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Allergic Reactions fo
Latex-Containing Medical Devices
: 3 ,
Because of reports of severe allergic reactions 1o medical devices contzining latex (narural rubber),
FDA is advising hﬁalﬁ;-c;.m professionals to identify their latex-sensitive patients and be prepared to
treat allergic reactions promptly. Patient reactions to latex have ranged from ecnntact nricaria to sys-
temic anaphylaxis. Latex is a component of many medical devices, including surgical and examina-
tion gloves, catheters, intubaton tubes, anesthesia masks, and dental dams.

Reports 1o FDA nfﬂl;-gicm:ﬁm;smhmx-umuainingmcdiﬁldcﬁms have increased lately. One
brand of latex-cuffed enema tips was recently recalled after several patients died as a result of anaphy-
lactoid reactions during barium enema procedures. More reports of latex sensitivity have also been
found in the medical literature. Repeated =xposure to latex both in medical devices and in other con-
sumer products'may be part of the reaso:  hat the prevalence of latex seasitivity appears to be increas-
ing. For example, it has been reported th 6% to 7% of surgical personnel and 18% to 40% of spina

bifida patients are latex-sensitive.

Proteins in the latex itself appear to be the primary source of the allergic reactions. Although it is

not now known how much protein is likely to cause severe reactons, FDA is working with manufac-

turers of latex-conumining medical devices 10 make protein levels in their products as low as possible.
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FDA’s recommendarions to health professionals in regand to this problem are:

* When taking general histories of all paticats, include questions about latex sensitivity. For surgi-
cal und radiology parieats, spina bifida patients, and health-carc workers, this fmmﬂdiﬁ‘?“ ises-
pecially important. Quesijons about itching, rash or wheezing after wearing latex gloves or inflating a
toy valloon may be uscful. Patients with positive historics should have their chans flagged.

* If latex sensitivity is suspected, mnmdcr us":g devices made with alttmauw: materials, such as
h plaun:: For example, 2 health pmﬂ:ssmna] could wear a non-latex glove over Lhc latex glove if the
'pam nt is sensitive. If both the health professional and patient are sensitive, a latex middle glove could
be used. (Latex gloves labeled “hypoallergenic” may not always prevent adverse reactions.)

* Whenever latex-containing medical devices are used, especially when the latex comes in contact
widi mucous membranes, be alert to the possibility of an allergic reaction.

" Ifan allergic reaction does occur and latex is suspected, advise the patient of 2 possible latex sen-
sitivity and consider an immunologic evaluation.

- Advhcwﬁmmmmmmmmmm:uymmmxm-
sitivity before undergoing medical procedures. Consider advising patients with severe latex sensitivity
10 wear 2 medical identification bradelet,

FOA is asking he: 2 professionals to report incidents of adverse reactions to latex ¢ other materi-
als used in medical ¢ vices. (Ses the October 1990 FDA Drug Bulletin.) To report an izicident, call the
FNA Problem Reporting Progiaw, vpcrarcd through the U.S. Fharmacopeia toll-free number: 800-
638-6725. (In Maryland, call collect 301-881-0256.) For ﬁmhcr information on the clinical aspects of
latex sensitivity, call Claudia Gaffey, M.D., Office of Health Affairs, Center for Devices and Radio-

lagical Health, ae (301) 427-1050.

For a single copy of a reference list on latex sensitivity, write 10: LATEX, FDA, HFZ-220,

Rociville. MDy 20857
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T0: Menufacturers, Dictributors and Importers of Condom Products

" On February 13, 1989, the Food and Drug Administration {(FDR) ilasued a
statement of policy regarding the marketing of condom-like products (a.k.a.
“Novelty Condoms*). This letter revises and supereaedes that policy.

Condoma are medical devices which many consumera rely upon for
contracaption and prevention of sexually transmitted digeasges (STD'8},
especially AIDS. Therefore, condoms or products that can be uged as &
condoma, must comply with specifie condem leak testing requirements as well
as other regulatory requirements for medical devices. Some marketers have
miasinterpreted the 1989 policy and belleve it permits the marketing of

condome as novalty items even though thev do not complvy with these
requirements. These novelty products frequently consiskt of a condom

packaged or labalad for adult humor. They are traditionally sold in adulc
entertainment shops. Thie situation has caused confusion and may result in
the use of these noncomplient products by consumers with the expectation
that they are effestive in preventing prognancy and STDs.

Products that can cover the penis with s closely fitting membrane and
otherwise have tha appearance of & condom are regarded as condome

ragardless of packaging or lsbeling. These preducts, by form and function,
meat the definition of a condom as defined in 21 CFR 884.5300 and must
therefore comply with 21l requirements for condoms including leak testing,
compliance with Good Hanufacturing Practices regulations, manufacturer
registraricon, product listing, and pre-market notification and clearance.

In order to market a condom-like product which is not gubject to the above
requirements, the product cannot be ugable asm a condom in any way. For
exampla, a condom could be renderad unugable by removing the cloged end;
shredding the sides; sealing the roll in such a way that it cannot be
unrolled, or by some other method rendering it equally unusable. Labeling
a functional condom as a novelty iz not sufficlent.

Questions concerning this policy can be directed to Hr. Hyron L. Tart by
writing to the letterhead address or phoning (301} 594-4639.

Slncerely vy
;iﬂnﬂég?g 2
HOnala n1§£
Director
office of Compliance
Center for Devices and

Radiological Health
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INFORMATION FOR A LATEX CONDOM 510(k) SUBMISSION
FOR OBSTETRICS-GYNECOLOGY DEVICES BRAMNCH

DRAFT

The fellowing information should Le lovluded fur a premarket notificaclon {510(k))
submission for a natural latex rubber condom:

I.

II.

Davi

A,

cription d terial Safe

Identify a legally marketed device, and compare your device to the legally

morketed device in terms of intended use, dealpu, wmaterials,
specifications and performance. Where applicable, photographs or
engineering drawings should be supplied.

Provide the chemical composition of your condom latex formulation,
including any additives, e.g., antioxidants, accelerators, etec.

Provide the chemical composition of the dusting agent and the lubricant to
be applied.

Provide the chemical composition of the color additive(s) that is used

with the condom(s), if applicable. Also, identify the coler index number
and & reforence to the specific color additive listlup (21 CFR relereunce).

Provide biocompatibility data, including mucosal irritationm,
sensitization, and acute systemic toxicity, on the final product to
support its safe use. Protocols, as well as test datz and conclusions,
from the toxicological testing of the finished condom must be provided.
{Please refer te FDA'a Tripartite Biocompatibility for Medical Devices
Cuidance for selecting the appropriate types of tests; TAB 1))

Provide a description of the manufacturing processes instituted to
minimize any potential adverse effects of latex hypersensitivity (Please
refer to FDA's Safety Alert; TAR 2)

S5urance

FProvide a detailed description of the air burst test procedure and
identify the acceptable quality level (AQL) used by the manufacturer to
establish the quality of each condom lot or batch. FDA requires that
final predust releace testing inelude the Imtermational Organization for
Standardization (IS0 4074-1:1990(E)) Rubber Condoms - Part 6:
Determination of Bursting Volume and Pressure (IS0 4074-6:198%).

(Please refer to TAB 3)

Provide a detailed description of the water leakage test procedure and its
acecptable qualiety level (AQL) wuascd by the manufacturer to establish the
quality of each condom lot or batch. FDA requires that final product
release testing includes water leakage testing per American Society for
Testing and Materials, Standard Specification for Rubber Contraceptives
(Condoms) (ASTM D 3492-89). (Please refer to TAB 3)

Provido a dotailed deseription of all sther in-proccas and final rclesase
test procedures, e.g., tensile strength, elongation, color fastness,
packaging integrity, etc., and identify their acceptable quality level

(AQL). Also, identify when quality control tests are conducted during the
manufacturing process.
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D. Provide a detailed description of the electronic testing procedures,
ineluding a2 docoriptien of tha slesetremic toeting machina, the machines'’
specifications, operators manual, and a description of the electronie
testing machines’ calibration procedures. Also, describe any relationship
between the electronic testing machines’ calibration procedures and
results of physical testing procedures used for product release.

E3
~

i IIT. labheling

Provide copies of labels, labeling and advertisements sufficient to describe
the device:

AL the intended use and directions for use (Please refer to FDA's April 7 and
Fuly 31, 1087 =nd February 12, 1080 lottars - TAR A);

B. a statement that only water based lubricants be used with latex condoms;

C. the statement, "If used preoperly, latex condoms will help to reduce the
risk of transmission of HIV infection (AIDS) and many other sexually
rranemirrad Aicoacse ¥ Thise statemant chanld he lararad an hath =idae af

each individual condom package, on the principal display panel of the
outer box and also be included on any package insert. (Please refer to
April 8, 1993, letter to condom manufacturers - TAB 5);

D. the nominal width;
E. the date of manufacture or an acceptable expiration date; and

F. a statement of specific contraceptive effectiveness cautionary provision
for condoms with spermicidal lubricant. (Please refer to TAB 6)

Shalf 1ifs

Identify if your device labeling includes 2 proposed shelf life. If applicable

specify the proposed shelf life and provide data to support the proposed shelf
life. (Please refer to TAB 7.)

afo Modisca wics Act Poguw

The Safe Medical Device Act (SMDA) requires all persons submitting a premarket
notification submission te include either (1) a statement that you will make
available to interested persons upon request, the safety and effectiveness
information in this premarket notification that is relevant to an assessment of
evthetrantial equivalanca ar (7) a cimmary nf the nnFnry and affarrivanass
information in the premarket notification submission upon which an equivalence
determination is based. Safety and effectiveness information refers to
information in the premarket notification submission, including adverse safety
and effectiveness information that supports a finding of substantial
equivalence. The information could be descriptive information about the new
and prediscatse dawvies, ar panﬂrmﬂnrp ar rliniral teaering infarmarian

CDRH/ODE/DRAERD
March 24, 1994 (jmk:B:\S10KQUES.GUI)



