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S 6' To begm the first S-minuté test period, the tester says, "I AM GOING TOASK’ You
-"_'_:_To OPEN AND PROPERI ¥ CLOSE IE[ES_EZ TWO IDENTICAL PACKAGES ACCORDING TOTHE "+
0N, ,,_».';-f-(Specnt'y other mstructton lou_atlofb xFapproprl te )
s el ._..The ﬁrst package is handed to the: pammpant by the tester; ho say's;’ "PLEAS‘-‘
OPEN THIS PACKAGE. /\CCORD(NG THE DRECTIONS OF THE CAP." *(Specify other instriction.
__.._'_."',-locatlons lfapproprta e.): Ifthe package contains’ product the tester shall'say;- "PLEASE
o EMPTY THE (PILLS, ’IABLLFS cow [ENTS; ETC )NTO"IHIS CONTAINER:", " Afer the pamcapantf PR
“opens the package the tester says "PLEASE CLOSE THE PACKAGE PROPERL ¥, ACCORDING '~
-TO THE INSTRUCTIONS OI THECAP." " (Spemfy other instruction locanons if ?ppropnate)
8. Pamcxpants are; allowed up to.5. minutes to read t‘ie I"lSU’UCtIOﬂ: and open and" ;
_ close the package,’ ‘The téster: usésa’ stopwatch(s) or other tnmmg de\.x 210 time the . -
- 37’openmg and resecuring- times. The ‘elapsed times in seconds £ open tne packaoe and 1o
close. the p'tckage arée’ recorded on the data sheet ‘as two separaze times. .’ Tt P
LT 9 “After 5 minutes, or wheh the partici pant has opened and closed the packaoe -
" ,_w)nchever CO[an ﬁrs the téster ‘shall’ ta‘ne all'test materials. from’ the pammpcmf The .
: partlmpant ! wy remove arid repla the closure moxe than ooc; if th e pa’tlupmt 1nu1ates -
" these actions.’ Ifthe participant does not open. the package and stops trymy {0 opcn A
. before the end- oFthe S-minute pcrzod theé tester shail say, "ARE - YOU FINISIE Dwyp [ THAT . .
. " PACKAGE, OR WOULD YOU LIKE TOIRY AGAIND' If the participant mdxcatu that he/she is ..
" finished or: cannot open he pa Log,e and docs not W15h to com.nuc {rym(/ S\lp to S
’IHSU’UCUOH ‘13‘._; AR i I L __‘_“ " SR
._ 10.” To'begin the second Lesl pcnod the tester sl pll g,tv‘,- he pamcu ant ano her S
-_'but ldentlcal package. and say, "THES IS AN [DENTICAL PACKAGE. PLEASE OPEN [T
- ACCORDING TO THE INS' RUCL IONS-ON TH CAD." A Specify other mstrucflon Eocauons xf
- r:_-"appropnate ) Ifthe package contains product the testershall say, "PLI/\S‘ EMPTY THE - 3"
. (PILLS, FABLETS, CONTENTS, UQ)I\J' OTHIS CONTAINE R." Aﬂe. the part \.lpant opens. the P
packawe the: tester. says' "PLEASE: ‘CLOSLE THIS PACKAGE PROPERLY, ACCGRDING T THE .
- NSH\UC [ONS ON T11E CAP" (Spc,clry other instructiow locations. sfapo opriaté, )
A The' pamolpants are aflowed up to 1 minute: (60 full seconds) to oper and
o ‘close the p ckagc ‘The: \.lapsed tmws n sncmds to open and to clo:e the. p”t kage'are . .

""".-‘recoloed on the data sheet as tivo separate times: ‘The-tinie that elapsea between thc. IR

~“opening.of the package nd the. end ofthe mstruchon to close the pad\:"e is'not counted__ o
as Part of the I -minute test Ume Sl TR B AL T g el S

) R i % “After the I-miniite test, or when the pamcm"mt has opened and closed the
; packwe whlchever comes first,‘the tester shall take all the test matérials. from the

pammpant The partmpam shall not be al liowed to handle the pad\aue again, Ifthe .
' "'pammp?n' does not. open: the packaﬂe and Stops trym0 to openit before thn end of the 1- -

T minute penod the fester shall say, ARE-YOU FINISHE D WITLFIHAT PACE AGE, OR WQULD
©YOU LIKE 10 TRY AGAIN?". Ifthe part 1crpant indicates that hé/she is ﬁnmcd or canriot o
“open the p yackage and does not \wsh to. contmuf‘ trymﬂ : hls sl\all be count 1 as 2 fmlure of

; _thu 1- mmute lmt' L L = : 2 '
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SR I’i Partwtpants v,ho do not open th\. packagc in tle ﬂrst 5- mmute test perlod are
‘--'_;."_asked to open and close two:non-chitd- resxst'mt screening packagcs “The parnc:pants are
L -__j'_'-_'-j.gtven a l-minute’ test pertod for cach package The tes er shall gtve the parttmpant a
B package and'say,"PLEASE OPEN AND PROPERLY . CLOSE THIS. PACKAGE*- “The tester.records™
7 the time for ‘opening. and closing; or. 61 séconds; whichever is less, on:the data sheet ' The :~
L ":'-,tester then' gives the: parttmpant thc second’ p*chage and seys "'PLEA‘SE O"FN AND
- PROPERLY CLOSE THIS PACKAGE." . The times-to open and resecure or 61, seconds '
. whtdnever is less, shall be ret.orded on ‘the: data sheet... :
_' 14 Parttc:panrs who cannot: op'-"n and. rasecure both ofthe non chn[d res-stant
3 sureenmg packages are riot counted as pam ofthe IOO sentor panet Addtttonal
- participants are, selecte_d_and tested. s s s 2 S S
X5 _3‘-No adu]t _,.,_ayparttc:tpate in more than two thts pct sit ttnf" Ifa person
.'vparttCtpatCS m two tests; the pacMges tested shatt not b° the same ASTM Iypf’ of
'-'..‘.--package ' R T g S
16 If more. ?dum in a sex or age group are tcsted than are nece:sar; to determtné .
o SAUE the Iast person(s) tvsted shat[ be eltmmatcd from that gjrou; ' L

(4) You nger- adult pwne (t) Onc tundred dd‘t lts, agje 18 to 43 mrluswe mth no- '_
overt ph) sical or. mental handicaps; and 70’ percent of whom are femmale; shall comprise-the
test panel for youngcr adults: Not:miore than 35% of adul ts'shall’ be obtaided of tested at . -
- -"any orne site. No. individual testcr shalbadrminister the'test to-more. that:35%. ofthe adults S
i ~testctl The adults shall be [Cb[c.d individually, rather than:in Eroups oft\\ 6.or more.. The -
“adults shall’ receive on[y stch prmtcd instructions on how to open: and properly rcsecure
- the special. pac\agmg as will appear on the package asiit is; deltverea to Ihe consumer; |
Five tmnutes shaI[ bc allowcd to complete tt_le opentng '\nd n apprOprtate the'resecurtng
' 'ﬁ:'ptocess R o - :

R (D) r{ecotds shall be I\ept ofthc mmwer ofadn‘ts unab ¢ to open and oF'tne___.

o -nrtmber oftttr other adults test ted who fatt to properly resecurte the specret packagmo The:-'{' N

_...‘-}-_number adults-who successfully open the specna! packﬂrmo andt hen properly resecure the'™
T special packagtng (tfre'-':“cltrmg Is apj )roortate) 1sthe pereent ofadu}t -use- eﬂccmeness of .
‘the specml packaging " In the case of unit pgci\?gtng the pcrcent ofadult -use eﬂectt»eneas_- -

‘ _stn[l be the numb ofadutts w]tO succcsstully open a .sm (umt) )acl.arre e e :

"...

"_‘-Adt!]t~_RéScC-t|t‘it_ig Pro¢cdur_'e e

) Aﬂer thc adult p’trtxcxpant in etther thF- sEnior- adttlt test of 16 CFR .
17OO 70(21)(3) or thé younger-adult test oF 16 CFR’ I7OO 70(&)( ) has re\ccured thc »
3_-i-pack"tg,c or at the end ofthe test period (w uct iever comps first), the tester shall ta ke the -
", “package and place it olt ofreat,h I he aclult partn:tp?n sha]t not be allov z,d to h"tnd‘e the"._'
. '..-':'_-"'_'p(‘CL\9QC "f._.)?ln LT T T ) ) ; ) s
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S 2 The packages that have been opened and appear o be: re ecured by 1dults shaH
._f.be tes;cd b} children accordmg the chrlcl test procedures to:determine if the pachages hav
s _.'__T_'_-':been properly resecured The. pac:{-ages are.grven'to-the-chrldren mthout being’ opened '
g -'-"_'..'resecured again for any:purpose. s :
S 23, Using the results- ofthe adult'tests-and the test§ of apparently-resecured-
- "-package b) childrer, the adult use eﬁectiveness is calf ulated'as'fol-lows

-.a;- Adult use e&‘ectweneas : -
s W1The number ofaoult opeﬁmn ‘and resecurmg farlures plus the number of - S
_'.'i'f___-'_?-_packages that Were opened by the chi !dren during th° full*10-rhinute test r‘nar exceeds 20%.-_'_-'
e of the '1pparently resecuréd packages,. equals the tofal number of failures. PR e
... .7 2. The total number of packages tested by adu]ts (whrch is IOO) rmus the total'

) '"number off’allures equ?ls the p°rcent adult use effectrveness T e
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,The Package

T'he test’ package was the 38min SAF:CAP TH-A CLOSURE ON.A'150cc HDPE ROUND
BOTTLE. For purposes of this test; aI 1-6f the unitstested were empty; and received assembl d
* Directions to'open the package read: "PUSH DOWN. & TURN TO OPEN-'-'-'CLOSE TIGn;{Te |
- 'A ptcrure ofthe packaoe appeﬂs in Flgure 1of thls repom""" LY

Panehsts S

-."__',Q-_?cmo;?)(lo’?()) emp Oy?d in the study st.usﬂed the reomremﬂnts of‘th‘ﬂ protocol \wth af rangma B
ifrom to }’ears of dge dwxded into thr e ' S
: O% fema e) | 8 o | e . afe 8roupsr(50 54 SS 59 and 60-70 &ears_old mth

:An addmonal 100 chnldren (aoes 42 51 months.lold evenly dksfnbuted).uere emp.{oyed to S
.‘_‘_.-__oetermme if the senior: 'idult panellsts properly closed thc '31Cnages S SRS

-"; e:.( SL_perwsor )

."::,_:.T*"S’ superwsor(s\ were mstmcteo to conduct the evaluanon ofthe p’\c‘,ndgmo. in smct accordanc R
-l.\\}:rb the CFF R T:tlg 16, Part 1700 with*final rile. changes c1ted in.the Federal Regzste: Vol GOe .
7::\(50 OL?%OWI‘;{:% qulyl ?tl 1995, pp 3F77i0 1037744 To ensure-these prmedures Were. adhered
: te quality systém was olf d, }
ackage evaluatlon , Y ) L .ox\.e _m,cmd% ?erFOd_lC Obse.rvanns tr(roughout “m.
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Result.s.‘ofthls study appear m tha.tablﬂs _ec fon’. Fth repart Tbese tabies reprﬂsent a
“compil ilation of alf data obtamed durmg lhe study:i-For: -Clarity in presentatxon and dkscussmn of this’
2| nfbfmation the foIlowmg features wxl[rbe 'u'sod c.sf._ he ma_)or' omts ofdtscussmnl

_.,_:Sen r"us _e‘f‘r"ectrvenes, ) :
LR -‘.-'ILSemor resecuring use’ effoctlveness B . -
© ik o Meeting CER: Title:16, Part’1700; “with ﬂnal nile: changes cnt°d in the Federa

-"r'_'_,_:"'fiReglster Vel 60'No“140 }rlday JuU 21,1995, pp.37710 1037744, . *

The semor panel COrISISted of 70, fm.alc;, and 30 males 'Result _'fthﬁ- qpmor tea appear in Table

1"ofth1;. report. ‘A total of 25 ofthe 25 seniors in. ‘the 50.to 54 yearold. -age-group were successfu _

in opéning the first: package and openmg and properly closing the second package; 25. ofthp 25 L

.g_sémors in the S5 to 59 ycar old age group-were successfu and SO of the 50 semors were : '

successful in'the 60° to 70 year. old age group ‘The senior- use ef’fpctwenas; was: calcu}ated at 100'--:-;' o
'{?unus (8 for a ﬂnal semor use cﬂectlvencsq mcxudmg3 the. resecurmg test, of 1 100 for the: 100 _

. seniors and 100 chlldren who tested the pact kages apparently rese cuted by the samors The exact'f-..fj.’f .

openmo and closmg tzmcc areg vpn m { n: Semor Test Packag,mo Dara.

'f.'_"Semor resecurmc use ef lcct\\eness . N SR A :

A Zjroup of 100 chlldren were employeo to test he packagr«s LML were apparen ly resecured by

“the semo ~adults.: ‘Results ofthe senior- resecm mg, tes t with. chl‘dren appear in Table Z oftius e

Creport. A total of I child was successful in opening the apparently. resecured pac kages The S
amount.over ?O% ( OO X’ ? = 20)';»0 an d is. oubtmc ed from Lhe calcul_ated ﬁemol u~,e '

Lﬂt’.CUVCﬂCSS

N leetmf’ C F R Tltle 16 Part 1700 ‘Vlth ﬂnal rule chanaLs u ed in the Federal Re'qster: 'Vol GO o

,‘L'r_\Lo_iﬁQJ_Exdav July 21, 1995, pp"«moto 37744

"_._'_'[ e 35 SAF-CAP T11-A CLOSLH(E ON'A 1506¢ HDPE ROUND BO.TTLE ulfills the
l ’ ,.standa.ds for senior-resecuring eﬂeflwpness accordmg to 1CF. R Txtle 16 Part 17@0 thh ﬁnal .
f’,f_";rme chanoes mted mthe ederal RE:"IS er, \’of 60 No 140 Fnday Juiy 21 1995 pp .>7710to

i Page 17.0£26+ )




_._'h'E"'.'da;f'a_ p_ré_s'e'ﬁ.t‘edf i_h:the"nepoql.d_é"mQ_f.,lSiFa_t?S-ﬁ: a_t’.t' eBSmmSA.RCAPIH-ACLOSUREON A
| s06c: HDPE ROUND BOTT LE fiilfills the requiremerits for séniorsresecuring effectiveness’;
" mccording to-the-Code of Federal Regulations Title.16,Part 1700;.wi thifinal rule;changes cited in:
“the Federal Register, Vol, 60,No. 140, Fridéy; July 2151995, pp. 3771010 377447
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Evaluatton ofthe 38mm :SAF' CAP III '.__CLOSURE- O\I-A,_I ﬁOcc 'HDPE ROUND
BOTTLE for semor use CHPCUVBHGS) for. Van_Blalcom C_losures 'In,c

:, OPen'_ g' test eval ,_a-ted by

\ Its 501070 years of.
: age for semor 1ise eFrPc veness I R T

- SuccessfulPanehsts PRI
3 ' ".Sccond Upcnmo and

o PanehstsTested .

o s0-sdvemsold: o

) I.'.'I::e’fn'al'é - .
S Male 1

- 5;)_:’;2)(_6;?1_('5 old |

__Femﬂf;'::
Mil :

60 7O ears. old_ii,'."
Femal ARG
Male A
Sl;b__t_otal_- S

| SEMONUSE BRPECTIVENESS=100-0= 100%
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