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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 THE DIRECTIONS OF 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 OF THE CAP." (Specify other instruction locations if
appropriate)

8. Participants arc 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,
whickie ver comes first, the tester shiall 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 S-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 THIS PACKAGE PROPERLY, ACCORDING TO THE
INSTRUCTIONS ON THE CAP." (Speccify other instruction locations if appropriate.)

11. The participants are allowed up to I 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 I-minute test time.

12. After the 1-minute test, or when the participant has opened and closed 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. Ifthe
participant does not open the package and stops trying to open it before the end of the |-
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 continuc trying, this shall be counted as a failure
of the |-minute test.

13. Participants who do not open the package in the first S-minute test period are
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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 times 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-senior panei. Additional
participants are selected and tested.

15. No adult may participate in more than two tests per sitting. 1f a person
participates in two tests, the packages tested shall not be the same ASTM type of
package.

16. If more adults in a sex or age group are tested than are necessary to determine
SAUE, the last person(s) tested shall be eliminated from that group.

(4) Younger-adult panel. (i) One hundred adults, age 18 to 45 inclusive, with no
overt physical or mental handicaps, and 70 percent of whom are female, shall comprise
the test panel for youngsr adults. Not more than 35% of adults shall be obtained or tested
at any one site. No individual tester shall administer the test to more that 35% of the
adults tested. The adults shall be tested individually, rather than in groups of two or
more. The adults shall receive only such printed instruciions on how to open and
properly resecure the special packaging as will appear on the package as it is delivered to
the consumer. Five minutes shall be allowed to complete the'opening and, if appropriate,
the rcsecuring process.

(ii) Records shall be kept of the number of adults unable to open and of the
number of the other adults tested who fail to properly resccure the special packaging.
The number adults who successfully open the special packaging and then properly
resecure the special packaging (if resecuring is appropriate) is the percent of adult-use
effectiveness of the special packaging. In the case of unit packaging, the percent of
adult-use cffectiveness shall be the number of adults who successfully open a single(unit)
package.

(it1) Adult-use effectiveness of not less than 90 percent.

I
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Adult-Resecuring Procedure

1. After the adult participant in either the senior-adult test of 16 CFR
1700.20(a)(3) or the younger-adult test of 16 CFR 1700.20(a)(4) has resecured the
package, or at the end of the test period (whichever comes first), the tester shall take the
package and place it out of reach. The adult participant shall not be allowed to handle the
package again.

2. The packages that have been opened and appear to be resecured by adults shall
be tested by children according the child-test procedures to determine if the packages
have been properly resecured. The packages are given to the children without being
opened or resecured again for any purpose.

3. Using the results of the adult tests and the tests of apparently-resecured
package by children, the adult use effectiveness is calculated as follows:

a. Adult use effectiveness.

1. The number of 2du't opening and resecuring failures, phus the number of
packages that were opcned by the children during the full 10-minute test that exceeds
20% of the apparently-resecured packages, equals the total number of failures.

2. The total number of packages tested by adults (which is 100) minus the total
number of failures equals the percent adult-use effectiveness.

&
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IV. TEST PARAMETERS

The Package

The test package was the 28mm SAF-CAP 11I-A ON AN HDPE RECTANGULAR BOTTLE.
For purposes of this test, all of the units tested were empty. Directions to open the package read:
TO OPEN PUSH DOWN & TURN---CLOSE TIGHTLY. A picture of the package appears in
Figure | of this report.

Panelists

Seniors (100) employed in the study satisfied the requirements of the protocol, with ages ranging
from 50 to 70 years of age divided into three age groups (50-54, 55-59, and 60-70 years old with
70% female).

An additional 100 children between the ages of 42 and 51 months distributed into three age
aroups (42-44, 45-48, and 49-51 months, evenly distributed by sex) were employed to determine
if the senior-adult panclists properly closed the packages.

Test supervisor(s)

-

Test supervisor(s) were instructed to conduct the evaluation of the packaging in strict accordance
with the current C.F.R. Title 16, Part 1700. To ensure these procedures were adhered to, our
complete quality system was followed, including periodic observations throughout the package
evaluation.

a
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Y. RESULTS AND DI ION

Results of this study appear in the tables section of the report. These tables represent a
compilation of all data obtained during the study. For clarity in presentation zad discussion of
this information, the following features will be used as the major points of discussion:

* Senior-use effectiveness
* Senior-resecuring effectiveness
* Meeting current Code of Federal Regulations Title 16, Part 1700.

Senior-use effectiveness
The senior panel consisted of 71 females and 29 males. Results of the senior tzst appear in Table
| of this report. A total of 25 of the 25 seniors in the 50 to 54 year old age group were successful
in opening the first package and opening and properly closing the second package, 25 of the 25
seniors in the 55 to 59 year old age group were successful, and 50 of the 50 seniors were
successful in the 60 to 70 year old age group. The sentor-use effectiveness was calculated at
100% minus O for a final senior-use cffectiveness of 100% (which includes the resecuring test),
 the 100 seniors and 100 children who tested the packages apparently reclosed by the seniors.
'I he exact opening and closing times are given in the Scnior Test Packaging Data.

Senior- resecurmo cffectiveness

"\ group o7 100 child:en were cmployed to test the packages that were apparently reclosed by the
senior-adults. Results of the senior-resecuring test with children appear in Table 2 of this report.
A total of 5 children were successful in opening the apparently reclosed packages. The amount
over 20% (100 x .2 = 20) is 0, and is subtracted from the calculated senior-use effectiveness.

-Mcetine current C.F.R. Title 16, Part 1700.

The 28mm SAF-CAP III-A ON AN HDPE RECTANGULAR BOTTLE fulfills the standards
scnior-resecuring effectiveness according to current C.F.R. Title 16, Part 1701,

i
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V. NCLUSION

The data presented in the report demonstrates that the 28mm SAF-CAP I1[-A ON AN HDPE
RECTANGULAR BOTTLE fulfills the requirements for senior-resecuring effectiveness
according to the current Code of Federal Regulations Title 16, Part 1700.

43
43
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EVALUATION OF THE 283M SAF-CAP I1I-A ON AN HDPE RECTANGULAR BOTTLE
FOR SENIOR-USE EFFECTIVENESS FOR YAN BLARCOMN CLOSURES, INC..

Table 1. Package opening test evaluated by adults 50 to 70 years of age for senior use-effectiveness.

SUCCESSFUL PANELISTS

Second Closmo

50 — 54 years old:
Females 18 18 18

7
55 59 ymrs old:
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SENIOR TEST PACKAGE DATA

Client Name: Van Blarcom Closures, Inc. Description: 28mm Saf-Cap lll-A

Contract No: |1271-032

P P gy . - - - et . e e miae e eras e i eem eae

Package Test Site  Tester Sex Age First Opening  First Closing Second Opening Second Close

Number Date Code Code Fail =301 sec. Stop =301sec. Fail=61sec. Fail =61 sec.
1 12/06/1999 C961 29 F 68 3 2 2 1
2 12/06/1999 C%61 29 F 59 19 6 5 2
3 12/06/1539 C961 29 M 58 3 2 2 1
4 12/08/1999 C961 29 F 54 6 3 2 1
5 12/06/1999 C961 29 F 54 3 2 2 1
6 12/06/1999 C961 29 F 50 2 1 2 1
7 12/06/1999 C961 29 M 56 2 1 2 1
8 12/06/1999 C951 29 F 67 9 3 4 2
9 12/06/1999 C961 29 F 67 3 2 2 1

10 12/08/1999 C961 29 F 61 2 2 2 1
11 12/06/1993 C961 29 F 61 2 1 2 1
12 12/06/1999 C961 29 M 62 2 2 2 2
13 12/06/1999 C961 29 F 68 2 1 1 1
14 12/08/1989 C974 16 F 65 6 3 5 2
15 12/08/1999 C974 16 F 70 5 2 4 2
16  12/08/1999 C974 16 F 64 7 3 5 3
17 12/08/1999 C974 16 F 80 4 2 4 2
13 12/08/1999 C974 16 F 62 3 2 4 2
19 12/08/1999 C974 16 F 60 7 3 4 1
20 12/08/1999 C974 16 F 70 2 1 2 1
21 12/08/1999 C974 16 Mo 70 6 3 5 2
22 12/08/1999 C974 16 F 50 5 2 4 2
23 12/08/1999 €974 16 F 4 6 1 2 1
24 1208/1999 C974 16 F 70 9 2 3 2
25 12/06/1999 C981 32 F 65 15 J 3 s 3 3
26 12/06/1999 C981 32 M 68 4 -2 4 2
27 12/06/1999 C981 32 F 66 7 2 3 1
28 12/08/1¢39  C974 18 F 50 3 2 3 2
25 12/08/1999 C974 16 F 54 6 2 3 2
30 12/08/1999 C974 16 M 64 3 2 3 2
31 12/08/1999 C974 16 M 58 6 1 3 2
32 12/08/1999 C974 16 F 70 4 3 4 2
33 12/08/1999 C974 16 F 64 9 2 5 2
34 12/08/1999 CO74 16 F 70 5 2 4 2
35 12/08/1999 C974 16 F 70 8 3 4 2
36 12/08/1999 C974 16 F 52 6 2 3 2
37 12/08/1999 C974 16 F 67 4 2 4 2
38 12/08/1999 C974 16 F 70 3 2 3 1
39 12/08/1999 C974 16 M 54 3 2 4 2
40 12/08/1999 C974 16 F 50 7 TRy 3 1
41 12/13/1999 €994 29 M 65 2 2 1 1
42 1201311999 €994 14 M 70 4 3 4 1
43 12/13/1999 . C994 29 F 65 5 2 5 1
44 12/1311999 €994 29 M 61 2 1 1 1
45 12/13/1999 €994 14 F 61 2 1 2 1
45 121311999 €994 29 F 62 2 1 1 1
47 1271371999 €994 29 F 62 3 2 2 1
48 12/13/1999  C994 14 M 53 1 1 1 1
13 121371999 €994 29 F 58 3 2 2 2
50 12/13/1999 €994 14 M 52 1 1 2 3
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SENIOR TEST PACKAGE DATA

Client Name: Van Blarcom Closures, Inc. Description: 28mm Saf-Cap liI-A

Countract No: |1271-032 l

Package Test Site  Tester Sex Age First Opening  First Closing Second Opening Second Close

Number Date Code Code Fail =301 sec. Stop=301sec. Fail=61sec. Fail=§1sec.
51 12/13/1999 C994 29 F 58 46 3 23 3
52  12/13/1999 €994 14 F 68 1 4 1 1
53  12/13/1999 €994 29 M 62 3 2 2 1
54 12/13/1999 C994 14 F 60 7 5 1 1
55  12/13/1999 C994 29 M 66 3 2 2 2
56 12/13/1999 C994 29 F 59 3 2 3 2
57 12/13/1999 C934 14 F 56 4 1 3 1
58 12/13/1999 C994 29 F 62 2 2 2 1
59  12/13/1999 Ce94 29 M 58 3 2 2 1
€0 12/13/1999 €994 14 M 62 1 1 1 1
61 12/13/1999 C994 14 F 63 1 1 2 1
€2 12/13/1999 C994 14 F 58 3 2 1 1
63 12/13/1999 C994 29 M 50 2 1 2 1

4 12/13/1833 C994 29 F .57 3 2 2 1
65 12/14/1999 €992 32 M 52 9 2 2 1
€2 12/14/1¢¢9 C992 32 A 82 7 2 8 4
€7 12/14/1999 €992 32 F 60 2 2 2 2
€3 12/14/1999 €992 32 F 62 2 2 2 2
€9 12/14/1999 C992 32 M 60 4 2 3 2
70 12/14/1999 €992 32 F 55 14 6 4 1
71 12/14/16399 €692 32 F £0 2 i 2 1
72 12/14/1999 C992 32 F 50 12 2 3 1
73 12/14/1999 Ca92 32 F 56 2 1 2 1

4 12/14/1999 €992 32 F 56 2 1 2 1
75 12/14/1999 C992 32 M 63 4 2 3 2
76 12/14/1999 C992 32 F 52 3 1 3 1
77 12/14/1999 C992 32 F 54 4 1 2 1
73 12/14/1909 €992 32 SN ] € 1 2 1
79  12/14/1999 C932 32 M 61 2 1 2 1
& 12/14/1899 Ca92 32 Al 62 4 2 3 2
81 12/14/1999 C992 32 F 59 11 1 5 1
82 12/14/1999 €932 32 F 66 2 1 3 1
83 12/14/1999 €992 32 M 53 5 1 5 1

4 12/14/1999 €992 32 F 64 ) 1 5 1
85 12/14/1999 C992 32 F 57 15 1 2 1
&6 12/14/1699 C992 32 F 59 9 1 4 1
87 1214/1999 C992 32 Mo B4 10 1 3 1
83 12/14/1999 C992 32 F 54 12 1 18 1
89 12/15/1999 . .. C293 .. .16 F 56 8 2 3 -2
S0 12/15/1999 C293 16 F 57 2 1 3 1
91 12/15/1999 C2983 18 F 53 2 2 2 2
62 12/15/1999 C293 16 F 59 3 2 3 2
93  12/15/1999 ~ €293 16 F 51 4 2 3 1
S 12/15/1999 C293 16 F 55 3 2 5 2
G5  12/15/1999 C293 16 F 50 4 1 3 1
€3  12/15/1999 C293 18 F 51 2 2 2 1
¢7  12/16/1999 C312 14 F 52 5 1 3 1
Qg 12/17/1899 Ca58 29 3 57 1 1 1 1
g9 12/17/1999 C958 29 F 56 6 2 4 2

100 M 56 3 2 2 1

12/17/1999  C958 29
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EVALUATION OF THE 28MM SAF-CAP I1I-A ON AN HDPE RECTANGULAR BOTTLE
AS A CHILD-RESISTANT PACKAGE FOR VAN BLARCOM CLOSURES, INC..

Table 2. Senior-reclosed package opening test evaluated by children 42 to 51 months of age for
senior-resecuring effectiveness.

Successful Panelists
Before o Affer o
Demonstration  .-.Demonstration

Agéin© Males ¥ Females :-Tota]  Males Females Males . Fefales  Total
42.44 15 15 30 1 0 0 0 i
45-48 20 20 40 1 0 0 0 1
49-51 15 15 30 l 2 0 0 3
Totals: ~ 50 = “n50%.r: 0100, - -3 2 0 0 5

The amount over 20% (100 x .2 = 20) is 0, and is subtracted from the calculated senior-use
effectiveness

£
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Client Name:

S-R CHILD TEST PACKAGE DATA

escription: 23mm Saf-Cap I1I-A

Van Blarcom Closures, Inc.

Contract No#: (1271-032

Package Test Site Tester Birthdate Age  Sex Opening Time  Method
Number Date Code Code
1 12/07/1999 C597 32 3/23/1996 44 M 601 0
2 12/07/1999 C597 32 6/11/1996 42 F €01 0
3 12/07/1999 C597 32 6/11/1996 42 M 601 0
4 12/07/1999 C597 32 12/17/1995 48 M 601 o]
5 12/07/1999 C597 1 4/14/1996 44 F 601 0
6 12/07/1999 C597 1 5/17/1996 43 M 601 0
7 12/07/1999 C597 32 3/11/1996 45 F 601 o]
8 12/07/1999 C597 32 11/29/1995 48 M 601 o]
9 12/07/1999 C597 1 5/07/1996 43 F 601 0
10 12/07/1999 C597 1 3/03/1996 45 M 601 0
11 12/09/1999 C142 29 10/18/1995 50 M €01 0
12 12/09/1999 C142 29 9/01/1995 51 M 601 0
13 12/09/1699 C142 14 11/08/1995 49 F €01 0
14 12/09/1299 C142 14 11/19/1995 49 M 186 3
15 12/09/1999 C142 14 8/30/1995 51 F 601 o]
16 12/09/1699 C142 14 11/19/1995 49 F 279 3
17 12/10/1999 C671 14 10/03/1995 50 F 601 0
18 12/10/1999 C671 14 12/07/1995 48 M €01 0
19 12/10/1999 C671 Z9 6/20/1996 42 F €01 0
20 12/10/1999 C671 29 11/30/1995 48 F 601 0
21 12/10/1999 C671 29 10/10/1995 50 F €01 0
22 12/10/1999 C671 29 9/14/1995 51 M 601 0
23 12/10/1999 ce71 14 9/19/1995 51 F 601 0
24 12/10/1999 C671 14 3/29/1996 44 M 601 0
25 ) 12/13/1999 C670 16 9"30/1995 50 M 601 0
25" 12/13/1999 C670 16 11/16/19355 49 F 601 0
27 12/13/1999 C670 16 12/08/1995 48 F 601 0
28 12/13/1999 C670 16 3/15/1995 45 F 601 o]
29 12/13/1999 C670 16 9/25/1995 51 F 601 0
30 12/13/1999 Cg70 16 10/09/1995 50 F 60° 0
31 12/13/1999 C670 16 10/09/1995 50 F 601 0
32 12/13/1999 C670 16 10/11/19395 50 M 601 0
33 12/13/1999 ce86 16 6/04/1996 42 F 601 0
34 12/13/1999 C686 16 12/17/1995 48 M 6014 0
35 12/13/1999 C686 16 9/27/1995 51 F 601 0
36 12/13/1999 C686 16 10/01/1995 50 M 601 0
37 12/13/1999 C686 16 12/27/1965 48 ‘F 60 0
38 12/13/1999 C686 16 212611996 46 M 601 0
39 12/13/1999 C686 16 9/29@ 995 50 F 601 0
40 % 12/13/1999 ' C686 16 8/017995 51 M 601 0
41 12/14/1999 C669 14 3/18/1996 45 M 6014 0
42 12/14/1999 C669 14 1/19/1996 47 M 601 0
43 12/14/1999 C669 14 1/24/1996 47 M 62
4 12/14/1999 C669 14 2/02/1996 46 F Bt 0
45 12/14/1999 C669 14 10/21/1995 50 F 187 3
43 12/14/1999 C669 14 6/16/1995 42 F BCe 0
47 12/14/1939 C€69 14 3/05/1996 4 M €31 0
43 12/14/1699 C669 4 4/09/1996 44 M 67"
49 12/14/1999 C669 14 4/11/1996 44 [ 6G1 0
50 12/14/1999 C669 14 2/02/1996 46 F 601 0
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Nothing unusual to report.

Addendum
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