APPENDIX A

For further information, you may refer to Labeling for
Menstrual Tampons; Ranges of Absorbency: Fimal Rule,
published in the Federal Register 54(206):43766-43775,

October 26,

1989.

§801.430 Usor labeling for monstrual
tampons.

(a) This section applies to scented or
scented deodorized menstrual tampons
as identified {n §884.6460 and unscented
menstrual tampons as identified in
§884.5470 of this chapter. :

(b) Data show that toxic shock syn-
drome (TSS). a rare but serious and
sometimes fatal disease, i8 associated
with the use of menstrual tampons. To
protect the public and to minimize the
serious adverse effects of TSS, men-
strual tampons shall be labeled as set
forth in paragraphs (c), (d), and (e) of
this section and tested for absorbency
as set forth in paragraph () of this sec-
tion.

(c) If the information specified in
paragraph (d) of this section is to be in-
cluded as a package insert, the follow-
ing alert statement shall appear promt-

nently and legibly on the package
label:

ATTENTION: Tampons are associated with
Toxic Shock Syndrome (TSS). TSS is & rare
but serious disease that may cause death.
Read and save the enclosed information.

(d) The labeling of menstrual tam-
pons shall contain the (ollowing
consumer information prominently and
legibly. in such terms as to render the
information likely to be read and un-
derstood by the ordinary individual
under customary conditions of pur-
chase and use:

(1)(i) Warning signs of TSS, e.g., sud-
den fever (usually 102° or more) and
vomiting, diarrhea, fainting or near
fainting when standing up. dizziness. or
a rash that looks like a sunburn;

(ii) What to do if these or other signs
of TSS appear, including the need to
remove the tampon at once and seek
medical attention immediately:

(2) The risk of TSS to all women
using tampons during their menstrual
period. especially the reported higher
risks to women under 30 years of age
and Lcenage girls, the estimated Inci-
dence of TSS of 1 to 17 per 100,000 men-
struating women and girls per year,
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and the risk of death from contracting
TSS:

(3) The advisability of using tampons
with the minfimum absorbency needed
to control menstrual flow in order to
reduco the risk of contracting TSS;

(4) Avolding the risk of getting tam-
pon-associated TSS by not using tam-
pons, and reducing the risk of getting
TSS by alternating tampon use with
sanitary napkin use during menstrual
periods; and

(5) The need to seek medical atten-
tion before aga{n using tampons if TSS
warning signs have occurred in the
past, or {f women have any questions
about T'SS or tampon use.

(e) The statements required by para-
graph (e) of this section shall be prom{-
nently and legibly placed on the pack-
age label of menstrual tampons {n con-
formance with section $02(c) of the
Federal Food, Drug, and Cosmetic Act
(the act) (unless the menstrual tam-
pons are exempt under paragraph (g) of
this section).

(1) Menstrual tampon package labels
shall bear one of the following absorb-
ency terms representing the absorb-
ency of the production run, lot, or
batch as measured by the test de-

scribed in paragraph (f(2) of this sec-
tion;

Ranges of absorbency in Corresponding torm of ab-

Qrams ¢ sorbency

6 andunder .....ceneer.o......... | Sunior abysorbency.

6109 ... | Roguiar absorbency.

912 500D Y.

121015 e - | Super plus absorbency.

15018 MNone.

above 18 ... oserescessnienemes | NONE,

*These ranges are Gehnod, respoctvely, as follows: less
than or equal 1o 6 grams: greater than 6 grams up 10 and in-
duding 9 grams; groater than 9 grams up 10 and including 12
grams; greator than 12 grams up to nduding 15 grams;
greater than 15 grams up 0 and including 18 grams: and
Qgreater than 18 grams.

(2) The package label shall include an
explanation of the ranges of absorb-
cncy and a description of how consum-
€rs can use a range of absorbency, and
its corresponding absorbency term. to
make comparisons of absorbency of
tampons to allow sclection of the tam-
pons with the minimum absorbency
nceded to control menstrual Now in
order Lo reduce the risk of contracting
TSS.

(1 A manufacturer shall measure the
absorbency of individual tampans using
the test. method specified in paragraph

§801.430

(X2) of this esection and calculate the
mean absorbency of a production run,”
lot, or batch by rounding to the nearqst
0.1 gram.

(1) A manufacturer shall design and
implement a sampling plan that in-
cludes collection of probability sam-
ples of adequate size to yleld consistent
tolerance intervals such that the prob-
ability fs 90 percent that at least 90
porcent of the absorbencies of individ-
ual tampons within a brand and type
are within the range of absorbency
stated on the package label.

(2) In the absorbency test, an
unlubricated condom, with tensile
strength between 17 Mega Pascals
(MPa) and 30 MPa, as meastired accord-
ing to the procedure in the American
Soclety for Testing and Materials
(ASTM), D 3492-83, *‘Standard Speci-
fication for Rubber Contraceptives
(Condoms)™"! for determining tensile
strength, which is incorporated by ref-
erence In accordance with 5 U.S.C.
552(a). s attached to the large end of a
glass chamber (or a chamber made
from hard transparent plastic) with a
rubber band (see Figure 1) and pushed
through the small end of the chamber
using a smooth, flnished rod. The
condom {s pulled through until all
slack is removed. The tip of the
condom is cut off and the remaining
end of the condom is stretched over the
end of the tube and secured with a rub-
ber band. A preweighed (to the nearest
0.01 gram) tampon is placed within the
condom membrane so that the center
of gravity of the tampon is at the cen-
ter of the chamber. An infusion needle
(14 gauge) is inserted through the sep-
tum created by the condom tip until it
contacts the end of the tampon. The
outer chamber is filled with water
pumped from a temperature-controlled
waterbath to maintain the average
temperature at 27t1 *C. The water re-’
turns to the waterbath as shown in
Figure 2. Syngyna fluid (10 grams so-
dium chloride. 0.5 gram Certified Rea-
gent Acid Fushsin, 1.000 milliliters dis-
tilled water) is then pumped through

*Copies of the standard are available from
the American Socicety for Testing and Mate-
vials, 1916 ftace St.. hiladelphia, PPA 19103,
or available (or inspection at the Office of
the Federal Register. 800 North Capitol
Strect NW. suite 700, Washington, DC.
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the {nfusion needle at a rate of 60 milli-
liters por hour. The test shall be termi-
nated when the tampon is saturated
and the {irst drop of fluid exits the ap-
paratus. (The test result shall be dis-
carded {f fluid is detected {n the folds
of the condom before the tampon is
saturated). The water {8 then drained
and the tampon 18 removed and imme-

21 CFR Ch. 1 (4-1-94 Edition)

diately weighed to the nearest 0.01
gram. The absorbency of the tampon is
determined by subtracting {its dry
weight from this value. The condom
shall be replaced after 10 tests or at the
end of the day during which the

condom is used {n testing, whichever
occurs first.



