s . Il\ alua‘uon of the T A
-“38mm SAF CAP I1I:A CLOSURE, ON R
~A150cc HDPE ROUND BOTTLE . .
for Senl(}l Resecurmc Effechveness
for Van Blarcom Closures Inc '
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Noveriber 17,1997

"-"Vmce Scuderx A L
“Van Blarcom Closures Inc S
" 156 Sanford Street."

Brooklyn NY 11205

Dear Mr Scuderr

'Herem is out. report trtled "Evaluatlon ofthe ’>8mm SAF CAP III A CLOSURE O\‘ A lSOcc '
-_-;:'-,_g.'.HDPE ROUND BOT FLE for Semor Resecurmn Eﬂectrveness for Van Blarcom Closures Inc

_:'The test unit was evaluated by usmg thc Consumer Product Safety CommISS\on Protoco and

R Standards In the study | the test unit. filfills the requrrements for senior-resecuring. eﬂectrveness as

- perthe Code of Federal Regu tions (C.F.R.) Title 16 Part 1700, wi ith final rule channes cited i in .
. he Federal Remster Vol 60 No 140 Irncld} July 21 1995 pp 37710to 37754 o/ '

. : '/r‘

Aﬂer you have had an opportumty to re'td thc rcport I wrll bc p[eased to rewev rt }Vl[h you.

.' "-‘ Smcerely,

PERRITT LABORATORIES I‘\C
o //

_'--,--. , -
o -~ s
N - -~ - N . .
i Wi e
IR A= o :
: T et /,..
o= >

P e {/ e _r., ’,.A' l’."». -
/. .

chtnrd A Waél/ :
- Drrector ofConsum& Product Teﬂng

¥
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~'."_'-".Date
'Samples of

.:A__‘..':Contract No .--:.".1271 017 . .+ .
. Samples Recelved Septembﬂr 8, 997 SR
"I"‘,-Submiﬁ;‘?d by: - . ;_Vmcc Scuden L ERTE

"'Van Blarcom Closures Inc
-+ - 156 Sanford; Street
¢ Brooklyn;NY 11205
" November 17,1997 ©:" .
_._"3‘8mm SAF- CAP I1I- A CLOSUR_E ON _

i TA'150cc HDPE ROUND BOTTLE

Ob ectlv |

"_f".."The chent submxtted the above sampIe for a study to determme 1fthe unif is in comphance thh ST
" the Consumer Product Safety Commission (CPSC) protocol and. standards for senior- reseCurmg -.

© - effectiveness as-per the Code of Federal chuianons (C FR. ) Title 16, Part 1700; with final-rule
changes cmted mthc Federa! Re"rlster \’oI 60 No 140 Frxday, JuI)z 214 1993 pp 37710 to _
37744, . S REEE o

o '-'.'-‘Pr'oCed'urés .

The protocol for the cvaluauon onackamrw for p01son prwentron (C F. R TxtIe 16 Part 1700 S
“with final rule changes cited in'the Federal Regls er, Vol. 60 No. 140 Prlda) IL“, 21 1995 pp. - -
- -"37710 to 37744) was strxctly adhered to for this’ study . _ A A

PahéIist's R

: ':'-;In h» course ofthxs study OO scmors (SO to 7O year o[ds 70% fem? e) wer\, employed An
. addltlonal IOO chlldten W ere employ ed to test the pac\agas that the seniors reMIOsed

".'l'._'."'Thls study does not mclude a 50 ChlId 5 qu_en_gl‘al_test par]eI-for';hl!d{csxs_tant'_eftelct‘_we_ncs_s_'as S

B 'supulated in the regu}a“on -

e Results .

o Results ofthe study mdxcate thaz the .wSmm SAF CAP III A CLOSURE O\' T50cc I-IDPE _
o '.'..f'ROUND BOTTLE fulfills the standards for senlor-resecuring eﬁectweness ACcor dmO to C.F.R..

16, Part 1700, with final rule chanoes c1ted m the Fedexal Reglster \’ol 60, \’o 140 Frlday,' .

B ‘.;',._Jufy 21, l995 PP 3?7!Oto '%7?44

o Dagé'__d,'bf'zs o o R
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{i J II INTRODUCTIO“{

'-FVan Blarcom Closures Ing wlshcd to determme 1fthe 38mm _ C ; OSUR_E ON A .l
150cc HDPE.ROUND. BOTTLE futfills the. Consumer Product Satety Comnnssrort 5: (CPSC) P
--_-standards and: protocols for senior-resecuring effectweness set forth in'the.Code, ofFederaI T
‘Regulations Title!16,-Patt.1700; with final rule changes citéd.in‘the Federal Register, Vol. 60; No_ TR
140, Friday, July’ 21,1995, pp: 37710 'to 37744, Perritt Laboratories, Inc.; 2 NAMAS accredited__ R
-':-'laboratory for'testing: child- resrstant packagxng accordmg to the CPSC protocol was requested R
f«'to evaluate the packaomo uSmc the above protocol St LT Ey R

: Pemtt Laboratones Inc an 1ndependent tebtmg laboratory has. been evaluatmo chlld re51stant

~pack aging | for both mdustry and government for-over twenty. yoars The: company is recogmzed

“as the leader inthe field by virtue of having employed hundreds of thousandsof panelists and
.--e_valuated thousands of‘packagmg concepts for child- resistance.: Perntt Laboratones Inc. uttlrze:S o
standard operating procedures (SOP's), along with quality Assurance proorams in° accordance wtth“'ﬂ,*""_ o
'._'good Iaboratory practlccs (GLP) for no n- chnzcal Iaboratorlcs : : ‘

_f_In the course ofthls evaluatlon the pack?gmg Was tested th 1 panels cortslstmrr of IOO semors SO o
£0.70 >ear -olds, 70% fema[c) and 100 chtldren (42 toS1 months ofage e\«enl) dlstrlbuted) '
'-:_obtamed from nursery schools, day care: centers and civic _groups.” The. data derived from the N
-:;study weré assembléd:in a meanlnrvful fashlon and. revxewed to: dctermme W heth\.r the: pa,ckaﬂmg

~migt the cited standard for po;son prevenuon packagmg mth resmcunng eﬁectn eness pr'esented
_.heretn L R Do _ RN

‘- Perrttt Laboratortﬂs Inc. recelved 1ts updated I\AMAS accrednatton (#?l4:>7 SII ) for testtno ' P
. packaomg for child- reSLStancc accordmg to CPSC s ﬁnal ruhng pubhshed in t'ne Federal R;eqster L
'Vol 60 No 140 pp 37710to 7744 in Aug,ustofl995 S Lo

o NAMAS 18" the Nattonal Measuremenr Accredttatton Serv1ce ofthe Umted }\mﬂdom .
S Orbamzatlons accredited by. NAMAS meet the requirements of EN 45001, 1SO Guide 25 and the o
“orelevant. requnrements ofthe [SO 9000/5\’ 29000/BS 5750 series’ ‘of sfandards including’ those ofl”

- the model descnbed in ISO 90071’EN 29002/85 5750 Part '2 when acttn&, as supplters producmg
- test. rc;ults : L L R e L
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PROCEDURE

""'._he Followmo standard and protocol was adhered to m"thrs stud

':Protocol _

3 Code oFFederaI Renulat:ons Trtle 16 Part 700; wrth final 'rule changes C( ed in the Federal R S
-‘Regrster Yo r so No 140 Fraday July 21 1995 pp 377]Ot0 3774400000 .

17OO 20 Testmg procedure for testmﬁ specral packagmg

(a) Test protocols a: (I) General reqmremeﬂts - (1 Requrrements For pachanmrr:_y-__ S

o UAS specrﬁed in.§-1700. IS(b) special packagmn is requlred to meet the. chrld test - L
PO requrrements and the -applicable adult test requirements of this §1700.20. S

) (i) -Condition ofpackages to be tested.. (A) Tampér-resistant. feature Any .
o :-"tamper resistant-féature of the package to.be tested shall be removed prior o testmg o
"+ unless it is part of the package's child- resrstant design, Where a’package is supplied to the‘.:_ '

' consumer in art outer packeg,e that 15 not part ofthe pa Lages chr[d re;tstenl de':mn one -
'ofthc f’ollowmg situations applres ' : S :

S (1) I the child:test, the paemane 15 removed from the outer pacmnc and t}
o ig",:outer packege is not given tothe child.~ : o L
- (2).% . Inbjththe: adult tests, ifthe outer pacL age bears instructions’ For how to

""._f._30pen or proper]; resecur e. the packeﬁe the package: shall'bé given to the test .. i
- ubJect in the outer pacM ge: -The time requ1red to remove the’ pamage from the o
: ':-_outer packages is not counted in. the tlmes al!oued for attempunw to. open and lf' o
" _“appropriate, reclose the packqﬂe Srad : . S
(3 In both the z\riult tests, if the outer pack ge does not bear eny mstmcuons
: “re!c»ant to the test the. package will be rﬂmoved f'rom the OUE&! pama\ge and tne
" outer packabe is -not” given to the. test subject ' :
- (B)" . ‘Reclosable. packages.- ‘adult tests: In bot 1the adult te;ts reclosable :
'"packages 1Fassemb1ed by the testing, agency, shall’ be properly se cured at least 72 hours _
. prior.to bebmmnn the test to aHow the materials (e.g., the closure liner)to "take a set." If B
o assembled by the te atmg agenc Y, torque depewdent closures shaH be secured at'the same
" on-torque as applied gn the packaging line. Apphcatlon torques must be recorded.in the -
- test report.. All packaﬁes shall be handled so.that no damage orJarrmo ‘will.occur durmg
st storage. or transportauon ‘The packages shall not be exposed to extreme condl tions of
heat orcold.. The packages shall be tested at room temperature. * - L
A - (2). Child test - (1) Test subjects (A) Selection criteria. Use from to 4 groups 3
' .,-of 30 children; as required under the sequentlal testirig cnferra i ‘Table 17:No- more’ than
20 percent oFthe children in each group shall be tested at or obtamed from any yven site.
Each group ofchrldren shall b“ randomiy s:.ieaed as to age subject 0 the llmmuons set '

Page 6 ofzo
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‘ "da) 'and year.

- drf‘r"erence in years, and add this value to the number of months thiat W as. obtarned when® 2.
" the birth.date was subtracted ‘from the test date."This ﬁgure errher will remain. the same or"-f_- EE

. be adrustcd up- of ddwn by I mon(h dependrng> on the numoer of"da}s obtarned in the S s
'-."subtractmn of the birth date from the test date. : '

. .‘_"'f‘orth below Thrrty percent oFlhe chrldren in each group sha!l be ofa e 42 44 months 40,-_'___ P
. 'percent ofthe chrldren in- each group shaIl be ofage.45 48 months and 30 percent ofthe .
.~ children.ineach group shall be ofage 49 St month 'The chrldrens aoes shall be"
o aIculated as‘follows: ‘ .

(1) Arrange the birth d'ate and iest.da*e.by.th‘e;num'é:rir':fé'l'.6{—:'5@{1‘-& c,ms,.f‘o'r;f'-'r"_n'oh:thT

a(2)F Subt‘rac' the: month da) year numbers for thebirth: dat:e'from the respectrv _ :"". Lo

' numbers for.the test date, Thrs may ‘result in negptrve numbers for the montns or days. -

~.(3). Muhrpl lhe drF‘ference in- years by 12 ta-obtain the' number- ofmon hs in the

(4) 1f the number. ofdays obtamed by s-rbtractrnw th _days in- the buth date from

the days in the test date i 1s +16.or more, : t month is-addéd to. the number or‘months
. __'__obtarned above. If the number of'd’rys is -16.or less’ subtract 1:month:-If the: number of
: days is between -15and +15 inclusive, no chan"e is'made in.the number of months,:’

- (B) Gender drstrrbunon Tne drﬂerencc between the number 6f boys and the

o numbcr of girls in‘each : age. rangc shaH not cxcced 10 percent of the nunber of‘chrldren in’ S
- that range.- The children selected should hdve no: obvious or. overt. ph;srcal ormental o L
~“handicap. Each chr!d s parent.or- guarchan shiall:réad and, srgn A:cOonsent, form. prror to. the e L

__'-"-_chrld s'participation.’ (The C‘ommrssron staff-will not disregard the resulrs o testso s BT N

T performed by other. pcrrres srmply because. rnformed consent for chifdren is not: obtemed ) ."""

) Test faildres; A test failure shall be any child who-opens.the specral pac:{egmg_:’-l-. s

‘ ::f or garns aeces:. to its contents “In: the case oFumt pacnaﬂrnﬁ however a fest f'arlure shall -
N -'_""be any child’ who opens or. gains: access to the nuniber of rndwrdual units. nhu,h constrture :
© . the amount that t may producc sérious. persanal i njury of s°rrous rllness or'a child: who ™
""" “opens or gains-access to-more than 8 individual units, whichever. number is lowet; durmg

“-the full 10 nilnutes of testing.. The nimber of Gnits a child opens or.gains access to is- =
7 in erpretccl as the individual units from which the. product has been or can be rcmoved in '.
" whole orin part.. "The determination of the amount of substance that may prodice serious
personal injury. or serrous ilness shall be based on a 2‘*—pound child Manufacturers or. .. -

~ packagers intending touse unit pacLa_rDrno for d'substance requiring specml packagjmg are
requested to submit such toxicological data to the Comimission's Office of Comphance

v

(i), Sequential test. - The sequentrel test is uutrqlly conducted, using 50 children,
md depending on the results ‘the'criter ia in Table I .determine whether thc pac‘-\age Is -

o .euher child-resistant or not child-resistant or whet her flrther testmv s requrred I‘urther
testing is requrred rF the results are inc Oncluswe and rnvohen the'use of orie or niore.
“additional groups. of 50 chr(dren each, uptoa ma\rmum of 200 chrldren No rnchudua!
. shall administer the rcs* to more than 30-percent of the chil rlren tested in cqch group:
T ab]c 1 grvcs the accep mce (p'\SS) cor\hnuc tesrrnu and I'CJCC ion (Farl) crnern tobe

. -.'?ageﬂ?.or 26"
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uw Fnt Smmutes and thc Full 10 nunutcs ol'Lhc C}uld ren's Pro{ocol Tcst .
B Cumulnu\c :
“Test f’a«;c. :
L] childeen ™| Pass Continee | Faif | 'Pass - | Continug | . “Fait " |

e 50f ' ' 70-50 |6 s
51| 2634 {11354

Packac:c ov'xmms:s L

:ru_mt_)cr_q_[" S ﬁrsl § minutes R e TR _Ful[ 10 minutes

_ ,"used for the frst S mmutes and the full 10 mmutes ofthﬂ chlldrens test Ifthe test ) o
" . continues past the mmaI SO chrld panel the package opemnos shown in Table bare:
'-:cumulallve o - S ‘ - Lo T S
(w) Test procedures Ihe chzldren shall bc dmded i o group: of t\\o Th°

. -testmc7 shall Be done in a location-that is fqmthar to the children; for example their,

o 'customary nursery school or regular Lmdergarten ‘No'child shall test niore than two.. oo

. .7 special packages ‘When more than one spec1al package Is bemg testéd, each package shall'."'

. rbeofadifferent ASTM type and thicy shall.be presented’ to the!paired childreni:in random
- order. “This order shall:be recorded The chﬂdren shaH ba test cd by t 1e proredure ST
’.*"mcorporated m Lhe fo]lowmg tes L')structnonS' EEER :

g .S_ta'ndnrdiz'e"ci.CIJiIad-'l".cst lns'tn_ictimls

Redosable p*tckanes if ?::St?.mbl"d by the tﬂstmo agency sha l be prOpcrly
: '_'secured at least 72 hours prior to the opeqmrr described. in instruction rumber 3 ta allow L
" the materials, (e.g. the. ciomrc hner) ' take a set 'Apprlcatnon torque> mus{ be o
" . recorded inthe test report. . 7 T SR : - R
C T 2 AN packages shaH be hawdled 50 that no- da'nagc, or}arlmo W 111 occur durmo _
REEE: storage or fransponetton “The packaces shall not be’ exposed to extreme co*rdmons of

. heat « or cold ‘The packasc,es shall.be tested at room. teniperature. P oy ,
e . Reclosable: packages shall be oﬁéned and properly resecured one nme (or more
- ___-';:,1Fappropr1are) by the testing agency or othcr adult prior to testing. The opening and-

- “resecuring shall not be done i in the presencé of the ch1!dren (In'the aduli- resecuring «:e;t

-~ the tester must not opcn md resecure the packagc_ prior to the test.)” Lmultlple ' '

'. , -opcnmgs/resecurmcr are to be used, eabh of four (4) testers shall open'and properly

- resecuire one forth of'the packages once and then shall open and prope rl) résecire: each .

4 ' p'rcl\aﬂc a second thrrd fourth throuoh tenth (or othnr spccrﬁcd numoel) trme in the

' Pag‘e'- 310?- 2.6 '
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resecured again prtor to testtng ‘The name of éach tester and the package numbers that -
. he/she. Opens and. resecures shall be recorded and reported At is not: neceasary for the

o iﬂ{_fpermanent or; temporary illness; thury, of handtcap that
e .__ef’fectlve partrcrpatton shall be included. in-the test. -

"_.f'-_'-'_chtldren and that'i tstso lated from all. dtstractlons

- areward.

'~'_"»,'sqme sequence as the ﬂrst opemn&, and rﬂsecurmg '_-I“he packages shal l not be opened and

~"-tester to; protocol test the paekagea that, they opened and resecured_._ T
w4 The chitd. shaﬂ have no overt physical:or mental.handicaps..No'child wrth‘a
‘ou d mterfere W it h N:/ er’

'5.5The testing 5 hall take place'in awell- ltgnted !ocattor that b-fammar to tt

, 6. The tester or another adu1t s'nall eseort i pasr chhrldren to the test area.=The
. tester shaH seat thc two chtldren 50! that there isno vmual barrter betu, een ther nldren and'__;}

["_thetester T e e T e T e e e
o i Tne tester’ shaH taIL to the chtldren to make them'feet at ease . : »
_ ~ "8.%The-children. shall not. be gtven the tmpre:.Ston that they are tn 4 race’ or contest
 They 4re not. to be told that the test isa garne or that tt s ﬁm They are: not to be of’fered

} 9.~ The tcster shall record: al l dam prtor to or aﬁer the test so thu qu attentton
can be on the c n|drer1 fturmg the test period.s T e
10 fhe tester shall use a stopw atch(s} or.other. ttnnnO dewce to Ith the number

‘ n 'ofseeonds it takes.the'child to Qpen the package and to:time the 5-minute test pertods

B _"pu /\Sf n\y TO QPENTHIS FOR ME

e “To bcgtn the test,: the tester shatl ha'td the.chtl lren tdentlcal packa es and say,

~1f a'child refuses to P artrcrpate at‘tex the test has qtaﬁed the tester. sheH :
»reassnre the cntld and. g,ently eneourage the chtld ta try. I the! ehnd continucs to reﬁtse T
the tester shiall ask the child to hold the package in’ ms/rn- lap until the Gther child is

.. 'finished. This pair of children shall not -be eliminated froni the results s tle<° the reFUSInrv

:.'."st allwatch the children at all times. during’ t'rte test. The tester shall minimize = 5o

child dtsrupts the:parti icipation ofthe oOiher chitd L ~ S o
13 E'tch child shall be given up to.5 mmutes to’ onen nts/her mct atve l"tt_'e'_tes;ter_ e

_:convetsattons with the children as Idng as they cont inue to attempt to open: their packanes o
" The tester shall-not :ltccourage the children verbaHy or- wtth facsal e\pre551ons At achild

gets frustrated:or bored and stops trying ‘to open his/her pncwge ‘the tester-shall reassure
¢ the child and gently encourag,e tt*e chlld to Leep trymﬁ (e g ple’xse tr> to open the a2

.packa(ye 4 . L : 2 PLES , S
o 14 ‘The ¢ nldren shall be ellowed freedom ot'mo"enﬂent to work on [hClF packaﬂea,; S
7 aslong as the tester can watch Both chtldren (e g, they can s'end up ge doxnn on the o

foor, or bang or pry the packawe)

15.- Ifa child is endangering httnS"lt or. otners an:, ttme the t‘" <t aH be stopped‘
5 .and the pmr ofchtldren eliminated from the final resutts L L . _
) 16, The ehtldren shall be nllou ed to talk to-each other abou p_.e-t_n_ng, t_h_epa.ckag_es’i, L
'and :,hall be allowed to-wa ch ench other try to open the packsges B

- P'ag'é_ __9‘_'-qf.2'_6_'-_-
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e 1? A chtld shall hot be aHowed to try to: open the other child's packqge AR
S 18 Ifa Chlld opens hlslher packaﬁe the tester smH sayv "IHA\.'P You,* take the
-..package from the child and put it.out of the’ c"nld s reaoh"' ‘The child sha "'not be asked to
L open the package a: second: time.” Ee
' 19, At the end ofthe 5-minute. penod, the tester. shall deronstrate how:to open
the paekage ifelther child has ot opened hlS or. her'packager: A separate ‘demo package_f
f__-sha l be used: for the demonstratton oy g - e
o 1120 Priot to begirning the. demonstratlon ‘the tester shall ask the chtldren to sep s
. -..‘flthetr packaoes aside The chi ldren shall not be al owed to conttnue 0 tryr to open therr A
. packaoes during the demonstratton pertod . T ' SR
‘ . The tester shall say, "WATCH ME. OPEN MY PACK_AGE _ SR SRS
. 27 Once the tester. gets the c‘ttldrer s-full 9ttentton ‘the tes ef =hal hold the derno S oo
"package approxtmately two feet; fromthe children and open the package ata normal speed S
.. asif the tester were gomn to use the contents There shatl be no. exaogerat d opemng
k .'movcments - : T : :

- 23! The tester. shall not dt;cuss or descrtbe how o open the pacl age
24. Tobegin the. second 5- nnnute p lOd the tester shalt sa) M).V Y()UTI\Y TO
owrmounmcmms‘"'-'-:_' s - . S S
.25, Ifone or both' chtldren have not used thetr teeth to try to open the‘r ackaues g
_._-durtno the: ﬁrst 5 minutes, the tester.shall:say. tmmedtately before begmmnf' thc second S-
' .-,'-'nunute )ertod "YOUCAN.USE YOUR; TEETL IF. YOU W/\Nl IO & Ttus IS. the only statement '
-';that the testér shall make about usmé, teeth. EENS S ST
. .26, The test shall continue’ for an addmonal S tntnutes or untd bodt chlldren have
.'opcned their 1 nckaﬂes whtchever comes. first,” I R _

2T At the end. of the: test. penod the: tester shall: say, 1 t/\Nt\ &o'J l on HL[ PNG e
o Fchdd en’were told that tney could use thetrteeth the tester shall sa) L\()Wl TOL D.

"'_-_-‘rOU H'\I YOUCOU[ DX USE ‘rOU ?.'H TR IOD;‘\Y BUI YOU S‘ lOULD‘\IOl ltﬂ THINGS: LIKE.

_ 'mts IN.YOUR MOUTL /\o/\IN "Intaddi thﬂ ‘the: tes er shaH say; "NLVER OPEN’ACKAGES' . _._
: _'HRI TS WHY N YOU ARE BY. ‘OUT?SI"IJE" TH S '\I“J‘J O‘* PACI\J\GL MIGH Jlf\\’l SO\‘[ FHIN’“ =
.-INIHH/\IWOULDMI\U YOU SICK." " F 0 7 e e = e
28 The childrenshall’ be escorted b"tk_l\ to thetr claasroom or otn ¥ sn )ervtsed area
byt he tester oranotheradult e e T S
' 29 If the chtidren are to part1c1pate ina second test the tester shaH have them
'stand up and stretch for'a short time before begmmng the second‘"tem The tester st,all
; .-'.'.take care th'tt the chlldren do not- dlsrupt other tests in p.ogress ' RN

- (3) Semor ac ult pane] (1) Tesr SLIb_]ECtS Use a group of IOO semor adults Not L

-'_'-"more than 24 percent of the'senior- adults'tested shall be obtained from or [Cthd atany

. one site.” Eachgroup of senior adults shall'be randomly selected as to age; subject to the .

'_ -hmttatlons set fortlr below. Twe.tty five percent ofithe parttotpanta shall bé:50-54 years of
’e, 7w% of pmttcxmn 5 s.n[l be 5’& 39 yea"s ofane 'tnd '30% oFthe partmpants sha | be

’

R -'7'-_'Pag;e" l 0 'of 26 -
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_ 60- 70 years old Seventy percent of lle partrc:pants ofaoes_-SIO 59 arl a:e; 60 70 shall be
| "'female (170r.] 18 fermnales shall be araportloned to the 50-54- year age g oup)_'_f No: mdlvrdual'
. tester shall admrmster the:test to-more thar.35% ofthe senior adults teste '
selected shotld have no- obvrous Or overt pl1y51cal or; mental drsabslm
R . (it);Screening’ procedure:- Partrcrpants who are unable to’ ope.l the. paol agmg
[N bemg, tested in‘the. ﬂrs ‘S-minutetime perlod are given a screening:test The srreemng
_"_;'f."tests for this purpose shall use two packages With conventional (not cml -resistant (CR)
- .or specra I'") clgsures,” One closure shall.bea: plastlc snap’ closure and the. olher aCT"’

~shall have been resecured 72 hOurs before: testing at- 10 inch- pound> o“o que, “The:
--"'contamers for both the snap- and Ct- type closures shall be-round pla:m contamers in-
“sizes of 2-0uneé £ % ounce. for the CT-type closure and 8 drams & 4 drams for the sna p-

mmure screemng tests s‘lall not be counted as partrcrpants iri'the sénior-adult panel

'.who bOT.l'l opened 1he p'lcl\age in‘the first (5- minute) test period and opered r«nd (1f‘
)proprrate) properly resecuredt the package in'the 1-minute test period S
“(iv) Test procedures Tlle semOr aclulrs slla | be tested mclme ialiv, ather tllm in-
groups of two or more:; The:senior adults shall receive: orrly such printed mstructrons on -
how to open and property secure tHe SpCCl'll packagmg as will appear on or accompany

L to lle procedure moorporated i tllC f‘ollowmw senior- adull panel test ms'ructlons

Tcst»Inst’ru-‘ctions _for Seuior-_-"l“cst o

The follomng test mstructrons are used for all senior tesls £ rot-reclosa _l‘e_’ ”
p“'.clﬂrrcs are being’ testeo tlle commands to close the. pacl\'me arc" “eliinate d
‘ 1. No adult.wit ha permancnf or. temporsrjy illness; injury;. or disahili
. would mterfere with histhereffective pamorpatron shall be included in’ the tes'
L L 2. E?ch adult shall. réad and blgﬂ a'consent form prror to pml lp--m( Any
o spprOplrale langume frony the consent form may be used to recruit poterial pwrtlcrpanls
- The form shall include the b?::lc elements of informed consent:as defined i in I6CFR™
o 1028.1 16: “Before begmmno the, test “the tester shall say, ”E’Lf ASE: READ 7 \DS((N THIS
L (,ONS'LN( IORM " If an adult cennot read the consent form for ?n) re@o1 (lorgot glasses
IR lllterate e o) he/she shall not pwrttcrpale in the test, T R R S
-~ 3. Each'adult sha l partrcrpate mdrvrdually 'md not in the pre\ o-E_otller FERE
' p rtlcrpants oronookers TR T A (L R 3
" 4. THe tests shal} be’ corxducted in well mh ed ancl orstraclro. (ce areas,
. . 5. Records shall be filled in before or-after the test, so that thetes: er's Full
,'f_-atlenllon is‘on tllC p'*rhcrpml during the test perrod Reco:dmo Llre tes!
| ‘-rebcc.ure tlle I,'J"lC:\ﬂ"BS are the only e\ccptlom \ ’ ;

R

-,.eres to- ope"l and; ‘

_'.'.Pé.g'e lI .‘o{_z'(_,‘.:.f:'j: -

plastic closure I:ach closure s'nall have a dzameter 5f 28 mm £ 18% and [he CT closures ST

. type closure.. Pe.sons who cannot open;and closo both of the screening pncl\ages in 1- et

NaHE SAUE. The senior aclult use eﬁectlvene=> (SAUE) is tha wercentage of adultsi o

- the pacl\agc asiit is'delivered to the consumer. “The senior-adult panel is tested accordmo S
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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

”Lgt 5013 of26
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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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*DESCRIPTION ~38mm-Saf- cap III-AF
CONTRACT -NO. 71271017
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Evaluatlon ) __,he,38mm SAF-CAP-III-A! CLO‘ JRE ON'A"150cc HDPE'ROUND -
BOTTLE for semor—resecurmg eﬁebtxvenpgs for \/an Biarcom Cio>urr‘s Inc e

- Sen; or'res cured pac\dge open \0 test: eva uated by D '
:_':'(,hlldr\,ﬂ 42 to:S51 m@nth: ofagn for senior R

S T T e ’Stmcew ful Panellsts _
. .. Age ih - E | - 1: i | o . N Befofe Dpn]o Aﬂnr Damo IR SR

:3.;'___ 'Ihe amour ove, 20% (IOO >\ 2 ZO} IS O and l:. sub racfed f“rom th calx,ula ed >emor us*a
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DESCRIPTION

97/22797:CB59

L. H9/22/97 C859 "
.0 9/22/97.°C85%
1 ..9/22/97:C859 % 14
L 9/22/974€859 ¢ 1

'-j9/23/97 ‘C549

Ci9/26/977C071 i1
+..9/26/97.:C071 .
L9426 /97 COTL
S .9/26/97-.COTL
9/26/97°COTL
. 9/26/97:C07L . 416 .-
.°9/26/97:'COTL.. 167 7]
. 9/26797 CO7L-
-9/26/97..C07Y - "
- 9/26/97 €OTL. L
9/26/97°C071.
L 09/26/970COTL A
. 9/29/97:C620 "
. 9/29/97.C620 . .
LT 9/29/97:-C620 . -
1 197/29/975C620.0 1
. 9,/29/97 C620.
. .9/29/977°C620 .5 .14
2 -9/30/97°C066 -1
- .9/30/97.°C066 .5
- 9/30/97CO66: .
."9/30/97.CO66 -]
jﬁf9/30/97 'C066 -1
¥ 9/30/97.C066 .,
ﬁ9/30/97ACO661fL_.¢
-9/30/97.C066 ...
. ~9/30/97.C066"
S +9/30/977°C066 L6
©.~10/01/97. €511, .11
. 10/01/97+C511 57
5. 10/03/97.C552 ..,
+ 10403/ 97552 7
7 ..710/24797:C0O76
."10/03/97:C077.°
v 10/03/97C077""
10/ 03497:5C077
© 1 10/03497-COT77
'flO/l4/97 €076

9/19/97 “C882
9/19/97,.C882
1/22/97-C859

10/03/93;
$/05/93"
12/26/94"
12/19/93";
9/26/93 i
9/26/93. .
2/18/94 < .
'8/20/93 .1}
+B/20/9317
11/23/93" 7
'9/14/93"
S6/18/93 -
© 7/06/93
L 6/16/93.
T 6/30/93
19/05/93
G /L9793 5
iR Ls4/10/94 o4
- <3/15/94;¢-

9/22/97:.C859 "

9/23797 €549

12/31/937f1
2726/947
8/09/95
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DESCRIPTION
QQNTRACTﬁNQ

10715,
10/15/97

'"11/05/97-

1L/06/97:

i 11/£06/97. -C8¢
.02 11/06/97C8
L i11/06/97
S11706797)

~11/06/97:
11/06/97"

.'11/06/97

, 11/06/97.-w

11/06/97%"

-ll%oﬁ/ng
-Lfl?/06/97-.
;”ill/06/97:.
@11/06/97

_ip11/06/9
Y 11/10/79;
.‘11/10/9

“11/10/97

55?J1/Jo/97

‘l1/10/97

'3f;11/11/97_
A1712/87"
S L1 12797

,L'll/12/97

fﬁFll/12/97

.11/12/97

5ﬁ11/12/97

" *'1/13/97..
:;11/13/97f

Sl

4 e L1/13/97,
“.ﬂll/13/97
C1Y/13/97

% ALL13/9T.

11/13797°

511/13/97<,f ffm

.1&1/26/94;
i 4/10/94
_f54/01/94
.ﬁ.l/18/94. .
'Kﬁ:2/15/94;.ﬁf'
““l]l/02/ zt;
w.ll/25/93:ﬁ€f7_ &
" A1716/93:
. {4/16/94_
ﬁﬂ'2/14/94
fﬁﬁ4/14/94tﬂﬁf
.{H4/27/94ﬁh;
'-:f?;/07/94 ?r”
+2/02/94 "
2B L2945
-il]/07/93;“
””ﬂ3/19/9¢
L BAL6/94
5/06/94. -
- 2/26/94
,£3/13/94,u3
2 BY4Y94
/11794 U4
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Van. B}arcom ClosLtres .,Inc

ag@mgagammeba

Shirley Kaspe

Betty. Rousseau
“Susaf’ Ja‘\ober ’
Lmd=r Contlhano ;
; Ltssa Pérritt. -
* Scott Pamtt

Richard Ward :
Kelley. Dlppold

Lo Anita: Burgey
B '-.-_{'rhmc Villani
. Paula Gxannottl

Susan Davies - .'*--

.Marnp Gerland~
e _'.'_"‘U Ten. Lam’oert o
) 'f-v"_,_-_-,,".._Joyt:c Osbo ne-.
o - Norma Sw e]e
""v-,_'.Caro‘ Bidd engu

'.ody I\iuc}
:»an Pazormd

_.'.f_‘-'j;Not op"nec
‘" Correct mcu‘hod :
Cen e Used ﬂngelnaﬂ
L U::Cd ﬂngers

'_'_"__Damaged package

o Touched mdlcator T

! . Used teeth and ﬂnner:.
;.-_;_B'mg(.d on floot - '_ _
Caused nof ticeable! leakage :
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