  process a  hyper-
sensitivity which becomes evident on
reapplication of the same substance
and which 1s designated as such by the
Commussion Before designating any
substance as a strong sensitizer, the
Commuission, upon consideration of the
frequency of occurrence and severity of
the reaction, shall find that the sub-
stance has a significant potential for
causing hypersensitivity

(10) The terms extremely flammable
flammable, and combustible as they
apply to any substances liquid solid
or the contents of any self-pressurized
contamner, are defined by regulations
1ssued by the Commission and pub-
lished at §1500 3(c)(6)

(11} Radrioactive substance means a
substance which emits 1onizing radi-
ation

{12} Label means a display of written
printed or graphic matter upon the
immediate contamner of any substance
or 1n the cases of an article which 1s
unpackaged or 1s not packaged in an
immediate contamer intended or suit-
able for delivery to the ultimate con-
sumer a display of such martter di-
rectly upon the article involved or
upon a tag or other suitable material
affixed cthereto A requirement made by
or under authonty of the act that any
word statermnent or other information
appear on the label shall not be consid-
ered to be complied with unless such
word statement, or other information
also appears (1) on the outside con-
tainer or wrapper, if any there be, un-
less 1t 15 easily legible through the out-
side container or wrapper and (1) on all
accompanying literature where there
are directions for use written or other-
wise

(13) Immediate container does not 1in-
clude package liners

(14} Musbranded hazardous substance
means a hazardous substance (includ-
ing a tay, or other article intended for
use by children, which 1s a hazardous
substance or which bears or contains a
hazardous substance in such manner as
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to be susceptible of access by a chuild to
whom such toy or other article 15 en-
trusted) intended, aor packaged in a
form suitable for use in the househald
or by children 1if the packaging or la-
beling of such substance 1s 1n violation
of an applicable regulation issued pur-
suant to section 3 or 4 of the Poison
Prevention Packaging Act of 1970 or 1f
such substance except as otherwise
provided by or pursuant to section 3 of
the act {Federal Hazardous Substances
Act) fails to bear a label

(1) Whach states conspicuously

(A} The name and place of business of
the manufacturer packer distributor
or seller

(B} The common or usual name or
the chemucal narne (1if there be nc com-
mon or usual name) of the hazardous
substance or of each component which
contributes substantially to 1ts hazard
unless the Commission by regulation
permits or requires the use of a recog-
nized generic name,

(C} The signal word DANGER on
substances which are extremely flam-
mable corrosive or highly toxic

(D) The signal word WARNING ar

CAUTION' on all other hazardous
substances,

(E) An affirmative statement of the

principal hazard or hazards such as
Flammable Combustible Vapor
Harmful, <Causes Burns Absorbed

Through Skin  or similar wording de-
scriptive of the hazard,

{F) Precautionary measures describ-
ing the action to be followed or avoid-
ed except when modified by regulation
of the Commussion pursuant te section
3 of the act

(G) Instruction when necessary or
approprate for firsc-aid treatment,

(H) The word Poison for any haz-
ardous substance which 15 defined as

highly toxic'' by section 2(h) of the
act (restated in paragraph (b)(6} of this
section}

(1) Instructions for handling and stor-
age of packages which require special
care 1n handling or storage and

(J) The statement (/) Keep out of
the reach of children or its practical
equivalent or (J) if the artcle 15 1n-
tended for use by children and 15 not a
banned hazardous substance, adequate
directions for the protection of chil-
dren from the hazard and

16 CFR Ch 1t (1-1-00 Edihion}

(i} On which any statements re-
quired under section 2(p)(1) of the act
(restated n paragraph {b)(14){(1) of this
section) are located promnently and
are m the English language in con-
spicuous and legible type in contrast
by typography layout or color with
other printed matter on the label

Misbranded hazardous substance also
means a household substance as de-
fined 1n section 2{2)(D) of the Poison
Prevent:on Packaging Act of 1970 1f 1t
15 a substance described 1n section
2(H{1) of the Federal Hazardous Sub-
stances Act (restated 1n paragraph
(L) (4) 1){A) of this section) and its pack-
aging or labeling 1s in viclation of an
applicable regulation issued pursuant
to section 3 or 4 of the Poison Preven-
uon Packaging Act of 1970

{15)(1) Banned hazardous substance
means

(A) Any toy or other article intended
for use by children which 15 a haz-
ardous substance, or which bears or
contains a hazardous substance it such
manner as to be susceptible of access
by a child to whom such toy or other
article 1s entrusted, or

(B) Any hazardeus substance in-
tended or packaged in a form suitable
for use it the household which the
Commuission by regulation classifies as
a banned hazardous substance * on the
basis of a finding that, notwith-
standing such cautionary labeling as 1s
or may be required under the act for
that substance the degree or nature of
the hazard involved 1n the presence or
use of such substance in households 1s
such that the objective of the protec-
tion of the public health and safety can
be adequately served only by keeping
such substance, when so intended or
packaged, out of the channels of inter-
state commerce, Provided, That the
Commussion by regulation (i} shall ex-
empt from section 2{g)(1}(A} of the act
{restated in paragraph (b)(15)(){A) of
this section) articles such as chem-
1stry sets which by reason of their
functional purpose require the inclu-
sion of the hazardous substance in-
volved or necessarily present an elec-
trical, mechanical or thermal hazard,
and which bear labeling giving ade-
quate directions and warnings for safe
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use and are intended for use by chii-
dren who have attained sufficient ma-
turity and may reasonably be ex-
pected to read and heed such direc-
twons and warmings and (2 shall ex-
empt from section 2(q}{1)(A) of the act
(restaced in paragraph (b)(15)(1}{A) of
this section}, and provide for the label-
ing of, common fireworks (including
toy paper caps cone fountains cyl-
inder fountains whistles without re-
pert, and sparklers) to the extent that
the Commission determunes that such
articles can be adegquately labeled to
protect the purchasers and users there-
of

(11) Proceedings for the issuance
amendment or repeal of regulations
pursuant to section 2(g}(1) (B} of the act
(restated in paragraph (b}(15)(1)(B} of
this section) shall be governed by the
provisions of section 701 (e} () and {g)
of the Federal Food Drug and Cos-
metic Act Provided That if the Com-
mssion finds that the distribution for
household use of the hazardous sub-
stance involved presents an immrnent
hazard to the public health the Com-
mission may by order published 1n the
FEDERAL REGISTER give notice of such
finding and thereupon such substance
when intended or offered for household
use or when so packaged as to be suit-
able for such use shzll be deemed to be
a banned hazardous substance pend-
ing the cornpletion of proceedings re-
lating to the 1ssuance of such regula-
tions

(16) Electrical hazard —an article
may be determined to present an elec-
trical hazard 1f 1n normal use or when
suhjected to reasonably foreseeabie
damage or abuse 1ts design or manu-
facture may cause personal imjury or
illness by electric shock

(17) Mechanical hazard —an article
may be deterrmined to present a me-
chanical hazard if 1n normal use or
when subjected tc reascnably foresee-
able damage or abuse its design or
manufacture presents an unreasonable
risk of personal injury or illness

(1) From fracture fragmentation or
disassembly of the article

(11) From propulsion of the article (or
any part or accessory thereof),

(111) From pomnts or other protru-
sions surfaces edges openings or clo-
sures,
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(1v) From moving parts,

(v) From lack or insufficiency of con-
trols to reduce or stop motion

(v1) As a result of self-adhering char-
acteristics of the article,

{v11) Because the article (or any part
or accessory thereof) may be aspirated
or ingested

(viw1) Because of instability or

(1x) Because of any other aspect of
the article s design or rnanufacture

(18) Thermal hazard '—an arrticle
may be determined to present a ther-
mal hazard if, in normal use or when
subjected to reasonably foreseeable
damage or abuse 1ts design or manu-
facture presents an unreasonable risk
of personal injury or 1llness because of
heat as from heated parts substances
or surfaces

(c) Certain statutory defimitions inter-
preted supplemented or provided with al-
ternatives The following i1tems inter-
pret supplement, or provide alter-
natves to defimtions set forth in sec-
tion 2 of the act (and restated in para-
graph (b) of this section)

(1) To provide flexability as to the
number of ammals tested cthe fol-
lowing 1s an alternative to the defim-
tion of highly toxic n section 2(h) of
the act (and paragraph (b}(6) of this
section), Mighly toxic means

(1) A substance determined by the
Commussion to be highly toxic on the
basis of human expertence and/or

{(11) A substance that produces death
within 14 days 1n half or more than half
of a group of

(A) White rats (each welghing be-
tween 200 and 300 grams) when a single
dose of 50 mulligrams or less per kilo-
gram of body weight 15 administered
orally

(B) Whate rats (each weighing be-
tween 200 and 300 grams) when a con-
centration of 200 parts per million by
volume or less of gas or vapor, or 2 ml-
Ligrams per liter by volume or less of
mist or dust, 15 inhaled continuously
for 1 hour or less, if such concentration
15 likely to be encountered by man
when the substance 1s used in any rea-
sonably foreseeable manner, and/or

(C} Rabbits {each weighing between
23 and 2 0 kilograms} when a dosage of
200 milligrarns or less per kilogram of
body weight 1s adrnimistered by contin-
uous contact with the bare skin for 24
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hours or less by the method described
in §1500 40

The number of animals tested shall be
sufficzent to gi1ve a statistically signifi-
cant result and shall be in conformity
with good pharmacological practices

(@) To gwve specificity to the defim-
tion of rtoxic 1n section 2(g) of the
act {and restated in paragraph (b)(5) of
this section), the following supple-
ments that defimition The following
categories are not wntended to be inclu-
sive

(1) Acute toxicity Toxic means any
substance that produces death within
14 days in half or more than half of a
group of

(A) White rats (each weighing be-
tween 200 and 300 grams) when a single
dose of from 5¢ milligrams to 5 grams
per kilogram of body weight is admin-
1stered orally Substances falling in the
toxicity range between 500 milligrams
and 5 grams per kilogram of body
weight will be considered for exemp-
uon from some ar all of the labeling
requirements of the act, under §1500 82
upon a showing that such labeling 1s
not needed because of the physical
form of the substances (solid, a thick
plastic, emulsion, etc) the size or clo-
sure of the container human exper:-
ence with the article or any other rel-
evant factors,

{B) White rats (each weighing be-
tween 200 and 300 grams} when an at-
mospheric concenctration of more than
200 parts per million but not more than
20 000 parts per mullion by volume of
gas or vapor or more than 2 but not
rmore than 200 milligrams per liter by
volume of mist or dust is inhaled con-
ttnuously for 1 hour or less if such
concentration 1s likely to be encoun-
tered by man when the substance 1s
used 1n any reasonably foreseeable
manner and/or

{C) Rabbits (each weighing between
23 and 3 0 kilograms} when a dosage of
more than 200 milligrams but not more
than 2 grams per kilogram of body
welght 1s admimistered by continuous
contact with the bare skin for 24 hours
by the method described in §1500 40
The number of amumals tested shall be
sufficient to give a statistically signifi-
cant result and shall be 1n conformity
with good pharmacological practices

Toxic also applies to any substance

16 CFR Ch Il (1-1-00 Edthon)

that 1s toxic (but not highly toxic 7}
on the basis of human experience

(11) Chronic coxicity A substance 1s
toxic because 1t presents a chronic haz-
ard 1if 1t falls into one of the following
categortes (For additional information
see the chronic toxicity guidelines at
16 CFR 1500 135)

(A) For Carcirogens A substance 1s
toxic 1f 1t 1s or contains a known or
prebable human carcinogen

(B) For Neurotoxicological Toxicants A
substance 1s toxic if 1t 1s or contains a
known or probable human neurotoxin

(C} For Developmental or Reproducuve
Toxicants A substance s toxic if it 1s
or contains a known or probable
human developmental or reproductive
toxicant

(3) The definition of corrosive 1n sec-
tion 2(1) of the act (restated in para-
graph (b)(7} of this section) 1s inter-
preted to also mean the following Cor-
rosive means a substance that causes
visible destruction or wrreversible al-
terations 1n the tissue at the site of
contact A cest for a corrosive sub-
stance 15 whether, by human experi-
ence such tissue destruction occurs at
the site of application A substance
would be considered corrosive to the
skin 1f when tested on the intact skin
of the albino rabbit by the techmque
described in §1500 41 the structure of
the tissue at the site of contact 15 de-
stroyed gr changed irreversibly in 24
hours or less Other appropriate tests
should be applied when contact of the
substance with other than skin tissue
15 being considered

(4) The definition of wrritant in section
2{J) of the act (restated in paragraph
(b}(8) of thus section) s supplemented
by the following Irritant includes "'pri-
mary irritant to the skin ' as well as
substances irritant to the eye or to
mucous mermbranes Prmary iritant
means a substance that 1s not corrosive
and that human experience data indi-
cate 15 a primary wrntant and/or means
a substance that results in an empir-
1cal score of five or more when tested
by the method described i1n §1500 41
Eye uritant means a substance that
human experience data indicate 15 an
irritant to the eye and/or means a sub-
stance for which a positive test 15 ob-
tained when tested by the method de-
scribed 1n §1300 42
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(5) The definition of strong sensitizer
in section 2(k) of the Federal Haz-
ardous Substances Act (restated in 16
CFR 1500 3(b}(9)) 1s supplemented by
the following definitions

(\) Semsitizer A sensitizer 1s a sub-

stance that will induce an
mmmunologically-mediated  (allergic)
response inciuding allergic

photosensitivity This allergic reaction
will become evident upon reexposure to
the same substance Occasionally a
sensitizer will induce and elicit an ai-
lergic response on first exposure by vir-
tue of active sensitization

(11) Strong In determining that a sub-
stance 18 a strong sensitizer the
Comrussion shall consider the avall-
able data for a number of factors
These factors should include any or all
of the following {if available) Quan-
titative or qualitative risk assessment
frequency of occurrence and range of
severity of reactions in healthy or sus-
ceptible populations the result of ex-
perimental assays in ammals or hu-
mans (considering dose-respense fac-
tors} with human data taking prece-
dence over arumal data other data on
potency or bioavailability of sensi-
tizers data on reactions to a cross-re-
acting substance or to a chemical that
metabolizes or degrades to form the
same oOr a cross-reacting subscance the
threshold of human sensitivity, epide-
mrological studies case hustories oc-
cupational studies, and other appro-
priate imn vivo and ur vizre test studies

(i1) Severity of reactton The minimal
severity of reaction for the purpose of
designating a material as a strong
sensitizer 1s a chinically important al-
lergic reaction For example strong
sensitizers may produce substantial ill-
ness 1including any or all of the fol-
lowing physical discomfort distress
hardship and functional or struccural
impairment These may but not nec-
essarily require medical treatment or
produce loss of functional activities

(wv) Sign:ificant potential for causing
hypersensitivity  Sigmificant potential
for causing hypersensitivity 1s a rel-
ative determination that must be made
separately for each substance It may
be based upon the chemical or func-
tional properties of the substance, doc-
umented medical evidence of allergic
reactions obtained from epidermiclog-
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1cal surveys or individual case reports
controlled in~ wvitro or un vive experi-
mental assays or susceptibility pro-
files in normal or allergic subjects

(v) Naermal hving ussue The allergic
hypersensitivity reactuon occurs 1n
normal living tissues, including the
skin and other organ systems, such as
the respiratory or gastromtestinal
tract, either singularly or in combina-
tion following sensitization by con-
tact 1ngestion or inhalation

(8) The Consumer Praoduct Safety
Commussion by the regulations pub-
lished in this section defines the terms
extremely flammable, flammable, and com-
busuble, appearing 1n section 2(1) of the
Federal Hazardous Substances Act, as
follows

(1) The term extremely flammable shall
apply to any substance which has a
flashpoint at or below 20 °F (=67 °C) as
determuned by the test method de-
scribed at §1500 432 except that any
mixture having one component or more
with a flashpoint higher than 20 °F
(—67 °C) which comprises at least 99
percent of the total volume of the rmx-
ture 15 not considered to be an ex-
tremely flammable substance

(11) The term flammable shall apply to
any substance having a flashpoint
above 20 °F {—6 7 °C) and below 100 °F
{37 8 °C), as determuned by the method
described at §1500 43a, except that

{A) Any mixture having one compo-
nent or moere with a flashpoint at or
above 100 °F (37 8§ °C) which comprises
at least 99 percent of the total volume
of the mixture 1s not considered to be
a flammable substance, and

(B) Any muxture contamming 24 per-
cent or less of water mascible alcohols
by volume :n aqueous solution 1s not
considered to be flammable if the max-
ture does not present a significant
flammability hazard when used by con-
sumers

(u1) The term combustible shall apply
to any substance having a flashpoint at
or above 100 °F (37 8 °C} to and includ-
mg 150 °F (65 6 °C) as determuned by the
test methoed described at §1500 43a, ex-
cept that

(A) Any muxture having one compo-
nent or more with a flashpoint higher
than 150 °F (65 6 °C) which comprises at
least 99 percent of the total volume of
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the rmixture 15 not considered to be a
cormbustible hazardous substance and

(B) Any muxture containing 24 per-
cent or less of water miscible alcohaols
by volume 1n aqueous solution 1§ not
considered to be combustible if the
muixture does not present a sigmficant
flammability hazard when used by con-
SUIMETS

{iv)] To determune flashpoint tem-
peracures for purposes of enforcing and
administering requirements of the Fed-
eral Hazardous Substances Act applica-
ble to "extremely flammable flam-
mable and ‘combustible’ hazardous
substances, the Commussion will follow
the procedures set forth i1n §i500 43a
However the Commussion will allow
manufacturers and labelers of sub-
stances and products subject to those
requirements to rely on properly con-
ducted tests using the Tagliabue open-
cup metheod which was 1n effect prior to
the 1ssuance of §1500 43a {as published
at 38 FR 27012 September 27 1973 and
set forth below) and the defintions of
the terms extremely flammable,
flammable, and combustible 1n
this section before 1ts amendment {as
published at 38 FR 27012 Seprember 27
1983 and amended 33 FR 30105 Novem-
ber 1 1973 set forth in the note fol-
lowing this section) 1f all of the fol-
lowing conditions are met

(A) The substance or product was
subject to and complied with the re-
quirements of the Federal Hazardous
Substances Act for extremely flam-
mable “flammable, or combus-
tible hazardous substances before the
effective date of §1500 43a and

(B) No change has been made to the
formulation or labeling of such sub-
stance or product after the effective
date of §1500 43a prescribing a closed-
cup test apparatus and procedure

(v) Extremely flammable solid means a
solid substance thac ignites and burns
at an ambient temperacure of 80 °F or
less when subjected to friction percus-
sion or electrical spark

(v1) Flammable solid means a solid
substance that when tested by the
method described 1n §1300 44 ignites
and burns with a self-sustained flame
at a rate greater than one-tenth of an
inch per second along 1ts major axis

(vi1) Extremely flammable contents of
self-pressurized contaier tneans con-

16 CFR Ch 1l (1-1-00 Edihon)

tents of a self-pressurized container
that when tested by the method de-
scribed 1n §1500 45 a flashback (a flame
extending back to the dispenser) 1s ob-
tained at any degree of valve opening
and the flashpoint when tested by the
method described in 51500 43a 1s less
than 20 °F {-6 7 °C)

(viu) Flammable contents of self-pres-
surized contamner means contents of a
self-pressurized container that when
tested by the method described 1n
§1500 45 a flame projection exceeding
18 inches 1s obtained at full valve open-
ing, or flashback (a flame extending
back to the dispenser) 1s obtained art
any degree of valve openung

(' The defimition of hazardous sub-
stannce 1n section 2{(f)(1){A) of the act
(restated 1n paragraph (b){4}{(1){(A) of
this section) 1s supplemented by the
following defimitions or interpretations
or terms used therein

(1} A substance or mixture of sub-
stances that generates  pressure
through decomposition heat or other
means 1S a hazardous substance

(A) If 1t explodes when subjected to
an electrical spark, percussion, or the
flame of a burning paraffin candle for 5
seconds or less

{B) If i1t expels the closure of 1ts con-
tainer or bursts 1ts contamer, when
held at or below 130 °F for 2 days or
less

(C) If 1t erupts from its opened con-
tainer at a2 temperature of 130 °F or
less after having been held in the
closed container at 130 °F for 2 days

(D) I 1t comprises the contents of a
self-pressurized container

(11} Substantial personal injury or il-
ness means any injury or 1llness of a
sigmificant nature It need not be se-
vere or serious What 1s excluded by
the word substantial 1s a wholly n-
signuficant or negligible imyury or :iil-
ness

(11) Proxmmate result means a result
that follows i1n the course of events
without an unforeseeable, intervening,
independent cause

(1v) Reasonably foreseeable handhing or
use includes the reasonably foreseeable
accidental handling or use, not only by
the purchaser or intended user of the
product but by all others 1n a house-
hold especially children
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{8) The defimition of radicactive
substance 1n section 2(m) of the act
(restated in paragraph (b}(11) of this
section) 15 supplemented by the fol-
lowing Radroactive subscance means a
substance which because of nuclear in-
stability emits electromagnetic and/or
particulate radiation capable of pro-
ducing 1ons 11 1ts passage through mat-
ter Source materials special nuclear
matenal and byproduct rmaterials de-
scribed in section 2(F(3) of the act are
exempt

(9) In che definition of label' in sec-
tion Z(n) of the act (restated in para-
graph (b)(12) of this section) a provi-
s1on stipulates that words statements
or other information required to be on
the label must also appear on all ac-
companying literature where there are
directions for use written or other-
wise To make this provision more spe-
cific, accompanying literature 15 In-
terpreted to mean any placard pam-
phlet, booklet book sign or other
written printed or graphic martter or
visual device that provides directions
for use, written or otherwise and that
15 used 1n connection with the display,
sale demonstration or merchandising
of a hazardous substance intended for
or packaged in a form suitable for use
in the household or by children

(10} The definition of misbranded
hazardous substance 1n section 2(p) of
this act {restated in paragraph (b)(14)
of this section) 1s supplemented by the
following defimtions or interpretations
of terms used therein

(1} Hazardous substances inrended or
packaged 1n a form suitable, for use tn the
household means any hazardous sub-
stance whether or not packaged that
under any customary or reasonably
foreseeable condition of purchase stor-
age or use may be brought into or
around a house, apartment or other
place where peopie dwell or n ar
around any related building or shed in-
cluding, but not limited to a garage,
carport barn or storage shed The
term wncludes articles, such as polishes
or cleaners designed primanly for pro-
fessional use but which are available in
recail stores such as hobby shops for
nonprofessional use Also included are
iems such as antifreeze and radiator
cleaners that although principally for
car use may be stored in or around

§1500 3

dwelling places The term does not in-
clude industrnal supplies that might be
taken into a home by a serviceman An
article labeled as and marketed solely
for, industrial use does not become sub-
Ject to this act because of the possi-
bility that an industrial worker may
take a supply for hus own use S;ze of
unrt or container 1s not the only index
of whether the article 1s suitable for
use 1 or around the household, the
test shall be whether under any reason-
ably foreseeable condition of purchase,
storage or use the article may be
found n or around a dwelling

{11) Conspicususly 1n section 2(p}{1} of
the act and promnently and conspicuous
mn section 2(p)(2) of the act mean that,
under customary conditions of pur-
chase, storage and use, the required
information shall be visible, notice-
able and in clear and legible English
Some factors affecting a warning's
prominence and consplcuousness are
Location size of type and contrast of
printing against background Also
bearing on the effectiveness of a warn-
ing maght be the effect of the package
contents 1f spilled on the label

NoTE The definitions of extremely flam-
mable flammable and combustible hazardous
substances set forth above 1n paragraphs
(b){10) and {c)(6) are effective August 10 1987
The defirutions remaining in effect until Au-
gust 10 1987 as published at 38 FR 27012
Sept 2T 1973 and armended ac 38 FR 30105,
Nov 1 [973 are set forth below Manufactur-
ers and labelers of products subject to the
Federal Hazardous Substances Act may con-
tinue to wse these definitions for labeling of
those products under the conditions set forth
in §1500 3{c)(6){1v} as amended

®)(10) Extremely flammable shall apply to
any substance which has a flashpoint at or
below 20 *°F as determined by the Tagliabue
Open Cup Tester flammabie shall apply to
any substance which has a flashpownt of
above 20 °F  to and including 80 °F  as deter
mined by the Taghabue Open Cup Tester
and combustible shall apply te any substance
which has a flashpoint above 80 °F to and 1n-
cluding 150 °F as determined by the
Taghiabue Open Cup Tester except that the
flammability or combustiblity of solids and
of the contents of self-pressurized containers
shall be determined by methods found by the
Commission to be generally applicable to
such materials or containers respectively
and established by regulations issued by the
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Commission which regulations shall also de-
fine the terms flammabie combustible and ex-
tremely flammable 1n accord with such meth-
ads

- - - . L]

{¢) (6)(1) Extremely flammable means any sub-
stance that has a flashpoint at or below 20
°F as determined by the method described 1n
§1500 43

{11} Flammable means any substance that
has & flashpownt of above 20 °F to and in-
cluding 80 °F as determined by the method
described In §1500 43

[38 FR 27012 Sept 27 1972 as amended at 38
FR 30105 Nov 1 1973 49 FR 22465 May W
1984 51 FR 28336 Aug B8 1986 51 FR 29096,
Aug 14 1986 51 FR 30209 Aug 25 1986 57 FR
46669 Qct 9§ 1992]

§15004 Human experience with haz-
ardous substances,

(a) Reliable data on human experi-
ence with any substance should be
taken 1nto account in determining
whether an article 1s a hazardous sub-
stance within the meaning of the act
When such data give reliable results
different from results with animal
data the human experience takes prec-
edence

(b) Experience may show that an ar-
ticle 15 more or less toxic irritant, or
corrosive to man than to test animals
It may show other factors that are im-
portant in determining the degree of
hazard to humans represented by the
substance For example experience
shows that radiator ant:freeze 1s likely
to be stored 1n the household or garage
and likely to be ingested 1n sigmficant
quanurties by some persons It also
shows that a particular substance n
liquid form 3s more likely to be in-
gested than the same substance In a
paste or a solid and that an =zerosol 15
more likely to get into the eyes and
the nasal passages than a Liquid

§15005 Hazardous mixtures,

For a muixture of substances the de-
termination of whether the mixture 1s
a hazardous substance as defined by
section 2{(f) of the act (repeated 1n
§1500 3(b)(4)) should be based on the
physical, chemical and pharma-
cological characteristics of the mix-
ture A muxture of substances may
therefore be less hazardous or more
hazardous than 1ts components because

16 CFR Ch i (1-1-00 Edition)

of synergistic or antagonistic reac-
tions It may not be possible to reach a
fully satisfactory decision concerning
the toxic irritant, corrostve, flam-
mable, sensitizing, or pressure-gener-
aung properties of a substance from
what 1s known about 1ts components or
ingredients The miaxture 1tself should
be tested

$1500.12 Products declared to be haz-
ardous substances under section
3(a) of the act

() The Commuission finds that the
following articles are hazardous sub-
stances within the meaning of the act
because they are capable of causing
substantial personal injury or substan-
tial 1llness durming or as a proxirnate re-
sult of any customary or reasonably
foreseeable handling or use

(1) Charcoal briguettes and other
forms of charcoal 1n containers for re-
tail sale and intended for cooking or
heating

(2) [Reserved]

(b) [Reserved]

§1500 13 Listing of “strong sensitizer”
substances

On the basis of frequency of occur-
rence and severity of reaction informa-
tion the Comrmission finds that the
following substances have a significant
potential for causing hypersensitivity
and therefore meet the defimition for

strong sensitizer 1n section 2(k) of
the act (repeated 1n §1500 3(b)(9))

(a) Paraphenylenediamine and prod-
UCTS containng 1t

(b) Powdered orris root and products
containing 1t

(c) Epoxy resins systems containing
In any concentration ecthylenediamine,
diethylenetriamine and diglycidyl
ethers of molecular werght of less than
200

(d} Formaldehyde and products con-
taiming 1 percent or more of formalde-
hyde

(e) Ol of bergamot and products con-
taining 2 percent or more of o1l of ber-
gamot

§1500.14 Products requmngb special
labeling under section 3(b) of the
act

(a) Human experience as reported in
the scientific literature and to the Poi-
son Control Centers and the National
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From: Rumelt, Daniel L.

Sent: Monday, June 26, 2000 4:24 PM

To: Hammond, Rocky X.

Cc: Chen, Xinxian .
Subject: FW: TO OS

Follow Up Flag: Follow up

Flag Status: Flagged

-

Because this references a petition, and reads more like petition than an incident report, | am forwarding this to you to
handle. Thanks.

Dan.

—-0Onginal Message—-—

From: - - - > Chen, Xinxan - -

Sent: Monday, June 26, 2000 3:26 PM

To: Rumelt, Daniel L. o
Subject: Refer to ?

6/26/00 1:48:04 PM

Name = Assistant Attomey General Maureen G. Glynn
Address = 150 South main St.
City = Providence

State = RI

Zip = 02903 - -

Email = mglynn@riag.state.ri.us
Telephone = 401-274-4400 x2301
Name of Victim =

Victim’s Address =

Victim's City =

Victim's State =

Victim's Zip =

Victim's Telephone =

- P

Incident Description: HO 00-2 Petition Regarding Natural Rubber Latex

As the Health Care Advocate in the Rhode Island Department
of Attormey General, we are concermned about allergic
reactions to natural rubbber latex. The latex allergic
reactions impact not only workers who use natural rubber
latex products, but also children. Many toys are made from
natural rubber latex but are not labeled further increasing

the exposure to natural rubber latex for children. In

addition, the medical envirqnment uses latex products,
ranging from gloves to tubing, exposing health care workers
and children to latex allergens. lronically, the place

where one goes for medical treatment may actually adversely
impact the patient allergic to latex because of the
unnecessary use of latex products, such as single use latex
exam gloves. Unfortuantely, many people are unaware of the
potential risks of latex exposure. A declaration that

natural rubber latex is a strong sensitizer from the
Commission would help education the public about the
potential risks of latex allergies and help the public to

take measures to educate thémselves about the potential



allergic reactions to natural rubber latex.

Sincerely yours,

1 Maureen G. Glynn
~Assistant Attomey General

Health Care Advocate

Victim's age at time of incident =
Victim's sex =
Date of incident =

-« Productijnvolved =
Product brand name/manufacturer =
Product involved still available = Yes
Product model and serial number =
Date product purchased =



