WD 02/ 088011 PCT/ US02/13389 1 WEB CENTERI NG SYSTEM DESCRI PTI ON Techni cal
Field The present invention relates generally to a nechani smfor adjusting
the direwnDioonssita web of material in a packagi ng machi neCrarsd2/msse
specifically to an 5 assenbly for centering or tracking a web of filmin an
aseptic environment of a form fill-seal packaging machine. Background of
the I nvention One type of packaging machine is a formfill-seal packaging
machi ne. Form 10 fill-seal packaging machines are typically utilized to
package a product in a flexible container. To this end, formfill-seal
packagi ng machi nes are used to seal pharmaceuticals, foods, |iquids,

magazi nes, cosnetics, pre-boxed goods, and nunerous other itenms in

fl exi bl e containers. The for mWEB CENTERENGSN TEMachi ne provides an
apparatus for packagi ng these and nany ot her products in an inexpensive 15
and efficient manner. Pursuant to FDA requirenents, certain pharmaceuticals
packaged in formfill- seal packageppEy®RIPTRONti onally sterilized in a

post - packagi ng aut ocl aving step. The post-packagi ng step includes placing
t he seal ed package containing the pharnmaceutical in an autoclave and steam
sterilizing or heating the package and its 20 contents to a required

t enper at ur e, Tedthiniehl Figldof t en approxi mately 250F., for a prescribed period

of tinme. This sterilization step erates_to kill bacteria. and ot her
contam nants foundi§ W§?e&émt"ﬁ'€1%‘ef61%g?jé,en’\’ﬁﬁ’é¥ Fet mgphaniser {05 S‘I"é%/@‘? of film
or within t i i N hcal s,
however, can&r}gﬁcagglbg?gﬁﬂ}olf ggkfrﬁa%ﬁgu%%k%ﬁ%?aengﬁﬁ’gbg%ﬁ? gﬁ% gﬁ%ggg%?g t he
i nt ense heatassanbiyrfedcdnterig lok tratlendactebrof filmnn tinesephic twdtamienygobs hrms s
destroys or éﬁnd?rs usel ess_certai n pharnmaceuticals. As such, a different
met hod of st&ls¢al PackagmeRd™Mse enpl oyed when packagi ng these types of
phar maceuti cals. WO 02/088011 PCT/US02/ 13389 2 One nethod of packagi ng
heat sensitive pharmaceuticals is to first sterilize the

Background of the Invention

One type of packaging machine is a form-fill-seal packaging machine. Form-
10 fill-seal packaging machines are typically utilized to package a product in a flexible
container. To this end, form-fill-seal packaging machines are used to seal
pharmaceuticals, foods, liquids, magazines, cosmetics, pre-boxed goods, and
numerous other items in flexible containers. The form-fill-seal packaging machine
provides an apparatus for packaging these and many other products in an inexpensive
15  and efficient manner.

Pursuant to FDA requirements, certain pharmaceuticals packaged in form-fill-
seal packages are traditionally sterilized in a post-packaging autoclaving step. The
post-packaging step includes placing the sealed package containing the
pharmaceutical in an autocla\'ze and steam sterilizing or heating the package and its

20  contents to a required temperature, which is often approximately 250°F., for a
prescribed period of time. This sterilization step operates to kill bacteria and other
contaminants found inside the package, whether on the inner layer of film or within
the pharmaceutical itself.

Certain packaged pharmaceuticals, however, cannot be sterilized in such a

25  manner. This is because the intense heat required to kill the bacteria in the
autoclaving process destroys or renders useless certain pharmaceuticals. As such, a
different method of sterilization must be employed when packaging these types of

pharmaceuticals.



pharmaceutical wth a nmeans other than intense heat, often through
filtering, and then to package the pharmaceutical in an aseptic

envi r onnmewD.02880odat e, the assignee of the present inventi @cThae2/dssel oped
several 5 inprovenents in aseptic formfill-seal packaging. Such

i nprovenents include at |east: U S Pat gnt Nos. 4,761,197 (directed to an
apparatus for sealing a web of film; 695, 337 (d| rected to an apparatus

and nmethod for attaching a fitment to a Web of 4,829, 746. (directed
to an apparatus fgnrepreiidy PQCIQ%HIE&PW%GWW%HW%%HC%)‘S to KSW 1(1Z8 he

(directed t O%tﬁgm%ﬁgﬂéﬂ%a Heartd ﬁér thd ii@nbd hdhe e thﬂ&ﬁ%ﬁ)ﬁft Qﬂd then

material); Irecte to an apparatus l1cin
t oget her); atothackagédds Pbfmalaliticeldh anl aSeqmalanmxpnmmﬁus for renovi ng I i qui d

and residue froma web of film Vb trackin i utilized in
conventional fornt? FI?tPJg‘EQFSI%ﬂi’EI@a&}edﬁe%'clﬁvﬁgg’n gevelqgffiﬁp!(q ] - seal

packagi n ”Bi‘ﬁrﬂi Besh p n@ﬁm nment )

are gene?sal Y ﬁot sé&%f%bﬁq%tg%r%ggi %éﬁﬁ%%ﬁgég tls?:&leln I ronnélynam:{%ﬁtoor

exanpl e, twolessnéhPaienaNowely/ Gl 195K idingptatetaras apparatlis Soil ek i weleoﬁllnﬁ)at ent

No. 3,680, 4 to Janes et al No. 5,833, 1

i ssued to I—la‘???égf#&greef@ﬂéo B‘a?@?{at}l%%‘@erﬂetgﬁy\fﬂiﬁg@&ﬂ?g %\Fctmﬁ‘?tsf%f‘é?’segé)

tracking sysggm i1eb *7@5 I@&re%teﬁ%fah E‘ﬂgﬁatu&"ﬁﬁ‘p@é& €a eb bﬁflhﬂaﬁw%@ﬂmyst abl e
|

air cylinders rounted Its opposite ends i ndependent |y adjustlng t he
ends of the 4,883,&55 (cmeetemtg an appzatrattl:h@r Swnﬁzmgtf@mta)ld likh @aql@gingomtprsalbnt

d t | | haf t

ounted for Lakbedt (it 2D el fon iidte fint loesieonanb AT X 5, T e

or sleeve n@&@&@é 1@ hffRranefdr reﬂmnghaﬁaan@a%me&tdﬁghevebez@ﬁhﬂp mounted in
(0]

the center sl eeve with convex and concave portions that allows the
sl eeve to |at er al Webrtwching assembiee udlénet imbomyeationsy fgrsebllsey pagkaging he * 106

patent). Such b trackin evi ces of the., 25 s are
likely not a’ﬁ‘ﬂ%ﬁ‘?si(af’e FBFilSeymag a@%‘?%crwéeﬁtté%%%’g §ﬁl%? agg%g’ﬁnunber of
novi ng par t SpRReihPendfsdsentOfre %atemfyﬂwsmaabud ored B Maskiid avireihedt,
Thus, |rrproverren I'n tracking e web of filmas it enters the fornmer in

?s ept } cI Ii-’or nFe1] dXIam@EatW‘pa@lé@gEﬂ@l wigh iiapleag wsanviam elisglasedin UfoPagnidYo. y
orm i gﬁ%? 52@65%88€§} J[;aéx%eg:%] gls ag? ‘%J' %'}%gen( R, @%@?gb& s%g& Ut ilize a

tracki ng ass acen e ‘unw nd gut si d e aseptl o

envi ronnment . TH4a6tparakistged 8 Iasddtyl. divolusyed tradkind9istdnoi@ivdthgadihiftabid t he
former, but rather is |ocated upstream of the ultinmate package form ng
process. Thu¥eb eeidasplisndiyieaniupieblglal @iindsrs MRk il PRRPSIA G%F%Stf@hptu ng to

track the fi Jélgéf{gnh@ﬁt& Jici]&stﬁ%‘%ﬁ’é L s P e BRER e FifS1 8f 0B PR8N e

PCT/ US02/ 133
20 ‘106 patent issued to Harris discloses an equalizing roll utilizing a common-axis shaft

mounted horizontally on two bearings at its end for support, and a roller or sleeve
mounted on the shaft. The sleeve has a single bearing mounted in the center of the
sleeve with convex and concave portions that allows the sleeve to laterally rotate on
the central bearing (see Fig. 5 of the ‘106 patent). Such web tracking devices of the

25 ‘446 and ‘106 patents are likely not appropriate for aseptic environments because of
the number of moving parts and the areas for gathering particulate bacteria matter.

Thus, improvement in tracking the web of film as it enters the former in

aseptic form-fill-seal packaging machines would be useful. To date, form-fill-seal
packaging machines designed for aseptic packaging utilize a tracking assembly

30 located adjacent the unwind, and outside the aseptic environment. This tracking
assembly, however, is not located adjacent the former, but rather is located upstream
of the ultimate package forming process. Thus, occasionally difficulties are

encountered in attempting to track the film within the aseptic environment. Asa



3 result of this web-tracking Iimtation, nmuch waste, inefficiency, and

i ncreased manufacturing costs are encountered by packagers in this

i ndust ry.wBpeosdoical | y, when the web tracking is not bal cca$o2/2a389 t he web
is not aligned through the fornmer, each package that is created generally
nmust be di scarded due to inproper overlaﬁlof 5 the layers of filmin the
seal area. This may result in wasted film and wasted pharnaceuti cal

material. It also may result in increased operataqr expense to gserve t he
nmi sal i gned f Faskit of %uss‘é?%&r@dﬁ?ﬁihml@ﬁ%adn‘tchév%@ome@‘fl?ﬂcﬁeﬁl g1eads, and to

attenpt to filmmy
result in do%ﬁnﬁﬂa&tﬂﬂné B(?St{ #g%n%{ Féﬁg&BW%%ggé rtgh %qgg/l%ftﬁyncs‘?ggglgggg he

manuf act ur i ngheweesvebf trqokitigdghoighalamesd) cind fieawetais et aligled thrbhgisthedommeans f or
tracking the web of filmin the asepiy c environnent of a ggcka machi ne

|
i s essenti al SachaRkAsy thAt it Freatpeh genfralbnmys) by Hiscaidsd duntoeinmg %ﬁﬁ%ﬂ%%‘s of
the present WMeRki AR AhdRs) #a A SRRTU ViesIOh isRRKRDn WERP! malerial
within an internal aseptic area o ormfi seal pac agl ng machi ne.
General |y, tpkarmmbeitiedtreateng. dpgdso atay sesaly mpmmsecho;@wmmcxpenmmbse;va
tracki ng ass nbly n ali nrre t ..mechani s enter| ng
appar at us |s 't‘lé‘ﬂ‘e&nf |tt‘?sf' aE‘P @F@Sg‘]t])‘f }[O\gﬂlggﬁﬁ‘g?ﬁﬁ? ﬁB H’a‘iﬁ‘?ﬂi’é
certain 20 Caﬁr&%gﬁtt& f?lfrntﬁﬁtﬁé?t)seggretc%eb egn@s%ﬁg n@fn‘ﬁy%@sﬁiﬁQdQ&Jﬁ tifdeom t he
aseptic area In rder to maintain the integri t he” ase

envi r onnent . fokdioomadchige. t All ofitheadbpee increfasesiie mamﬁe«cturmgm@rﬂs ) ckagm

packagi n(I:1 mac hi n has a. a{lormer, a filler and a sealer |ocated within the

i nt er nal 1aseffdhd M%WC e packagi ng machine. The former forns bags from
a web of material Tpid)§ nidahd & ufabiuh% theRetPeCinintthe ARpac shARImRELof ANd, the
seal er seals the bags to enclose tRe substance within the bags. According
t o anot her apakegingfmachimeps essential.i nventi on, the support nmenber is fixed to
the formfill-seal packaging machine within an interior aseptic environment
of the formfill-seal packaging machine, and the tracking assenbly is
rotatedly nguﬂ}r@gvéﬂhgmegﬁ&port menber in the aseptic environnment of the
formfill-seal 30 Eackagl ng machine. To provide for the nounting engagenent
bet ween the suppoihe wabepeiering apnapaius eHb& PregeT SRR Py prayirdes 6 agsepRBr t he
support nenber or..the tr ac k| a h di ng

t herefrom aﬁ tliaﬁ]éln%f‘%e %E%‘aﬁﬁ:gn%m%a ep%}&%n%aé?a%? fﬂ?? ?‘gckl ng
assenbl y haspadkaging agichigie! Eiéﬁ@ﬁaﬂy‘J tBe fx@b- cbiﬂenﬁ@a[ﬁﬁarafﬁm&tﬁﬁpnses a support

member, a tracking assembly, and an alignment mechanism. While the web-centering

apparatus is located within the aseptic area of the packaging machine, certain
20  components of the web-centering assembly are sealed off from the aseptic area in
order to maintain the integrity of the aseptic environment.

According to one aspect of the present invention, the packaging machine has a
former, a filler and a sealer located within the internal aseptic area of the packaging
machine. The former forms bags from a web of material; the filler fills the bags with

25  asubstance; and, the sealer seals the bags to enclose the substance within the bags.

According to another aspect of the present invention, the support member is
fixed to the form-fill-seal packaging machine within an interior aseptic environment
of the form-fill-seal packaging machine, and the tracking assembly is rotatedly
mounted to the support member in the aseptic environment of the form-fill-seal

30 packaging machine. To provide for the mounting engagement between the support
member and the tracking assembly, one of either the support member or the tracking
assembly has a shaft member depending therefrom, and the other of either the support

member or the tracking assembly has an engaging receptacle for the shaft member.



WO 02/ 088011 PCT/US02/ 13389 4 The shaft nenber is seated in the engaging
receptacle and pivots within the engaging receptacle. The pivoting of the
shaft nmermvero2/ssovi des angul ar di spl acenent of the tracki RgTASSEM3BY .
Accordi ng to anot her aspect of the present invention, an engagenent surface
5 of each of the shaft nenber and the regeptacle is sealed off fromthe
aseptic environnent of the formfill-sedl packagi ng machine. According to

anot her aspect of .the present invention, a portion of the _engaging.
surfaces bet Weevhaftiperabess sealerip fhegngagipg recerage apd 8”8%“’%3%&“@3@@ rom

the internal [ l%rm ihdd dnz isBRE&ASIL Y tEachi ne
wth a fi rstreéggﬁdg%'. '?I,&éa@gbti congfg %@Etkﬁé?lﬁﬁi%g&rlagse%{ggﬁgy %‘SB% secgﬁdtend of
t he r ecept actreckinkcassermdblpg t o anot her aspect of the present invention, the
web tracking apparatys has bearin urface.betyween the pivot shaft and
the receptacl e. T‘gﬁcor &9 Wﬁ’?@qﬁ@f%&gf 'z‘egﬁeé?’gdn‘ﬁ'f‘fm‘?’ra&ﬁn’gﬁ%%iﬁqr&fe

envi r onmant . weéa?rl gggl:é Shatt mEmbey zq{drt%e tRepRaE hedeaRa RECoMthd 2@ pie esent

i nvention, ng assenbly 5 conhprises an engagi hg nmenber and a
rol | er menbeenvironmest efdhe formidl-esnd pgdkagingmearhime, The rol | er nenber is

adapted to contact the web of materjal, and the ngagi ng nmegber pivots
about the supportg ige o W&F?f’ﬁi Ptmsﬁaswgﬂn‘%lgg&ag%qrg?rhgfﬁpgggarg[mg
invention, thernblasdlig B StthYmb& anBBd fkQitfde e sefledBEH fRoriticnfeafpect to
t he support nmenber. The angle of the tracking 20 assenbly is nodified when

t he tracki ngasspeelispninenigifithe feamafildaeal phekagingpoachinesnites lirsugaskef.c4t i on of
the angle of the,tracking assenbly adj ust e flo ath of the web of
materi al \* AcESPH %ﬁﬁ?tdn%{ﬁ?ﬁl eF's 3’?6&8?&;&%@@%%#8%6@%&?‘nventi on, the

al i gnment  mechanjgebrG@RBRS hiffRerdspect &t th@%tdééﬁt%tiﬂﬁﬁh@fmb_@raﬁﬁhg ng second
adj ustment 25 nenber, and an operator shaft. The first ad%st nment menber

i s connect edanparatirchas pehearing susfage betwepe thead v ghaftipnssthasepepipelebdihei s fi xed

to the trackj ng. assenbl. d he first..and. J nt menbers
engage each f?) Qf SUHRE %f@%@t%ﬁ% atp? a?egg%g?vd ‘@%ﬁﬁ@g gan%% of the first

adj ust ment menber Acddii@y ghanoiive t of tht peeseitiifiedntion]j ths tragitihg ABeEd@bly, Whi ch
engages the second adjustnment nmenber, the tracking 30 assenbly is pivoted.
Accor di ni t oCQInRILsEs AN SRIFEHIS BFMbY ang adaldrimemies soRneRteditp ghergnEaging dj ust ment

member. The roller member is adapted to contact the web of material, and the
engaging member pivots about the support member.
According to another aspect of thie present invention, the tracking assembly is
positioned at an angle with respect to the support member. The angle of the tracking
20  assembly is modified when the tracking assembly is pivoted about the support
member. Modification of the angle of the tracking assembly adjusts the flow path of
the web of material.
According to another aspect of the present invention, the alignment
mechanism comprises a first adjustment member, a mating second adjustment
25 member, and an operator shaft. The first adjustment member is connected to the
operator shaft, the second adjustment member is fixed to the tracking assembly, and
the first and second adjustment members engage each other. The operator shaft
controls any movement of the first adjustment member. Through movement of the
first adjustment member, which engages the second adjustment member, the tracking
30  assembly is pivoted.
According to another aspect of the present invention, the first adjustment
member comprises a worm gear connected to the operator shaft, and the second

adjustment member comprises a mating spur gear fixed to the tracking assembly. The



menber conprises a worm gear connected to the operator shaft, and the
second adjustnent nenber conprises a mating spur gear fixed to the

t racki ng welenkdoyt The WO 02/ 088011 PCT/ US02/ 13389 5 spurrCgasn2/i138dri ven
by the wormgear to effectuate pivotal rotation of the tracking assenbly
about the support nenber. According to agot her aspect of the present

i nvention, a clutch nmechanismis renovably connected to the alignnent

mechani sm The cl utch_ nechani sm engag{es 5 the operatqr shaft and allows an
oper at or outSPPHScas s divendydhe Mot gealrtp sHeeHYE PhIGtE fptatien oHBe faF kg i | | - seal

packagi ng neag%jinggytag%lgq%?%@@m?negﬁﬁgat or shaft and pivot the tracking

assenbly to Ing of the web of material. According to
anot her aspect ofAtdvedipg @samithdr ayent ofcthe ptehentimtenéon, rmertiteh nethdnien ist r acki ng
assenbly conprises a shaft and roller. The sh@{et is secured to the

engagi ng  10CHENRRY comprgtediie thecﬂ?ug@meil@n%céa%% e PEMRPIIREASEF shaft .
The roll er | | i Wﬁ.@ ; iSRRG t
menber wf?enqﬁﬂgﬁ‘%r?%ﬁ?&ﬁgaﬁ@a&%%&ﬁ%ﬁfb%%iogg% ed t egrl%g o%%gnoltggﬁlher , "tt he

rol | er nenbesf thofurmefild-stdi pasielgingfmachitedo irathte the oparationshaftandpdtdi¢he aspect of

the present inyention, the tracking nmechanis 5 s Jocated in the

i nternal asdf° gé}séeénlﬁf’t‘? _uiﬁé&%&kﬁ@% %WE%OEWHPL»[ ely upstream of the
former. The trackAng, dRE h?@gﬁo%ﬁer%gﬁ%@&ﬁtﬁe bRgeieRveptioNBherJIR; mRRMePbMAE S
within the aseptic area of the packagi ng machi ne. Further, the tracking

mechani sm i srackiongressdnalnly tcomarisesyatsbafihand g oviteroThe shaft is keduresbiottheéngaging

pi voting of the trackin mechanj s And, the pivpti of .the tracking
mechani sth alPEPETaf" W@ﬁ%ll%fls ?ﬁ?ﬂfflgg% f%“%%LR%E elsﬁ%tjt't léec_ luﬁbmﬁ@@f‘fani sm and
the web of MR{&E AL the na80hEhssERBIyWBBuChe SRIHREH AEmb& M RhitAdtrddkend Or Mer .
According to anot her aspect” of the present ‘invention, a container for -

hol ding a pissembly ésipivoted theseabaniufBethar, ¢t tolenmembeprontactsshenveb of - seal
packagi ng machi nﬁt having a web centering system nmade in accordance with

t he present 3GEHt i on. 25 Accordi ng to yet anot her aspect of the present

invention, a procgssordiah to SRR abiat 6f e PreRéntiifcRfibA thé Fadkin @SeFHanism
environnment of a formfrll-seal packaging machine is provided utilizing

t he web Wentieldaatpdsy shesinieread @saptic areoi derrpekeginhmapline prasdaiely wsEatmon.
Accordingly, o3y MRRnEE MY RS R ThTRABnldisARE Vel 3P fifitcNat fhd 150" €SNt
within the aseptic area of the packaging machine. Further, the tracking mechanism is
connected to an external control unit that controls the pivoting of the tracking
mechanism. And, the pivoting of the tracking mechanism alters an angle of contact
20  between the tracking mechanism and the web of material to center the web of material
entering the former.
According to another aspect of the present invention, a container for holding a
pharmaceutical is manufactured in an aseptic form-fill-seal packaging machine
having a web centering system made in accordance with the present invention.
25 According to yet another aspect of the present invention, a process for
centering a web of material in an aseptic environment of a form-fill-seal packaging
machine is provided utilizing the web centering system made in accordance with the
present invention.
Accordingly, a web centering system made in accordance with the present
30  invention provides an inexpensive, easily manufactured, and efficient assembly which
eliminates the drawbacks associated with aseptic form-fill-seal packaging machines.
Other features and advantages of the invention will be apparent from the

following specification taken in conjunction with the following drawings.



30 invention provides an inexpensive, easily manufactured, and efficient
assenbly which elimnates the drawbacks associated with aseptic

formfil Iweaalsgpackagi ng machi nes. QO her features and adpemtisgrs33ed t he
invention will be apparent fromthe follow ng specification taken in
conjunction with the foll ow ng drawi ngs. WD 02/ 088011 PCT/US02/13389 6
Brief Description of the Drawi ngs To und@rstand the present invention, it
wi Il now be described by way of exanple, with reference to the
acconpanyi ng drawi ngs in which: 5 Figure 1 is a perspective view of a
formfill-sqpl.fifg A% [enRaving a web centering apparatus of the
present i nvamTﬁg%—f}g‘im_%éure 'S a perspective view of the web centering
apparatus of the "b:rnmmmmnd the presemmveRiigny iewdl acw be tlegsripbdiby wagwf of t he web

centering apparatus gﬁeéure ;10 Fi 9ure 4 is a cross-sectional side
el evati on vi%&HmP t PSFOCP ihie AcRmpanyiag Gravengs eyRiGRe 5 i s a front
elevation view t% <l 99 eﬁkgﬁl@ vﬁ’ev@a‘)fﬁo@ﬁuﬁl §ea1 At RadhinethaRidgld 2l
side view of the afl gnnmen anism of the web centering apparatus of the
present i nvewdh cemferiiiy dppgratvs of thegpresentriomentiwnevat i on vi ew of a cont ai ner

made in a formfill-seal ackagi ine. having a web cepnterin

appar at us of thekb 3 (P@ﬁ‘ftg’ e“éﬂﬁttﬂe “ﬁpézﬁ?@ngg ngaéatg%ﬂﬂthgpfeég% ew of
the process jjQdnignt eri ng the web of material in a formfill-seal

packagi ng machine.” 20 Detail ed Description of the Preferred Enbodi nent
Wile this i nventElgurel%lsauelmp#anwtﬂ“eofdhe wieb ochtanng gpnamtm@ﬁﬂgmmfler ent forns,
there is shown i nd W, her.ei n.bhe desc tail a
preferred errbodinﬁjr% 'sﬁ (#1 WYWOP%C%F% ogﬁﬁlnﬁé"f‘h t the
present di sgliggidre is to be considered as an exenplification of the
principles of 'the invention and is not 25 intended to limt the broad
aspect of the i nVdguiednistadrant elegsivwdiiers taken plongtlingtBe8.of Higfredr i ng now in
detail to the Figures, and sgakgfdgklce%“f)c/tﬁ eé:lkﬁé{n%?eﬁﬁmﬁﬁg fthe Jdiere i's shown

an aseptic form fi B g na schemati c of

t he web- cent@hichig @pgarﬁ@gmﬂg}-@és@ﬁﬁﬁﬁ@ﬁlonﬁ Figure 8 and a web tracking
assenbly 12 for tﬁe aseptic formfill-seal packag mg machine_in Figure 2.
The aseptsi ¢ Figure 7 i 1s a front elevation view of a contamer made in a form-fill-seal

packaging machine having a web centering apparatus of the present invention; and,
Figure 8 is a schematic view of the process for centering the web of material

in a form-fill-seal packaging machine.

20 Detailed Description of the Preferred Embodiment

While this invention is susceptible of embodiments in many different forms,
there is shown in the drawings and will herein be described in detail a preferred
embodiment of the invention with the understanding that the present disclosure is to
be considered as an exemplification of the principles of the invention and is not

25  intended to limit the broad aspect of the invention to the embodiment illustrated.

Referring now in detail to the Figures, and specifically to Figures 1 and 2,
there is shown an aseptic form-fill-seal packaging machine 10 in Figure 1, a
schematic of the web-centering and forming processes in Figure 8, and a web tracking
assembly 12 for the aseptic form-fill-seal packaging machine in Figure 2. The aseptic

30 form-fill-seal packaging machine 10 generally includes an unwind section 14, a film
sterilizing section 16, a film drying section (17), an idler roller/dancer roller section
18, a nipped drive roller assembly section (not shown), a fitment attaching assembly

section (20), a forming assembly section 24, a fin seal assembly section (25), a filling



30 formfill-seal packaging machine 10 generally includes an unw nd section
14, a film sterilizing section 16, a filmdrying section (17), an idler

rol | er/ dawoer/osselil er section 18, a nipped drive roller ageamsoy13ecti on
(not shown), a fitnent attaching assenbly section (20), a form ng assenbly
section 24, a fin seal assenbly section (725), afilling WD 02/088011

PCT/ US02/ 13389 7 assenbly section (26), ‘"an end seal ing/cutting assenbly

section 30, and del | ve sectio ot. shown Each se..assenbl i es
Govnss 1 cum GRORDY BRI 28b an e Sine RS iad Broamebe AioR B A GeHE &Yl
aseptic envigonmetor Howie Hagh Bﬂhbéé asmllee%{sfﬂ%&al of S bhiedk8etich THhe

function of the various assenblies of the formfill-seal packaging nachine
10 i s as such x:omﬂameﬂ(wlt}nm@eas@embhgep&denvsropmut ofatie fanf-Glmsealpbdagingom t he
web of materi al ultimately beconmes the flexible container or bag 28;
the fin sealma%p%%ee |y 25 provides the |ongitudinal seal on the flexible

contai ners ther ebyhe £ ko 3hiiotsA8REIbAS be FORABA bitgickdghfy {1111 ng

assenbly 26 includes a filler that 10 fills the flexible containers with a
subst ance, tiathibelhi aa shely mhaijpmmgrmmhly ediis pravidaé to formgubes frmether r ed

l'i cation; d, t d tt nmbl y .30 t
and seal i ng Haad PHArCEa QiRsTeRgs: BN C R R ol 1o Bncl ose
the filled sulabenGebhiabd the ibitlimx éahl%rpm@ﬂ@kiw contdindrh@erbgf erred
enbodi ment of the present invention, the web track mgﬁ or 15 centering

appar at us 1zloogmdm@le@eahmnhp6omneai§g@:ﬁleyfﬂbng agsembic mglvalg%@ftﬁerfhgt(s and

an align 38. .The ckin ar at.us. 1 e to be
assenbl e anf(’jl?ﬁ%gigf(ﬁ)g%ﬁ%?mwl?rﬁl \ﬁ:ﬁl g%‘lg‘te ﬁlﬁ?ﬁeﬁ?%?iglnd ?cgﬁtgcraggl to
aseptic paclaginfgref@edd 4plid&iont And, AR @H@Eﬁfﬂgﬁﬁt@@&ﬁérﬁﬁ@t% cdohingeb

tracki ng apparatus 12 is located in the ase&tl c area imedi ately upstream

of the fornequtéegsanbioplingtheas thaiges Bigicads ohiae flgsitblesanéainiry & enclaskiliey f or

the web of f |t ent.er shown in Figures 2-4, the
suppor t asse%?%"%ﬁag?e?’hgmsdrl H%XIEI% ngéirrl]te?(s)n conpri ses a support menber 40

whi ch is internalinyhé preferrad éibddlitb® of fHegiraeht Rvemidng theavetbtrakinghe
formfill-seal packaging machine 10. In the preferred enbodi nent, the

support hentRentpgiappara 12¢qBipEigesst HIPRPLE asserpbied4. g tipcking fasendlnd . 48fed t o
34" socur o UERRRRE R 36, S kel Bhafy ARl S E o et <
42, respect iaednibletl @and bpstatienal adktlint dnosxdsting iigiedhial yseptic hee of appeptic menber 40.
The side nmenbers 42 are internally i .
packaging machine 10. In the preferred embodiment, the web tracking apparatus 12
is located in the aseptic area immediately upstream of the former assembly 24 to
20  provide the most effective tracking for the web of film as it enters the former.
As shown in Figures 2-4, the support assembly 34 of the present invention
comprises a support member 40 which is internally fixed within the internal aseptic
area of the form-fill-seal packaging machine 10. In the preferred embodiment, the .
support member 40 is a “V” shaped stainless steel plate and is attached to a pair of
25  side members 42 with stainless steel screws. A gusset member 44 is secured to both
the support member 40 and each of the side members 42, respectively, to provide
additional rigidity to the support member 40. The side members 42 are internally
secured to the frame 50 of the packaging machine 10 with the use of two existing
support shafts 46, 48 that span between the internal walls of the packaging machine
30  frame 50. The lower support shaft 46 also operates as an idler roller 52 for the film as
the film enters the tracking assembly 12.

As best shown in Figure 4, the support member 40 has an engaging receptacle

54 depending therefrom. In the preferred embodiment, the receptacle 54 is a tubular



secured to the frame 50 of the packaging machine 10 with the use of two

exi sting support shafts 46, 48 that span between the internal walls of the
packagi ngwomeisseer 30 frame 50. The | ower support shaft 46Pardasoppssat es as
an idler roller 52 for the filmas the filmenters the tracking assenbly
12. As best shown in Figure 4, the support nmenber 40 has an engagi ng
receptacle 54 depending therefrom In t Re preferred enbodi nent, the

receptacle 54 is t ubul ar WD _02/,088011 PCT/ US02/ 13389 8 nb avi ng an
i nt er nal cav‘i’“?’?bgglat"ﬁgtani 1@%@@6%% %ﬁtés §VGIH9§F? theesypRert ﬁ@nm%%‘gd ﬁ%i ty 55
is cylindrical, : | i 3Bk i at ed
therewi t h. Atgalv %/5}] Pﬁqgg}qglggig%lbgg%en%grﬂg{agtﬂggglgg{i‘%ﬁmﬁer el ﬁ{lsstaﬁgt&gngagi ng

recept acl e Sdhercoithar atsegillitlee deatdbediih lgreatemdetad hewin, theerdgagmngiregpaskddbl y 36.

5 Referring nowto Fiqures 2-4, the tracking ass ly 36 of the web
centering a 5\4%’%59@%6“?&1%@F@P@&fﬁhﬁmwsﬁﬁnﬁgg%upport nmember 40, and

general | y: conpri s i I :
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depending fromthe e : ngagi ng nmenber 56 1s generally
a st ai nl ess gipesituspl Cais eotatedlyt ineuntpd wfthe supgosmvacheradlt and gememiy aginpygsasenber

56 has four arns 60a-60d in the formof 10 an "X" .shape (see Fiqure 3). The
preferred enBudEAEHE naﬁmq?qﬁg%?ﬂfaag‘iohar %‘H%grsags(@pe%ﬁlg%%ﬁg’st W54 ture)s 62
through the hodye.0fs R SRIGEEAEARISE!s 2fieralli sBfifiBss LAAPRRI 1AMk t he

apertures 62 allow for decCreased surface area  and increased air flow about
t he tracki ngprafeseedismpodBnant,the gngagmgmyemlry 86 hoe fantiades 6Qy6@d imrthe foretafon

process _for the,i.nternal_.aseptic area of the.packaging machi ne.. Wthout
the al | owanc¥ ggr Shf_ge §5ERISHY $I’g}\]ﬁ 5 5{8?1 FWEP@S}CHEP%Sgn%W%WWQ?{tgg may
remain in thgsapQRioGpdit®ds 82 tifbugtsthebbdy 8tht hgaghic ABmBESY. ULHR seheansi ng
of the hydrogen peroxide remants may not be possible in a tinely manner.

In the pref eplaetfdandatic aparturesiAmilovnior Hecredsgd puracefargasanddnereased aindlofol | er

menbers 58a, ,58pb.are ptilize tol le nbers 5 e . ont act
The web 20 HPupyEuRckne iy 16 Gmo i b TREPL et iy IRALGE keSS

Wi | e in t hefoptrfiateregl agspbie didiRiTihd fRkig@hd RachebBithobBihs pllowakedsr t he
shaft 64, it is understood that the roller nmenbers 58 may be stationary

menber s, 1andsch airftaw eapahiitichapiter eonfraiaanis ey Fapiain Bledsepticdesd 18T A pi ece
L T P
the present pdavieldinenimdiRendnnest roller menmber 58a is connected to the
engaging In the preferred embodiment shown in the Figures, first and second roller
members 58a, 58b are utilized. The roller members 58 are adapted to contact the web
20  of material, and are also identified as contact members 58. While in the preferred
embodiment the roller members 58 spin about the shaft 64, it is understood that the
roller members 58 may be stationary members, and in fact do not have to have a
circular cross-section. A piece of flat stock or any other geometric member that can
contact the web of material is understood to be within the meaning of a roller member
25 58 of the present invention. The first roller member 58a is connected to the engaging
member 56 adjacent a first end of the engaging member 56, and the second roller
member 58b is connected to the engaging member 56 adjacent a second end of the
engaging member 56. The first end of the engaging member 56 is located at the
downstream end of the engaging member 56, while the second end of the engaging
30 member 56 is located at the upstream end of the engaging member 56. Each roller
member 58a, 58b comprises a shaft 64 and a roller 66. The roller 66 is capable of
rotating about the‘ shaft 64 through the use of plastic bushings. The plastic bushings

are non-lubricated and are capable of withstanding the corrosive elements of



menber 56 adjacent a first end of the engagi ng nenber 56, and the second
roller menber 58b is connected to the engagi ng nenber 56 adjacent a second
end of thwo oeqsgagi ng nenber 56. The first end of the engagca@sornd’ey 56 is
| ocated at the downstream end of the engagi ng nenber 56, while the second
end of the engaging 30 nmenber 56 is |ocajed at the upstreamend of the
engagi ng nenber 56. Each roller nenber 3%8a, 58b conprises a shaft 64 and a

roller 66. The roller 66 is capable of , rotatin out, t shaft 64 through
the use of pMAEegeR PEIRKeYuingthe %Wa%mtléatmp § Ré‘a@oﬁ [RRRYS ed and

are capabl e @Igmwgg %% c@@ﬂ E&Ql&v@&eﬁ%ﬁf@ﬁh Erof dBTBL o Serfthr MRS ABRGBL

PCT/ US02/ 133 ogen per ox ng the y sani tization process.
Addi ti onal | yglednies. pTMaﬁ 64husdeinreggo alrﬁilempqvpdrm&adtleauh edrbofihielsloficddt per oxi de
fog to enter all of the_areas for_ cleani Theghaft 64 is s eu ed to a

rol | er suppoVih B%Sé‘iewéaEHrtB‘?{dtthm]tleﬁéu%WéWS{%%@Epe% Amand argseaped et her
the roll ey Séb%ﬂ@h% %eﬁﬁogﬁgggﬂgpfﬁraﬁmaéﬂdth%ﬁd SEEIMh GfimlePaldng o‘éuﬁ%ggglﬂg menber

56 at approxi each drm 60a-60d of the engagi ng- nenber 56,
respecti vel ymémber 56 gaspectﬁr)aly (IdsmElgultetﬁe Tbid, gre rollppoppert668 sasvrerthe tdllerr ol | er

menbers 58a, 58b to g menber etheueof twor | | er
nenbers 58 rﬂ?‘B‘Q‘?"’ﬁéé S e‘ﬁg %}%R?Iﬁgﬂggpﬁw? ?‘Fé‘ée? WG W@%\E‘Bm ™ has
been found t4@go0M8s infcRlab&S traBRIE apaili B oS the vk eLit h\é\bﬁébntﬂaﬁn@thgﬁ&ieng member
56 rotates wthin the 10 engagi ng recept acle 54, bot | er menbers 58a,

58b of the pnostemmbm/ﬂrmasomfﬁmwoWhemtheremgweg memher éfnecztaﬁss yfltwntthet he

engagi ng_nenber 56. Thu I rst secon

downst r e r QEREPE é?cép@f elﬁ é&htrglflefrrr%e@kbe&%éaf %f%tpﬁes‘?% 18‘(@383 p{vgg Fi gure
3, the web- cgib@id ﬁﬂluﬁm&@y%th%e efedefzah@dbdr5ol i, t¥th B ficapwedanof il m
material as it passes through the form ill-seal pack@ﬁ;l ng 15 ITB.ChI ne 10.

Furt her, therouetbandmee@nd\@o\wmmm&ermwmlged tbsecknthe llmy about a

centerline of th chi centerlin machi ne
appr oxi mat el y beiewgt% %g?\‘f’g?cr"?ﬂ%“%f quh‘@%eﬁlt%}ngfalpp%aﬁlastfeéﬁ ¥ ‘i%%égug‘%g fed into
the forner.yw#s iResdh S mbRrikl SUf Fasées thideglenedeindilngabpickbéinas a shaft
menber 70 20 depending fromthe bottom of the enga nmenber 56. The

shaf t nelﬂ)ermmlnﬁb}fbrlaﬁﬁ@r, Be webicpueripGAnNPerates m%égbsmuallﬁ ab 2pr ef err ed
orbod Tont 405 e FRIERa 6o RSB B FRRIEP BN 2L ] o
the preferr e@pﬁbﬁ@ﬁdtelljelb‘dmg a cattejliae bf e web of film material being fed into the
former.
As best shown in Figure 4, the engaging member 56 has a shaft member 70
20  depending from the bottom of the engaging member 56. The shaft member 70
operates as a first rotating member 70. In the preferred embodiment, the shaft
member 70 is a cylindrical member made of stainless steel round stock that is welded
to the engaging member 56. Further, in the preferred embodiment, a projection 72
extends from the engaging member 56. The projection 72 extends the bottom surface
25  of the engaging member 56 upward a distance from the generally planar bottom
surface of the engaging member 56. Figure 4 illustrates that the projection 72 further
creates a cavity within the engaging member 56. The projection 72 of the preferred
embodiment is manufactured utilizing a cylindrical member 72 welded to the planar
surface of the engaging member 56. The cylindrical member 72 has an internal
30 diameter. In this embodiment, the shaft member 70 depends from the bottom of the
projection 72 and partially extends within the cavity of the projection 72. A
cylindrical gap 74 extends between the shaft member 70 and the internal wall of the

projection 72.



extends fromthe engagi ng nenber 56. The projection 72 extends the bottom
surface 25 of the engagi ng nenber 56 upward a di stance fromthe generally
pl anar bowpmaios®utr f ace of the engagi ng nenber 56. Figure #Criusoyiizas es t hat
the projection 72 further creates a cavity within the engagi ng nenber 56.
The projection 72 of the preferred enbog|{nent is manufactured utilizing a
cylindrical nenber 72 welded to the plan surface of the engagi ng nenber

56. The cylindrical nenber 72 has an intern 30 dia
enbodi nent, the sP&af¥P %ﬁq)@ow@nd%gwgegeﬁ Hﬁ%c’fiﬂ’ée%g? n@ﬁﬁd’?e@??é%pr oj ection
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cylindrical exten ween t he’ shaft and theé internal
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t he support ne 3the engagi ng receptacle 54 nay depend fromthe
engagi ng 5 n¥nhara ﬁlﬁft Immmmﬁﬂ deperelmg‘thalefrhms andhehe otipp of eitheslesupportor t he
tracki ng assenb as shaft 70 de endi n d the
ot her of eitREX %/rh"é) & %HP BE' ap fgs gr‘%‘i??%ﬁ “Q%ég qgé% as an
engagi ng recgptp&l ®.54 for the shaft nenber 70. Irrespective of the
speci fic depending nmenber for each of the shaft member 10 70 and the
engagi ng recept aclrmsw:tlve of fherspedifie depebding amﬂ(ilbﬂg ferpyagh af the shaft srembre

Pconbl yi5a O i o 8heagiae rerands Soa0 pmre bBa BHREE Sphd=biigagt R
receptacl e Sgescdpthvéhiidh the eraskiak tssefBELRY is tbudeddng (RaRPPLR abderddiy 84 iag

w thin the receptacle 54. Such engagenent between engagi ng surfaces of the
tracki ng assénishaft 3emban7q heing seaiast in thsergaping rapesleptdo vndiedh e deftonal  or

pi voti ng capabl of th trackl n I t

assembly 34. mF’f‘i’l ’}(ﬁ?‘i}ng ?z}% S PRYOE X assin@? rg‘??ggf:%b%%sslt{cp%%%%ﬁ}gﬁan angl e
(a) wth repqgeén ércgagimg SEHRERIOF tmmmgmss%&bly\heandh@ snpmkassgnmsssanm y 36
is pivoted or rotated about the support assenbly the an a) of the

tr actl nglasspienides geational eipivetingcappilities Qféhfr wkéag %ﬁﬁ@nahygﬁ%a ea‘) i161‘ t he
t d
hseenbly 36, SPRaY abgny Y1 AR Hnckile S SRIAS SR Bostiontd i A BRL @Y.

contact the weh ré@pesmb étd sabpordaskennbly thhyn thdjttasking @sdelebl§ BOWw phedthd or
rotated about the support assembly 34, the angle (o) of the tracking assembly 36 is

modified. Modification of the angle (a) of the tracking assembly 36 provides angular
20  displacement of the tracking assembly 36, thereby adjusting the angle of the roller
members 58 which contact the web of material, and ultimately adjusting the flow path
of the web of material entering the former assembly 24 to allow the film to be
centered as it enters the former assembly 24. As explained further herein, the
alignment mechanism 38 controls the angle of rotation (o) between the support
25  member 40 and the tracking assembly 36.

In the seating of the shaft member 70 in the engaging receptacle 54 of the
support assembly 34, a plastic bushing 76 operating as a bearing surface is placed
between the shaft member 70 and the inner wall of the engaging receptacle 54. The
bushing 76 also has a flange to properly seat and locate the surfaces between the inner

30  wall of the cavity of the projection 72 of the engaging member 56, and a top surface
of the tubular member of the receptacle 54. Because only slight movement of the

tracking assembly is effectuated, a bushing is not critical, and the surfaces of the



of the web of material entering the fornmer assenbly 24 to allow the filmto
be centered as it enters the former assenbly 24. As expl ai ned further
her ei n, twe o2zagsognnent mechani sm 38 control s the angl e of PCOtEsDY/A38€ a)

bet ween the support 25 nenber 40 and the tracking assenbly 36. In the
seating of the shaft nmenber 70 in the englagi ng receptacle 54 of the

support assenbly 34, a plastic bushing 76 operating as a bearing surface is
pl aced between the shaft nenber éo and the inner wall of the engaagj:qng
recept acl e S4gaging recgpiaglieqgd e shaklgnember may bgpanufastyed Ruppejate as beating

| ocate the s !’rifa?gses between the inner 30 wall of the cavity of the

proj ection of the engagi ng nenber 56, and a top surface of the tubular
menber of the recHpaghginhdecepackiislalwiiayg agroayet7Smachiredtindf otfee tracki ng
assenbly is effectuated, bushing_js not ¢critical, and the surfaces of the
WD 02/ 088011 1@@?9%9@@/’7%% tﬂﬂnb@géég’% feated L t5EEeavEs @ng‘ntﬂﬁ‘epf&r‘?afﬁ menber
may be manuf agh 46t @e PRQ AN 88 iOEA T rubbr (RESy. Wiken BRORGAAE

r ecept a(r:rfsg Sﬂﬁaﬁogﬁésea grgg%)ve 7&13 maénlmrilhertlil irﬁ its outern di afgre e%. A first
gasket nenbemne@ber % engagesdhé engapmggepteelerBt, therfirshgashetdiOaxtands b&ween

enbodi nent, the first gasket 80 |s an silicon ruhbber O Ring..Wen,the
engagi ng me @Fn@@"hgn‘ﬁg‘@ g Gr?é‘déh@ﬁ@pﬂﬁ W%C%ﬁgcgge%ﬁ?alghggqu?g %;do\g’ket 80
extends bet Vﬁ@?ﬂo&@@S SR BRAUNB Yo E FREPtaclE 58 @ﬁg&é@@ {HRURRQWal'BIMAE Eavify- of

Speci fically, e ORNng 8071Th "the groove of the engaging receptacle 54
engages t he thapeyjeatimh|72d6 s¢ahe firstentl pf dfe recepéacts Bf. eEhusom paRion of gheahatingf i r st
end of the rece cle 54. Thus, .a portion. of .t t 1o area,of the
engagi nglosur;frﬁ?:g}stﬁﬁg’?%&g Cosi RFbye h'? pive Shﬁﬁ?c{%g tﬁ‘gﬁegﬁletﬁgF§454

adj acent a fidiadenfHrsPénd Hahé B&Bpladieiesdard ek &d th intdrhaimséfir i nt er nal

aseptic envifonnent of the formfill-seal packaging machine 10. After the
shaft 70 is @Blapemeiltroftﬂmafommsﬂil-ﬁgal@ﬁchagmgénfg:hgier@-recept acle 54, a

i sengagi ng 1 rom e op et AEisaRRd e S RE Ul chBBdt Rkl A" (e

retainer 82 jepaifer32tiféddiRed tb tHtdkhaft!7e 16 pedbmahe SAfVAY froalideigddixefomhe

support assenbly 34 to the tracklng assenbly 36, but the retai ner 82 does
i©

not prevint (evesentacleS4r de the wakired coppdiowb the ISEINESA it pectaining s enbl i es.
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20 with the grin Cov secona gas er’ 86 are
used to sealbut the retainer 82 does not prevent pivotal or rotational displacement between the

two assemblies.
Once the tracking assembly 36 is rotatedly fixed to the support assembly 34
20  with the retaining ring 82, a cover 84 and a second gasket member 86 are used to seal
the second end of the receptacle 54. Specifically, in the preferred embodiment the
second gasket member 86, preferably made of silicon rubber, is fitted between a
bottom surface of the support member 40 and the cover 84 to seal off the mating areas
of the pivotal engagement surfaces between the pivot shaft 70 and a second end of the
25  receptacle 54 from the internal aseptic environment of the form-fill-seal packaging
machine 10. Sealing off the first and second ends of the cavity areas between the
pivot shaft and the mating receptacle creates a sealed off area for the pivotal
engagement surfaces separate from and within the aseptic environment of the
packaging machine. To maintain the aseptic environment of the packaging machine,
30 the pivotal engagement bearing surfaces between the pivot shaft and engaging
receptacle must be located within that sealed-off area.
As shown in Figures 2, 3, 5 and 6, the web tracking apparatus 12 of the

present invention further comprises an alignment mechanism 38 contained within the



the second end of the receptacle 54. Specifically, in the preferred

enbodi nent the second gasket nenber 86, preferably nmade of silicon rubber,
is fitteowbabiesemt a bottom surface of the support nenber P¢U/t0ZI1338B® cover
84 to seal off the mating areas of the pivotal engagenent surfaces between
the pivot shaft 70 and a second end of t 25 receptacle 54 fromthe

I nternal aseptic environnent of the for i 1l-seal packagi ng machine 10.
Sealing off the first_and second ends of the cayity areas between.the
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The second alignment member 90 comprises a second gear member that mates with
20 the worm gear 88. The second gear member is made of from a mating spur gear
having 180 teeth about its circumference, however, the spur gear utilized in the
preferred embodiment is a partial spur gear of the identified gear, and only has
approximately 18 of the 180 teeth. The partial spur gear 90 is fixed to a bracket 96
connected to the engaging member 56 of the tracking assembly 36. The first gear
25  member 88 is manipulated by rotation of the operator shaft 94. Further, the worm
gear 88 drives the spur gear 90 to effectuate rotation of the tracking assembly 36
about the support assembly 34 via the pivot shaft 70. Use of a worm gear to
manipulate a spur gear provides increased control and precision in adjusting the
tracking assembly 36 in fine increments. This is because the ratio between the worm
30  gear and the spur gear should be at least 100 to 1, and in the preferred embodiment is
approximately 180 to 1. However, a ratio of less than 100 to 1 will not destroy the
intent of the invention. Additionally, use of the worm gear in combination with the

spur gear provides a positive locking mechanism that is able to overcome any force



The second alignnment nenber 90 conprises a second gear nenber that mates
with 20 the worm gear 88. The second gear nenber is made of froma mating
spur gearwOlawssogl 180 teeth about its circunference, howePemr/USHIe338pur gear
utilized in the preferred enbodinent is a partial spur gear of the
identified gear, and only has approximjely 18 of the 180 teeth. The
partial spur gear 90 is fixed to a brack 96 connected to the engaging
menber 56 of the tracking as%gnbly 36. The first g er 88 is

. gar ﬁg nmenb
mani pul at ed ppvidse By ithsrfilgr on the el magbers ﬁPCkEQ?efFlEPrW POLHE worm gear
88 drives the soHL:9efe tx%gl%xg ag%&@&;.uate rotation of the tracking assenbly

36 about the support asse y a the pivot shaft 70. Use of a worm
gear to nmani pul aTke aighment meehanisnoys fiether hasraefrsecuich menghier 402 coomeciedi on i n

adjusting the_ tracking ass ly 36 in fi ingrenents. This is hecause the
rati o bet wee¥lidqsat HuBIoH eﬁggg this pReTatRy Sgi)ﬁg‘l’gfé'alopg%'ﬁlt@fi BargEciiist 00 to

1, and int [ ' | ' AS0ndif? ndechiiaNR Y8, a
rati o of r5| egfs?rSF lg%&fg%g%egq?@gmb%%%%&Jggtgf%by%éggkqih%?e%?n%f the invention.
Addi ti onal | yto ausomtroflert 10d logated gueside the aseptisi ancet ofahe forkfillsenl peghngingear

id iti | ocki hani hat is.ablg.t .f WO
02/ 088011 POTACHES T3t esh greggrendt? by 4 Mty of rern ot SRR Al By © a
such, the fi c]:x{r?a# tHe d3RfroIERYPE. Ilm%%&He@ém&%lﬁm@x&@ﬁn}g%@nﬁéﬁﬁﬂ&lhﬁmsﬁ@

al i gnment mechani sm 38 further hasa first clutc er 102 connected
adj acent a pisoxdintained mdthof the heeptipenwirormeriiand isggaled frenoppersion of thge wor m

gear 88. The ir clutch. mepper 1 cooperates to renovably secure the
al i gnment?® me® :ﬂg'hf%w bcth S_!:%ﬁ{ég(?flfsécg’zt%ﬁsesﬁ%STVé{?ngtfpgi de the aseptic area
of the formfill-aeahowprkagie®, HEReiroker 102@af b kedh Ri8)achafteberfird02 has a
plurality of fingers 106 which allowit to age the controller 104. In

en
t he pref err econtrobloigaskettl 121 heecand epniebler g@&ﬁdﬂ%sﬁbmmg Kl 6raiseqoad §BHCI t hi n

the aseptic enviro nt . and eal ed. fr a i t ; 'l er
104, i ch i SABES vt £ Bin A0, RE B4sBlpl A BB RRREI S nd UERAR 1IBRRER |
6, the contrpdiiRfedlfid ciiagiridalkit@tonl 8 a Aardadlottichl Chedoflbwsdl oucgmintatdler
gasket 112, a second controller gasket 114, a bushing 116, a second clutch

menber 118, perdoniplitedihough an sparanbinthe frapeef dipackasiog maghine dfeang thti ng
110, N 2 PR UG PR P U B0 MR BB BT,
frame of thewpBekagisteniub giekdd,12athetlbeated Beawesn the bushime 155 daicthe ed
against the Sé’oﬁéiﬂg rr(l)Jchith Ei\O.f [F?lg?ra?rfe otf t:]l?e lga%lcézll(gei‘% rrrllgachqgg Qépgredtes the aseptic
environment from the non-aseptic environment. The controller shaft 110 is fitted
20  within the hollowed out cylindrical portion of the bushing 116. Next, the knob 108 is
engagingly fitted on one end of the shaft 110, and is fixed to the shaft 110 with a set
screw 124. The outer portion of the knob 108 also engages the first controller gasket
112 in a sealing manner.
The shaft 110 and the cylindrical portion of the bushing 116 extend inside the
25  aseptic environment of the packaging machine 10. Along with the first controller
gasket 112, the second controller gasket 114 prevents external contaminants from
entering the internal aseptic environment. Specifically, the second controller gasket
114 is preferably a silicon O-Ring located between the internal diameter of the
hollowed out portion of the bushing 116 and the controller shaft 110 within the
30  bushing 116. A portion of the second end of the controller shaft 110 extends beyond
an outer limit of the bushing 116 and is connected to the second clutch member 118

with a set screw. The second clutch member 118 has a pin 120 which is adapted to

engage the first clutch member 102 to turn the operator shaft 94. The controller



with the first controller gasket 112 being | ocated between the bushing 116
and the packagi ng nmachine 10. The frane of the packagi ng nachi ne separates
t he aseptwo 0268801t onment fromt he non-aseptic environnment PCTESOD 38 ol | er
shaft 110 is fitted 20 within the hollowed out cylindrical portion of the
bushing 116. Next, the knob 108 is enggpz{Mngly fitted on one end of the
shaft 110, and is fixed to the shaft 11 ith a set screw 124. The outer

portion of the knob 108 al so engages the first control]er sket 112 in a
seal i ng nmanrRssemblpd 04 psemoyalyly sapnccied te (e algrmen) mediepisgh aﬂ? aﬁ‘ﬁ‘%s Bushi ng

116 ext end i(ﬂ%&aﬁ& o16tateiRe gﬁqgﬁr& Qha?ﬂ\sie’fﬁ%@troﬁﬁoﬁ BEmBAakdL AskeRGNI ne 10.

Along with t Irst contr gasket , the second controller gasket
114 prevents ext eThatontaimdraBipnahiced by da foemifdl-seafpidheging memchak 18depingc

%1 1§ con G R RGOIUBEEREaSEIRC L SOREVN 4t E1EHE T aTaaP 25 n B3 B out
! f vat € _ _ o
portion %16?‘920 gf(;éc%ly@%n%ﬁﬁ% Eie&%rfahﬁlaPB%fnﬁ’édf 1ﬁrthé§‘a%k£%1ﬁéﬁxa\éhﬁ1€.' Th¢ he 30

bushi ng second end of the controller shaft 110
ext ends beyocuhtainer ABaen chvity 126cdnctdsed by s firstvalll 88, andppesiog revend sdllt o t he

hac a pin 120 OARERFAST Dok 436 B0t st ol IR RS e YllnE 382 1o
turn the opefg B’hgﬁﬁtﬁﬁ% lsé:’zﬂ 133 Q@th@@%ﬁ 61athé 85ntReOR SR khE eI WRAA/383889 14

assenbly 104 is rénovably connected to the allgnrrent mechani sm and al | ows
an oper at orthe bottomaf ¢het doataiyps 28t The jdingd seals 18R1184 30 red thetfald 5% weate he

tracki ng assepbly. . The cont.ainer 28 uced by th of M f il - I

packagi nif mat AP CH%‘?‘?@V I&Fféﬁﬁé; V‘Eﬂ%@?ﬁﬁ"’ ﬁg%gl%ﬁe%lg‘ 1‘53 ?’gﬂléslh%c\f\%%rn Fi gure
7. The cont aj &g, 2Gudrtity'SdepHar@RRcaticd ivebredfwibeh wEElie-tight chaiepl 2@bf t hat

is formed in the packagi ng machine. The container 28 has a cavity 126

encl osed by thefconisinena$.1 W2, thansexsishe wal treeldag asserably 121 8w pesipherabedes 132,

134, 136 about . a_peri y of. the fir : e THE

| ongi t udi nal Oftstgﬁiflgsﬁﬁ‘?%g?%taﬂg ﬂfeosﬁc%rfd W%lilgﬁo%tez&%%rg Lfgﬁé%%%%g%%ﬁgt ¥81 d area
138 at  the hohkemd &rnithelRgitdnMeeal2B2. The joi ned seal s 132,134, 136 and
the fold 138 create 10 a fluid-tight chanber within the cavity 126 of the

cont ai nets 28. As Ehpreitaiee 8ealwrhasaditeent 149 qiharfitmeyt B0 ig cpmeeiedde S cal is
oL e e i A DAY 20 Bloackll GRTAMREL, ey MBI S
128 and t he ggaonemved 126b3thevortdigga@8ed substantially adjacent one anot her
to formthe ong :[Al; glln&%la inslgiglllre%?g schematic is illustrated of the process for creating a
container 28 in an aseptic environment of a form-fill-seal packaging machine 10
20  having a web centering apparatus 12. The overall process includes providing a web
of material in the unwind section 14, and passing the material through a series of
subassemblies in the aseptic packaging machine 10 to form the finished container 12
that is filled with the pharmaceutical. The various subassemblies of the packaging
machine 10 include the film sterilization section 16, film drying section 17, dancer
25  roller section 18, drive roller section, web centering section 12, forming section 24,
fin seal section 25, fitment attaching section 20, filling section 26, end sealing section
30, and delivery section. These subassemblies have been fully disclosed herein.
Prior to usage, the internal aseptic area of the packaging machine must be
sterilized each day. This is accomplished with a hydrogen peroxide fog which is
30  passed through the aseptic area of the packaging machine. Because of the

sterilization process, and the need to maintain an aseptic environment, the present

invention, including the sealed off areas specifically for the moving parts is required.



15 The container 28 also has a fitnment 140. The fitnent 140 is connected to
the container 28 at the fold area 138, and has a passageway t hat
cooper at ewoweogsothe fl ui d- tight chanber 126 of the cont aiPe@rusE813386 shown

in Figure 8, a schematic is illustrated of the process for creating a
container 28 in an aseptic environnent 0L§a formfill-seal packaging
machi ne 10 20 having a web centering apparatus 12. The overall process

i ncl udes providing a b of terlal [ unwi.nd ction nd passi ng
the nmateri al throgﬁﬂeéﬁ@gFﬁég Fent SgesA @ﬂ%ﬁﬂﬁ?@@“?ﬂmﬁ a&%@ﬁ?ﬁ@‘g%EWﬁglng
machi ne 10 t S thdehid180ml 0Dichl A 29 L.t he
pharnaceutlégvépq%eéggbﬂ%ﬂ%ﬁg ass@nb |e of %he packagi ng machi ne 10

i ncl ude t he HbWwevet teittatkiag hssamblyodfi the peSent finventios gamipe wiined dor laiger dancer
25 roller sectl?n 18, drive roller section, web centering section 12,

for ni ng sect YBHIB 428 BAgY, seal section 25, fitment attaching section 20,
Filling section 2G/migAge ﬁ%@l‘flb%b%@ﬁﬁérﬁihav%%e@ﬂﬂlsgﬁkdl ¥&d YeseBbdd, on. These
subassenbl i es have been fully disclosed herein. Prior to usage, the

i nternal asemimerons mdrﬁi‘camm cpaeka giind) withowi signifiesstly ideparting fiion the dpigiac h

day. This is shed ith a dro en per oxi whi ch i 30 passed
Chough +he SBREMENFhang e srabe RarRErT REER HETe R best dihe
sterilizatiofcBragyife Cifst he need to maintain an aseptic environment, the
present invention, |nclud|ng the seal ed off areas specifically for t he
novi ng parts is reqU|red WO 02/ 088011 PCT/ US02/ 13389 15 Currently, three
different sizes of flexible containers 28 are capable of being filled in
the aseptic formfill-seal packaging nmachine: 50nil, 100 m, and 200 m .
However, the tracking assenbly of the present invention can be utilized for
| arger or snaller size bags. 5 Wiile the specific enbodi nents have been
illustrated and described, nunerous nodifications cone to mnd w thout
significantly departing fromthe spirit of the invention, and the scope of
protection is only limted by the scope of the acconpanying Cainms. WO
02/088011 PCT/US02/13389 16 CLAIMS | Caim 1. An in-line web-centering
apparatus for centering a web of material in a



5 formfill-seal packagi ng machi ne, conprising: a support nenber fixed to
the formfill-seal packaging nachine; and, a tracking assenbly nounted to
t he suppowD omsdeer , t he tracki ng assenbly having an engagcagsoendsey and a
contact nenber connected to the engaging nenber, the contact nenber being
adapted to contact the web of material, erein 10 the tracking assenbly
pi vots about the support nenber, wherein“the tracking assenbly is
positioned at an angle with respect tg tgg ;upport menber, and wherein the
angl e of the tracking assenbly is nodirfs en the tracking assenbly is
pi vot ed aqugaFge support nenber, the nodification of the angle of the

t racki ng asse adj usting a flom/path of the web of material. 15 2. The
web- centering apparatus of Claim1l, wherein one of either the support

menber or the tracking,assenbly has a shaft nepber dependi t herefrom
and the other of githefs‘nt“hi‘ L‘i%Bé’FFteﬁ%ﬁ%Rar%}Ps ée?tf"%‘g&??’lvﬁgg’g a;mrf’as an

engagi ng 5 r egent @glse gék %ﬁ\?txﬁeﬂ'ﬁfﬂe W%S The web-centering apparatus

of Claim2, ereint menber seated in the engagi ng
receptacle, and V\hlemmnort mémebes ixkbd torthaibenm- ﬁﬂlmalspankaginglmtaddne;@ngagi ng

receptacle, such pivatin Vi di | ar dis enent _of. the t Ki ng
assenbly. 4. The ggﬁag gg%n ﬂﬂ’g?cgtlotg} eB‘fppe}'tJF‘?ﬁla@ n@ﬁg"ﬁglﬂﬂg f‘?‘?smi)ﬁ'pport
menber is fmm%]ﬁxpeﬂgagl é"rﬁ‘!ga'r'aﬁd a%&haaqnéxﬁb@r@ohﬁgcw t8ih

envi ronnment of e for |1 - 25 seal packagi ng nachine, an wher ein the

tracki ng as smmmlbyr, itlee mtmt mdmber heiag wp]iedrto comtactibe weh of matesigk pihierein

envi ronnent of for mf sea a hi ne, b-centering
appar at ut® oft%@t CRing assib %Pwogﬁhg'ﬁg %‘ﬁ’é’ﬂ& mesfﬁl?efa‘gl%er tg%ﬁ'ﬁc\?%fg the shaft
nenber and téweﬁlspyeipbaﬁh&lddsﬁt §@&hgqgmfre§ e@trfbttlli@s@g&@tzﬂe%be@rhﬁdrv@fé@ﬂt of
the formfill-seal packagi ng machine. 30 6. The centering apparatus of

Claim 1, whethejanglernd thapasking ammﬂéy is thedifiest sdien thet traskingragsapbly isspizpted

rachi ne, whet st oo R e BRERM o L BT Y ik BBEE” oot

nmenber in thg agﬁigtd Tove PXthIof tHEedb @Hmﬁtbﬂalf ormfill -seal packagi ng machi ne,
WO 02/ 088011 PCT/ US02/ 13389 17 and wherein E)I vot al engagenent surfaces

between the suppoPt neRbereknsenteries apneeaing ofd-1aie dnphereiaancobaiteed thf f £ rom
the aseptic &%‘ébﬁ?ﬂg}g@& oﬂhettg%kifng E@eﬁdb'l} hats aaghaft member depending therefrom,

and the other of either the support member or the tracking assembly has an engaging
receptacle for the shaft member.

3. The web-centering apparatus of Claim 2, wherein the shaft member is

20 seated in the engaging receptacle, and wherein the shaft member pivots within the
engaging receptacle, such pivoting providing angular displacement of the tracking
assembly.

4. The web-centering apparatus of Claim 3, wherein the support member
is fixed to the packaging machine in an interior aseptic environment of the form-fill-

25  seal packaging machine, and wherein the tracking assembly is mounted to the support
member in the aseptic environment of the form-fill-seal packaging machine.

5. The web-centering apparatus of Claim 4, wherein an engagement
surface of each of the shaft member and the receptacle is sealed off from the aseptic
environment of the form-fill-seal packaging machine.

30 6. The web-centering apparatus of Claim 1, wherein the support member
is fixed to the form-fill-seal packaging machine in an interior aseptic environment of
the packaging machine, wherein the tracking assembly is pivotally mounted to the

support member in the aseptic environment of the form-fill-seal packaging machine,



packagi ng machine. 7. The web-centering apparatus of Caim1, further
conprising an 5 alignnment nechani sm connected to the tracking assenbly, the
al i gnnentwowelssoism conprising a first adjustnment nenber Pamdsa2/mase ng
second adjustnent nmenber, the mating second adjustnment nenber fixed to the
tracki ng assenbly, wherein the first .angd second adjustnment nenbers
cooperate to pivot the tracking assenbly-’8. The web-centering apparatus of
Claim 7, wherein the alignnment 10 chagli smfurther co i ses an oper at or
shaf t connecﬁ@&vh@e{n%v@tﬁ#%a%%ﬁ%s FHYRER PSPPWIB‘BgE‘E?Wdéﬁ%ft

control ling : " j OB TR 811

web- centeri n%%%%sgﬁgfyoa?é gtlg:?n%;f %{rgﬁmy%#ﬁﬁt he ]fi rst ﬁgfdtjhgg?ﬁﬁltl Sear‘%e nber
conpri ses a pwkagiggatachimenected to an operator shaft, and the second

adj ust mrent mnenber _conprj ses. a mati ng spur r.fixed to the tracking
assenbly, and 15 #her eil] eWﬁB'Cgﬁﬁ?n%g@rapa}t‘és %re(?]@é‘ﬁlbfgmp?fecWﬂ%@% to
effectuate piy ! LBE to fb kL ﬁﬂ)gst)'th( ARAHIent RECIRMRACT ¢
menber . 158. #’@&%ﬁnﬁ?@gﬁ%déﬁﬁgfngp%ar%t us of ﬂ%agsi%m J vale%gi nnt hecsupport
menber is féompriding & fiest hdjustfent nembert andaaciaiingggcomtadjustment membert éei or
aseptic environnment of  the packagi chi ne, wherein.the tr.acki

assonbly 15 PAVEE se)d ARHEE PEPrasd & BBk TR SR B o

envi ronnent gfq {aend jRhbh! mSfBrs BaHIEAML REDITHAGHE BBekingiREMDR. t he al i gnment
mechanismis fixed tothe tracking assenbly and contained wthin the
aseptic environneBt of Thheeboemefing dppaesdis iclkiang ¥ nyhereiolihgalignaredt wher ei n

pi votal engagenent surfaces between the support e nd the tracking
assenbl y!®ar eggaélp%%l%ﬁer FYBRRCH &0 REREF é“%ﬁ?ﬂnpgqeﬁ‘gﬁ’t&%ﬁrqﬁ@_uftg}eﬁf fill-seal
packagi ng negRinBer, tkopktator'dhaft WBRTEIBNS Bicl HGvcARMAHAThE Fird fadfds@hdik A2mbetir t her
conprising a controller renovably connected to the alignnent nmechani sm

the controller en§agi ndhe wieb-copjering appasdieg of CloinaBl wherein thpErshedipstsnt ot at e
the operator_shaft. 12. The web-centering. apparatus Cl.ai erein the
cont act npnb‘élfm%gf)%’?l?%s&a&' SR AR ARFELE ) q%e?p,eratt%reglg{%aafntd% er)eTlle%gm\;{svgcur ed to
t he engagi ngadyeéthRht mefBer RfhprlAes 4 Rty sﬂiﬂ’iéeﬂ foepable thckingtasdcnitdy,alagut t he
shaft. 13. Thé web-centering apparatus of aiml, further conprising a

first coht awheneishibespurgsanissisyembly eriverst e ibelfectyatepivpiak fotationtafdee menber
connected to,_ the en in J a first end of the engaging
ronberand ERE0E EOSARL BRI Sl R R 3 15530 18

10.  The web-centering apparatus of Claim 8, wherein the support member

is fixed to the form-fill-seal packaging machine in an interior aseptic environment of
the packaging machine, wherein the tracking assembly is pivotally mounted to the
20  support member in the aseptic environment of the form-fill-seal packaging machine,
wherein the alignment mechanism is fixed to the tracking assembly and contained
within the aseptic environment of the form-fill-seal packaging machine, and wherein
pivotal engagement surfaces between the support member and the tracking assembly
are sealed off from the aseptic environment of the form-fill-seal packaging machine.
25 11.  The web-centering apparatus of Claim 10, further comprising a
controller removably connected to the alignment mechanism, the controller engaging
the operator shaft to allow an operator to rotate the operator shaft.
12. The web-centering apparatus of Claim 1, wherein the contact member
comprises a shaft and a roller, the shaft being secured to the engaging member, and
30 the roller being capable of rotating about the shaft.
13. The web-centering apparatus of Claim 1, further comprising a first
contact member and a second contact member, the first contact member connected to

the engaging member adjacent a first end of the engaging member, and the second



contact nenber connected to the engagi ng nenber adjacent a second end of
the engagi ng nenber, wherein the first and second contact nenbers

si mul t anewokgssopi vot about the support nenber when the tpegRisnyi1zmssenbl y
is pivoted. 14. An apparatus for tracking a web of material in an internal
aseptic 5 environnent in a formfill-se packagi ng machi ne, conprising: a
support nenber, a tracking assenbly, an n al i gnment nechani sm the

tracki ng assenbly having a contact nenber depending fromanp en i ng
menber , andcqllF?é¥8¥?mb§€€0%%‘éF° & PREFSHEpER ertaglJﬁfgﬁttaaﬁ?POl%dr:"éldvégﬁ%f

material, whgy gglgﬁb%bé UPRALH tli%ﬂ%).eﬁnd stcoftf ﬁéﬂ?ﬂ'{ ﬁaeﬁ%@ﬁ%%@@arﬁ&uﬁ@ angle to

the tracking wher el n ne of eit e support nenber or the
t racki ng assgindt abohethe aupparismembdrathiennhareadiaug asdepelyds piyoteder ef rom and t he

ot her of either the support menmper oy, the tracking. .assenbly has.a mating
receptacle, the fl4st E‘B@BP@%W%%@“SG@@&%@% 151 Hlt%fﬁ%l ¢t i ng

wthint r whel.ej i iRl nismis connected to
t he tracgng&ggrggrﬁ;%bgmta?agg%f%ﬁl%&%ﬁ%lldgglg?&?gt atig%' bet ween the support

menber 15 and t hea tuppoktimgmizs setriaking dsSemblficandein aligamknigedppiamathes of

Claim 14, wherein the first. rotation nber further conpri.ses a,pivot
shaf t depend‘ir”rfg"qgr%ﬁ‘?rflm haxigg gicRBraHeRER erdfep? & TPRAR a%%ﬁ%ﬁ%imb%?n and

wherein the pjugl éﬁééttm&ﬁbé?%@iﬁm?%éﬂ!e@fb QBeRE M vl dffigateriRCRREraialRe Of t he
support nenber. 28 16. The web tracki ng apparatus of C aim 15, wherein the

pi vot shaft suppontendntealid wptatédteconnectedet avmeby to the irbckingvssemblyy whetieher . 17.
The web tracking apparatus of Caim 15, erein rtieon. of the agi n

surf ac eslooet%@e(% eﬂtﬁgr F@Wpogtﬁﬁ?lflgeéﬁa hﬁ{g&g@@?eﬂlggﬁ %ﬁgséécrt%%o norfl?r%p‘?fo% t ﬁe
internal as e&ép%ﬁdiﬁg\tﬂlérmrﬁndqﬁe sther drithee the kofsiRa meab&kagitngraskaid ne with a

first 25 gasket extending bet ween t he engagi ng menber and the support
nmenber to seassemmblyflias stmasing redeptable, the fiegtraietien megberpamipapicatingcwith gnd

appar at us of aim.l7, further. conprising.a_se . ween
he sapport EBEEHR i BhORE SR ahPeul B RAR AN maRnIFh TREBELAR 225
19. The web heagkking asRBdipiotHnebl the @hgle dbrotitiariRinednhie vaipottraakberg

apparatus further conprises a bearing surface between the pivot shaft and

the rectpt awidghe taekibgasserm§lysur f ace seal ed of f fromthe aseptic

environment with gasketg, Q2L 088Phh el M7#14 3R %ein the first rotation

member further comprises a pivot shaft depending from the engaging member of the
tracking mechanism, and wherein the pivot shaft is seated in an opening of the
receptacle of the support member.

20 16.  The web tracking apparatus of Claim 15, wherein the pivot shaft is
vertically fixed to the support member with a retainer.

17.  The web tracking apparatus of Claim 15, wherein a portion of the
engaging surfaces between the pivot shaft and the receptacle are sealed off from the
internal aseptic environment of the form-fill-seal packaging machine with a first

25  gasket extending between the engaging member and the support member to seal a
first end of the receptacle.

18.  The web tracking apparatus of Claim 17, further comprising a second
gasket member between the support member and a cover to seal a second end of the
receptacle.

30 19.  The web tracking apparatus of Claim 15, wherein the web tracking
apparatus further comprises a bearing surface between the pivot shaft and the

receptacle, the bearing surface sealed off from the aseptic environment with gaskets.



19 20. The web tracking apparatus of Caim 14, further conprising a first
gear nenber, a second gear nenber mating with the first gear nenber, and an
oper at i ngwehafssoimwherein the first gear nenber is connect @dTus0y/d38Dper at or
shaft and is manipulated by rotation of the operator shaft, and wherein
the second gear nenber 5 is connected tolﬁt he tracking assenbly and is

mani pul ated by the first gear nenber, tHe manipulation of the second gear

menber causing rotatiaon of the trackin enb]y.. 21. The .web tracking
apparatus of C ai%-ZO,T%@?%?WWWPPWgF ngjj‘?lm %Wé?ericgman%gﬁwﬁgﬁ%ar, and
wherein the s ﬁﬂ% | toakitlS BT by mertaBeMhhdla@ rati o of
at | east 10@%&%&%5% S% e %”’%@ggel{% §f%lar at ulsrag%’é ngi mei4, zflurt her
conpri si ng apenitingrshafs,upipoein titefimngtian membenistdoenetegkigithgopesatbeshafttangd
support nenher securi the, roller nenber_to the en in nber. .23. A
tracking rredﬁ&ﬁ‘i’%ﬁlljaftﬁfr gbrqt%t?'%‘}fiﬂm QRSP fieang ‘ﬁ]@erﬁ‘ﬁgﬁgﬁé?gﬂgg‘?aﬁémqbfran_

i nt er nal Sasqublﬁlg@%ﬂﬂo B trd RITF 8@ milly hhd R SnAMslIAEAbY Bk MrsOadr rdefifet, " acki ng
mechani sm provided in the aseptic area upstreamof”a forner assenbly of

t he form fi |the smalputdiokaditiegenarchieaemember ¢ausiog iroigtioechdnitrepliognpri si ng: a
tracki ng nenber rotatedly connected to a support nenber, wherein one of
either the S3¥PBMY member or the tracking menber has a first rotating

menber and the 2§ ot hgge @ib BhUREY agphRnBWIRDA 26 MAREeif the gt gdagcki ng
menber has a mating receptacle, the tracking nenber being able to rotate

about a speanémbel iangiemagear, and whersinhe kecond gparcmembertip a paiiishsur ShEber
within the internal tic areg of the formfill-seal packaging nmachine,
and wher ¥ n Y29 %%E?aétal Pveen the first rotating nenber and the

nmating receptacl exd s semd feb @hidkidg SPataie FLERIn t4,F0€Rerebmiphising @rroléd | | - seal
25 packagi ng machi ne. 24. The tracking nmechani smof C aim 23, wherein the

first rotatisugpontrdapradingepem de dngaging msatben theofupphe nRamRek seryring fissiollet he

first rotatin nb engaqging .t he mating receptacle, the first rotating
menber havi Hﬁggg%etng‘%g}gag@gu egn “thereto to prevent the first rotating

menber from di sengmgi ng tacRifg tothaRérh Agk 3@rmefilb péad phekagimgdndchimefharsig
rotating nenber being capable of rotating within the nati n% recept.acl e.
Qe

25. The tor acki intprial @enticawsadPr forming, Sillingrandspalingcobasy thsitigKingmechanisn,| er

provided in the aseptic area upstream of a former assembly of the form-fill-seal
packaging machine, the tracking mechanism comprising:

a tracking member rotatedly connected to a support member, wherein one of
either the support member or the tracking member has a first rotating member and the

20  other of either the support member or the tracking member has a mating receptacle,
the tracking member being able to rotate about a specified angle of rotation with
respect to the support member within the internal aseptic area of the form-fill-seal
packaging machine, and wherein the mating area between the first rotating member
and the mating receptacle is sealed off from the aseptic area of the form-fill-seal

25  packaging machine.

24.  The tracking mechanism of Claim 23, wherein the first rotating
member depends from a bottom of the tracking member, the first rotating member
engaging the mating receptacle, the first rotating member having a retainer secured
thereto to prevent the first rotating member from disengaging from the mating

30 receptacle, and the first rotating member being capable of rotating within the mating
receptacle.

25.  The tracking mechanism of Claim 24, further comprising a first sealer

between the tracking mechanism and the support member, the first sealer closing off



bet ween the tracki ng nmechani smand the support nenber, the first sealer
closing off WO 02/088011 PCT/ US02/ 13389 20 the aseptic environnent of the
formfil Iweaalsgpackagi ng machine froma first end of thePa&ttisny13389
receptacle. 26. The tracking nmechani smof C aim 24, further conprising a
second seal er adjacent a second end of e mating receptacle, the second
sealer closing off 5 the aseptic environfitent of the formfill-seal

packagi ng hine fromthe se of th nmat i n e a 7. The
tracki ng o CHSAPGHE SRV EPHT S 25 MeREF B roakEieR gy e Som ErsC e ot ¢ e
mati ng recepyaglRinceahesi2 seal ed off area separate fromand within the

aseptic environnemnt the formfill-seal packaging machine. 10 28. The

t racki ng mechani s26.of 'Ihatrmlmm méchraniser ofddaim P4, fngherrcoaiprigimgersecondechani sm
having a first_ali nrrent r second al i nt nmenper fixed at. one
poi Nt ot hescRleRAET DR St e BEtP R i L SeER ARG HRAE AEer a
anot her — 0i @ik a5 n@‘ﬁ@ Ay GRSt o theTBith-Bil &b I%kaglﬁ filatRihe RlohDmER&onaRAREY .

t he al i gnnment chani sm being contained wth % he aseptic area of the
formfill -sewthpa:tahaglrmptaﬁlerrachl ne, and the aI i gnment mechani sm furt her
bei ng renovably sgcure edf troller.lo ed. qut 5i de
the aseptic area of gh‘?g? IfgllnFC Eléfno ag’ ‘ghfﬁﬁlgﬁf:ﬂglg (gggh ilrﬁ Eaagi ng
machi ne havi mhamaklﬁg PERPlacRLPRdsG BAIBA offtab@a RPEHANIOE andBEMITReAMHHEY

former that forns bags froma web of material, a filler that fills the 20
bags with a @Uh@ﬂm@@@fthﬁﬂ)ral-ﬁ]éﬁfbaélpa@mtngge@h@q he bags to enclose the

substance within ach of. the f and. seal er. bei
| ocated W thin th%§1| nt 2&%3? %%W?@nlsg} ?%’;uf)tg%rlf ¢ *Hﬁmﬁﬁnﬁ‘\ﬁ 1I%nmen[he
packagi ng megBémRishihivies a EeRLigihd memHef %Céébdﬁﬁi kAt SBInbecteddt bfie t he

internal aseptic area of the packagi ng machi ne and i medi at el y upstream of

the former, pdiat tprtb@:tracri@nm@ pn anchreasmeavith ﬂpg firgtmlighmenigpergber pherathel  and

p| voting wthi.n ase racki ng
chani sm be‘?orl@t ‘ﬁﬁé%eta ula ]tnéﬁlgeaﬁug roq%gn{r%?q%g alcég‘ﬁf r%l s the

pl voting of ﬁlbﬁqahfsﬁﬁkélﬂgc@iﬁ@lhédlw&mn thé adeptia aﬁeh@f Hievioirh T1- ga‘al pdkagingcki ng
mechani sm alters an angle of contact between the tracki ng nechani sm and

the web bf naedtinajandghe igmment mpchapism fyrtherdhedng rmavablyseeied oeandor ner . 30
30. The pac ksaegie'aqfrdmﬁr&ﬂt?olfgr l(ga?e'drgu?s%e 0 %e%'ti@ A i ARkh g §Rghani sm

packaging machine.
29. A packaging machine having an internal aseptic area, the packaging
machine having a former that forms bags from a web of material, a filler that fills the
20  bags with a substance, and a sealer that seals the bags to enclose the substance within
the bags, each of the former, filler and sealer being located within the internal aseptic
area of the packaging machine, the packaging machine further comprising:
a tracking mechanism located in the internal aseptic area of the packaging
machine and immediately upstream of the former, the tracking mechanism contacting
25  the web of material and pivoting within the aseptic area of the packaging machine, the
tracking mechanism being connected to an external control unit that controls the
pivoting of the tracking mechanism, wherein the pivoting of the tracking mechanism
alters an angle of contact between the tracking mechanism and the web of material to
center the web of material entering the former.
30 30.  The packaging machine of Claim 29, wherein the tracking mechanism
pivots substantially about a centerline of the packaging machine, the centerline

approximating a centerline of the web of material being fed into the former.



pi vots substantially about a centerline of the packagi ng machi ne, the
centerline approximating a centerline of the web of material being fed

i nto the Wworo®ss01\O 02/ 088011 PCT/ US02/ 13389 21 31. A comcaiuser/1338%
hol di ng a pharnmaceutical, conprising: a web of polyneric filmfornmed in a

packagi ng machi ne and having a cavity closed by a first wall, an
opposi ng second wal |, and seal s about a“pgeriphery of the first and second
wal | s, at |east one of the se éﬁ jOlnI an |nter|or ortion of the 5
opposi ng first ardsechRENEELT Qﬁ@“@r BeeRtiedl FORRESHE chanber wit hin

the cavity of Qq?,%?fdﬁdtlgﬁ mcﬂﬂ,ﬁﬁﬁg@a% gﬁﬁ%ﬁg Imchidaeanamaﬁﬁg@%m}cal is

stored within the polynmeric Tilm being
directed i nteﬁclaséd)hsmﬁmfwaﬂlhm qmokmgmagmdwwd]hambsa&ismboatap%uﬂhcr}gOfetb%enbl y

in the packagi ng nmachine prior to the. container int ackagin
machi ne, theflfﬁtrf’é’é‘léf’*?fﬁlda‘g%lgnﬁ‘l 193368%‘?{@’ F%lsalo’cnil%ﬁ:?(‘? T PREHO ?%i‘%t at egl yg

connect eq t Q)p?oﬁgé) RO tzm 88 wallbend &8RO MBIRAE cRRMY waldletht Qavityosfat e

about a speci angle of rotation withrespect to the support nenber, the
t racki ng mechaocorsaneswhacstin mguaﬂ'my vitbe pharmatentical isatded withinghe flnig- t@htangl e

Centor the Ertnb?‘?r? e of et B PEE ROTRG Rt O RRED! DEPRORETS  cdges

of the firsty, Qra@ﬁhg%sse%l}llmﬁe hRKkABnL Afichine pHidr fEPEingfihd he
cont ai ner are ocate substanti al adj acent one another. 32. The

cont ai ner ofcoftaimemiBthe faokagieg m@dmmr ihei tragkingfassemgnly cewnrising adraclengt he

cont ai ner the fitnment havin assa th t

fluid-titht m%rﬁé gfategy ‘E‘H’éleg%ﬁfcg gﬁ?&i%éb? ﬂh %F@ggé% %e%él é@?ﬁog a web
of materi al 1bfht@£bo%§§Bbécﬁfl&i‘éﬁgﬁ@&%ﬁho@(mth&esfpé&tftbfthé éup'@snlmemm&am ng

machi ne, conprising the steps of: providing a web of material; providing a

formfill- sdeackp@(ma@langmm@tﬂcheg tf@h‘@bpémm%@nﬁﬁ@mr%bn&%i‘%&e of seal ed

acenti o 25 aonlreppie® peielb g ARt BeoBR TRt T Bl Aan SEREE) |

within the sgabagl as@hld tﬁe Pd’rfh%r Qfchtung p@ﬂﬁd@aﬂleﬂges sredtirse and k&oﬁd aals ng
assenbly having an enga menber and a support nenber t he support

menber b nqhmfoml%dnft thh éeqémﬁéhg FoRiRIRGIcH Insatedirabsianiialln adigrgagPhg  menber
IS p05|t|oned %} an angle with respect to the support nenber and pivots
about

32. The container of Claim 31, further comprising a fitment connected to

the container, the fitment having a passageway that cooperates with the fluid-tight
chamber of the container.
20 33. A process for centering a web of material in an aseptic environment of
a form-fill-seal packaging machine, comprising the steps of:
providing a web of material;
providing a form-fill-seal packaging machine, the packaging machine having a
sealed aseptic area, wherein a forming assembly is located within the sealed aseptic
25  area of the packaging machine;
providing a tracking assembly within the sealed aseptic area of the packaging
machine, the tracking assembly having an engaging member and a support member,
the support member being mounted to the packaging machine, wherein the engaging
member is positioned at an angle with respect to the support member and pivots about
30 the support member; and,
pivoting the tracking assembly about the support member, the pivoting of the
tracking assembly modifying the angle of the tracking assembly to adjust a flow path

of the web of material.



30 the support nenber; and, pivoting the tracking assenbly about the
support nenber, the pivoting of the tracking assenbly nodifying the angle
of the trwolnngsoassenbly to adjust a flow path of the welpCofusorissed al . WO
02/ 088011 PCT/ US02/ 13389 22 34. The process for centering the web of
material of Claim33, further conprisi ;g the step of: locating the

tracki ng assenbly adjacent the form ng sembly, and having the web of

material traverse fromthe tracking assenbly into the_f enbly. 5
35. The process 4r c&hed’rrf’?ﬁs for‘iée ’c’b‘?‘ N&%é}fﬂ%ﬁ tergl Otngql%%sfur%hher
conprising thg, ﬁtsﬁlgst Oftep BEOVi ding an al i gnment mechani sm conprising a
first adjust rrer? n}tl)er pa a mating second adjustnent nenber, the mating

second adj ust mentlocatinpelic tlnmkm;g asfaémxiayl adjacdnl metfpankngmgsemﬂﬁmhﬁmvmg thet he
first adj ust nt. nmenber beln ad to be O controlled externally by an
operat or ; m% HoUaLe tt’f?é(e‘fsi’“ ggfrﬁg?%?ﬁse%%ﬂgp tgﬁf%r%‘b%?s‘é‘f @é{

mani pul ate the segond TR HSIRR ceftBiiltehe Wb TR R LR TIAM B ﬁﬁ»sneflg the

t racki ngtsassenbl ;% 36. T er procesg of ceﬁterl ng the web of nmaterial of

Cl ai m 35, fwotripasmgdhmﬂepssmfng the step of: 15 providing an operator shaft
connected to the flrai adjag%trrent nmher, the . op tor irgaft cchftro l'ing
the novenent of tHRRVifingan algpmeRtporfansamprishng a H& s IFMREEAYSr i ng

the web of rﬁ%@ﬁﬂgaéec&{déa@dtﬁb&%elﬁwtth@hlauﬁgga,*dnalaaﬁsﬁmt SlefBeObeing@r OVi di ng
a controller renovably connect ed to the alignnment nechanism the 0

control | er dixgddgo thg ttd@klngm$mhiy, agfh dfetflrsba@mstmmntanempoIMII@radﬂmed tibae the
operat or S hac]:)%ltrol?éfi er;%erngllljy f)it ar? gpe?eflto} gr?d control ler.

moving the first adjustment member to cooperatively manipulate the second

adjustment member, the manipulation pivoting the tracking assembly.
36.  The process of centering the web of material of Claim 35, further
comprising the step of:
15 providing an operator shaft connected to the first adjustment member, the
operator shaft controlling the movement of the first adjustment member.
37.  The process of centering the web of material of Claim 36, further
comprising the step of:
providing a controller removably connected to the alignment mechanism, the
20  controller engaging the operator shaft to allow an operator to rotate the operator shaft

by manipulation of the controller.



