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THINGS LIKE THIS IN YOUR MOUTH
AGAIN” In addition, the tester shall say,
“NEVER OPEN PACKAGES LIKE THIS
WHEN YOU ARE BY YOURSELF. THIS
KIND OF PACKAGE MIGHT HAVE
SOMETHING IN IT THAT WOULD MAKE
YOU SICK.”

28. The children shall be escorted back to
their classroom or other supervised area by
the tester or another adult.

29. If the children are to participate in a
second test, the tester shall have them stand
up and stretch for a short time before
beginning the second test. The tester shall
take care that the children do not disrupt
other tests in progress.

(3) Senior-adult panel. (i) Test
subjects. Use a group of 100 senior
adults. Not more than 24% of the senior
adults tested shall be obtained from or
tested at any one site. Each group of
senior adults shall be randomly selected
as to age, subject to the limitations set
forth below. Twenty-five percent of the
participants shall be 50-54 years of age,
25% of participants shall be 55-59 years
of age, and 50% of the participants shall
be 60-70 years old. Seventy percent of
the participants of ages 50-59 and ages
60-70 shall be female (17 or 18 females
shall be apportioned to the 50-54 year
age group). No individual tester shall
administer the test to more than 35% of
the senior adults tested. The adults
selected should have no obvious or
overt physical or mental disability.

(ii) Screening procedures. Participants
who are unable to open the packaging
being tested in the first 5-minute time
period, are given a screening test. The
screening tests for this purpose shall use
two packages with conventional (not
child-resistant (CR) or *‘special’)
closures. One closure shall be a plastic
snap closure and the other a CT plastic
closure. Each closure shall have a
diameter of 28 mm + 18%, and the CT
closures shall have been resecured 72
hours before testing at 10 inch-pounds
of torque. The containers for both the
snap- and CT-type closures shall be
round plastic containers, in sizes of 2
ounce * %2 ounce for the CT-type
closure and 8 drams + 4 drams for the
snap-type closure. Persons who cannot
open and close both of the screening
packages in 1-minute screening tests
shall not be counted as participants in
the senior-adult panel.

(iii) SAUE. The senior adult use
effectiveness (SAUE) is the percentage
of adults who both opened the package
in the first (5-minute) test period and
opened and (if appropriate) properly
resecured the package in the 1-minute
test period.

(iv) Test procedures. The senior
adults shall be tested individually,
rather than in groups of two or more.
The senior adults shall receive only

such printed instructions on how to
open and properly secure the special
packaging as will appear on or
accompany the package as it is
delivered to the consumer. The senior-
adult panel is tested according to the
procedure incorporated in the following
senior-adult panel test instructions:

Test Instructions for Senior Test

The following test instructions are used for
all senior tests. If non-reclosable packages are
being tested, the commands to close the
package are eliminated.

1. No adult with a permanent or temporary
illness, injury, or disability that would
interfere with his/her effective participation
shall be included in the test.

2. Each adult shall read and sign a consent
form prior to participating. Any appropriate
language from the consent form may be used
to recruit potential participants. The form
shall include the basic elements of informed
consent as defined in 16 CFR 1028.116.
Examples of the forms used by the
Commission staff for testing are shown at
§1700.20(d). Before beginning the test, the
tester shall say, “PLEASE READ AND SIGN
THIS CONSENT FORM.” If an adult cannot
read the consent form for any reason (forgot
glasses, illiterate, etc.), he/she shall not
participate in the test.

3. Each adult shall participate individually
and not in the presence of other participants
or onlookers.

4. The tests shall be conducted in well-
lighted and distraction-free areas.

5. Records shall be filled in before or after
the test, so that the tester’s full attention is
on the participant during the test period.
Recording the test times to open and resecure
the package are the only exceptions.

6. To begin the first 5-minute test period,
the tester says, “‘I AM GOING TO ASK YOU
TO OPEN AND PROPERLY CLOSE THESE
TWO IDENTICAL PACKAGES ACCORDING
TO THE INSTRUCTIONS FOUND ON THE
CAP.” (Specify other instruction locations if
appropriate.)

7. The first package is handed to the
participant by the tester, who says, “PLEASE
OPEN THIS PACKAGE ACCORDING TO
THE INSTRUCTIONS ON THE CAP.”
(Specify other instruction locations if
appropriate.) If the package contains product,
the tester shall say, “PLEASE EMPTY THE
(PILLS, TABLETS, CONTENTS, etc.) INTO
THIS CONTAINER.” After the participant
opens the package, the tester says, “PLEASE
CLOSE THE PACKAGE PROPERLY,
ACCORDING TO THE INSTRUCTIONS ON
THE CAP.” (Specify other instruction
locations if appropriate)

8. Participants are allowed up to 5 minutes
to read the instructions and open and close
the package. The tester uses a stopwatch(s) or
other timing device to time the opening and
resecuring times. The elapsed times in
seconds to open the package and to close the
package are recorded on the data sheet as two
separate times.

9. After 5 minutes, or when the participant
has opened and closed the package,
whichever comes first, the tester shall take all
test materials from the participant. The

participant may remove and replace the
closure more than once if the participant
initiates these actions. If the participant does
not open the package and stops trying to
open it before the end of the 5-minute period,
the tester shall say, “ARE YOU FINISHED
WITH THAT PACKAGE, OR WOULD YOU
LIKE TO TRY AGAIN?” If the participant
indicates that he/she is finished or cannot
open the package and does not wish to
continue trying, skip to Instruction 13.

10. To begin the second test period, the
tester shall give the participant another, but
identical, package and say, “THIS IS AN
IDENTICAL PACKAGE. PLEASE OPEN IT
ACCORDING TO THE INSTRUCTIONS ON
THE CAP.” (Specify other instruction
locations if appropriate.) If the package
contains product, the tester shall say,
“PLEASE EMPTY THE (PILLS, TABLETS,
CONTENTS, etc.) INTO THIS CONTAINER.”
After the participant opens the package, the
tester says, “PLEASE CLOSE THE PACKAGE
PROPERLY, ACCORDING TO THE
INSTRUCTIONS ON THE CAP.” (Specify
other instruction locations if appropriate.)

11. The participants are allowed up to 1
minute (60 full seconds) to open and close
the package. The elapsed times in seconds to
open and to close the package are recorded
on the data sheet as two separate times. The
time that elapses between the opening of the
package and the end of the instruction to
close the package is not counted as part of
the 1-minute test time.

12. After the 1-minute test, or when the
participant has opened and finished closing
the package, whichever comes first, the tester
shall take all the test materials from the
participant. The participant shall not be
allowed to handle the package again. If the
participant does not open the package and
stops trying to open it before the end of the
1-minute period, the tester shall say, “ARE
YOU FINISHED WITH THAT PACKAGE, OR
WOULD YOU LIKE TO TRY AGAIN?” If the
participant indicates that he/she is finished
or cannot open the package and does not
wish to continue trying, this shall be counted
as a failure of the 1-minute test.

13. Participants who do not open the
package in the first 5-minute test period are
asked to open and close two non-child-
resistant screening packages. The
participants are given a 1-minute test period
for each package. The tester shall give the
participant a package and say, “‘PLEASE
OPEN AND PROPERLY CLOSE THIS
PACKAGE.” The tester records the time for
opening and closing, or 61 seconds,
whichever is less, on the data sheet. The
tester then gives the participant the second
package and says, ‘“PLEASE OPEN AND
PROPERLY CLOSE THIS PACKAGE.” The
time to open and resecure, or 61 seconds,
whichever is less, shall be recorded on the
data sheet.

14. Participants who cannot open and
resecure both of the non-child-resistant
screening packages are not counted as part of
the 100-seniors panel. Additional
participants are selected and tested.

15. No adult may participate in more than
two tests per sitting. If a person participates
in two tests, the packages tested shall not be
the same ASTM type of package.



