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ski rheskinrpdereiop ﬁézﬁeﬂfﬂiﬂoﬁﬂk b@WFaghettSére, single-use disposable medical
devices call for a medical device package that is inexpensive and disposable.
Althongh it is conceivable that rigid injection molded medical device packages could
be desigred to provide protection of medical devices enclosed therein, it is likely that
their cost and potentially cumbersome manual deployment (i.e., opening) procedures
would be less than ideal.

[0003] Still needed in the field, therefore, is an inexpensive medical device package
that does not require curnbersome manual opening procedures yet still provides for
protection of a medical device enclosed therein and/or a sterility barrier. Furthermore,
for medicat devices that include a skin-piercing element (e.g., a lancet or micro-
needle), a need exists for a medical device package that protects the skin-piercing
element from damage or contamination prior to use and that also protects a user from

accidental contact with the skin-piercing element following use.
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[0006] The package also includes a collar (e.g., a rigid collar) attached to the distal
ends of the upper and lower flexible sheet portions. The collar is attached in such a
way that a relative movement of the collar and the proximal ends of the upper and
lower flexible sheet portions, that decreases a distance therebetween, results in a
pulling apart of the upper and lower flexible sheet portions. This pulling apart
automatically opens the package and exposes (e.g., deploys) at least a portion (e.g., a
skin-piercing element portion) of the medical device.

[0007] Also provided by the present invention is a method of manufacturing an
automaticaily opening medical device package containing a medical device (e.g., an
integrated biosensor and lancet medical device). The method includes positioning at

least one medical device on a flexible sheet of material. The flexible sheet of material
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the medical device.

BRIEF DESCRIPTION OF DRAWINGS

[00010] A better understanding of the features and advantages of the present invention
will be obtained by reference to the following detailed description that sets forth
illustrative embodiments, in which the principles of the invention are utilized, and the
accompanying drawings, of which:

FIG. 1A is a perspective top view of an exemplary embodiment of an

automatically opening medical device package according to the present invention;
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FIG 1A is a perspecfive view an automatically
openi ng ¥E8i6dednd §Bwieqerspective and side views, respectively, depicting a

result of yet another step in the manufacturing of the package shown in FIG. 1A with
FIG. 6B representing a view along line 6B-6B of FIG. 6A.

DETAILED DESCRIPTION OF THE INVENTION

[o0011) FIG. 1A is a perspective view of an automatically opening medical device
package 100 according to an exemplary embodiment of the present invention. FIG.
1B illustrates, with dashed lines, a medical device 200 (i.e., an integrated biosensor
204 and lancet 206 medical device) enclosed within package 100 using a perspective
bottom view. FIG. 2A is a perspective view of the package of FIGs. 1A and 1B
following automatic opening of the package. FIG. 2B illustrates, with dashed Jines,
the location of the integrated biosensor and lancet medical device within the opened
package of FIG. 2A.

[00012] Once apprised of the present disclosure, one skilled in the art will recognize
that a variety of medical devices can be beneficially employed with packages
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[60014] Upper and lower flexible sheet portions 102 and 112 can be formed, for
example, from a single sheet of flexible material that has been folded over upon itself
(as described further below with respect to FIGs. 4A through 6B). In sucha
circumstance, proximal ends 106 and 116 are attached to one another along a line
where the single sheet of flexible material has been folded.

[00015] The upper and lower flexible sheet portions 102 and 112 can be formed from
any suitable flexible material known to one skilled in the art. For example, the upper
and lower sheet portions can be formed of a flexible paper material (e.g., Kraft Paper,
TPP-0036 [HSC 42# Surgical Kraft Paper]), and/or a film-type material (e.g., TPF-
0504 [Nylon Film - puncture resistant] and 1073B uncoated Tyvek film). Suitable



essentially aligned with one another (as shown in the
top and bottomviews of FIGs. |A and 1B). [00014]

Upper and | ower flexible sheet portions 102 and 112 can
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adaflesttiletsheetportions provides for enclosing a medical device (e. g the integrated
biosensor and lancet device illustrated in FIGs. 1BA and 2B) within the upper and
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lower flexible sheet portions. Once the upper and lower flexible sheet portions have
been sealed together around the medical device (for example, by sealing the peripheral
edges and, optionally, the distal and proximal ends of the upper and lower flexible
sheet portions), a sterility barrier can also be provided.

[00018) Package 100 also includes a collar 122 attached to the distal ends (104 and
114) of the upper and lower flexible sheet portions (102 and 122, respectively).
Collar 122 is attached to the distal ends of the upper and lower flexible sheet portions
in such a manner that a relative movement of the collar and the proximal ends of the
upper and lower flexible sheet portions, that decreases a distance therebetween, results
n a pulling apart of the lower and upper flexible sheet portions. This pulling apart
automatically opens the package and exposes (i.e., deploys) at least a portion (eg.,a
skin-piercing element portion) of the medical device that had previously been
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embodiment of FIGs. 1A through 2B, collar 122 is a rigid collar and therefore adapted
to provide impact protection for the lancet 206 of medical device 200 that is encircled
by collar 122. Furthermore, the rigid nature of collar 122 serves to facilitate the

pulling apart of the upper and lower flexible sheet portions.

[00021] In the embodiment of FIGs. 1A through 2B, attachment of collar 122 to the
distal ends of the upper and lower flexible sheet portions is such that a subsequent
relative movement of the collar and the proximal ends of the upper and lower flexible
sheet portions, that increases the distance therebetween, results in an automatic
enclosing of the medical device by the upper and lower flexible sheet portions. Such
enclosing thereby retracts at least a portion of the medical device, which had been
exposed by the prior pulling apart of the upper and lower flexible sheet portions. In
other words, once package 100 has been opened (as illustrated in FIGs. 2A and 2B),
package 100 can be returned to the configuration shown in FIGs. 1A and 1B by
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di stal epds of .the ugt?er nd | ower fl exible sheet

por ) prd lebedipg G209 g i the pusfaggsiof the ppRee RS HEWer

of tilaeblQh d the proxi mal ends of the upper and
| ower flexible sheet portions, that increases the
di stance therebetween, results in an automatic
oﬁﬁ osi n g il'® Eziﬂ-y :
[ e!d bl egléo(l%‘téet por_t?%@n%&\éfw& encql%lsa?tﬁg t e’?@%ﬁmé%ﬁgal
r et Kegtespagkagésaacording tp thetpresent oiverttion candutisehdagidwpackaged for

whi been ed by the.prior. pulking apart of
t he SipRas R ralR A 0¥ B L Hegb fok BeRBRE DL
Wor cistomstivally gpenikgmedidd) Gevive padkegen. Tixewanid{ra packide iy bat ed
in FI Gs. .2A _.and .2B), . pagkage 100 can be retuyrned t

| e CHRPRE A BT LiRE i My AaR geopeis st
200acdictant i kRpkigdoateidvidGithee Irée.nOVi Ng col | ar 122 away

fromthe proximal ends 106 and 116 (or vise versa).
Once «collar 122 has been returned to the position of

[0b02s5 . | AedBdinddits 0P Bk lpRSM hOChtIGRNSS shcompass an automatically
opening medical device package and medical device kit that includes automatically

opening medical device packages as described above and a medical device (e.g., an
integrated biosensor and lancet medical device for measuring blood glucose).

[00025] FIG. 3 is a flow chart illustrating a sequence of steps in a process 300 for
manufacturing an automatically opening medical device package containing a medical
device according to an exemplary embodiment of the present invention. One skilled
in the art will recognize that process 300 can be implemented using, for example,
web-based manufacturing techniques and other well known conventional
manufacturing techniques.




| ancet 206 for disposal and protects a user from

I nadvertent contact with |ancet 206. 10021

Aut omatical ly openi ng nedi cal device packages according
to the present invention are inexpensive, have a
relatively slimprofile, and provide a sterility

wanzopd@s760 and protection frominadvertent g h a
medi cal device enclosed therein. Furthernggg &LWM5 ity
protectlon can al so be provided by forning the upper

€ Ik d- O fro
r esl st ant %’b P*d?e Eﬂé. %A 4 Ft[et; @SP roc‘?sgjj@alt%g?c}%gata 35%??}'6@ at
I ﬁbelusnglecmmhwknemalgl ,¥n m*%?mdlbnceehsbmﬂ B@ces medieat devieef400)
the u r [ eet portiqQns 000231
Thos SRRk i Bteriah 302 i ol BrepBLb G ble sheetof
aut oReria 201 dan @@ﬁﬁh&&f@,@ﬂuﬁﬂim m&teYAl &owRAS bRARled in the art If
according to the present invention can be secondari

pac kdsiEd tp provid p pignility bpster for merlispl dsyigg¥l0ethe ﬂewasheetroﬂ n
ac %&téﬂaﬁjgﬂ &hBe fohﬂétf fﬁﬂl :I l'.?t!: %&@ﬁhﬁ ltlﬂglsii Dus ir a.nd/or

aut omat i cally opening ne evi ce pac

s ec ourckamye bacletia gish mythtreloplesmsﬂembbtrmbmlf anﬁatmetatlml fm]
cont aj, |n%$g desi ccant or may contain separately packaged

desi'ccant’ for keeping contents noisture free. 100024)
Enbodi nents of the present i nvention al so enconpass an

| d k
A cal  devr Eavlent ACT da it Trnbh shes caroal Spans
nedigpér sthat 464, amm@msmeh@m ﬂbﬁ\é&oﬁf%dalté In the-

medi cal deV|ce(%b i nt egrat ed bi osensor an
| anc@bodiggpiofFl ?/g e@%ﬁBﬁ%etgmaﬁe biopenent apy lapegtdeyices 400
100 chéﬂosﬁbﬁ‘éd o fleRibR sﬁéeptw nﬁ%’éf 402) tREHiadihg 1§ SHdnb& &

of steps in process for nmanufacturin

aut clveeH(®as pqsm@p@mnrﬂg: mw&qce dRA\ ietwesen the ifisy m@emnélenﬂsﬂgs

a “ggg according to an exenplary enbodi ment
of e§g¢es nt ﬁﬁventlon One skilled in the art will

recogni ze that process 300 can be inpl enented using,
A" 2R s oSSR £ 530 L o

t eclend qomme&}ém&ﬂ&ﬂbﬁﬂzﬁ&ﬁﬂaﬂa@]é\hﬁzmw 414 is attached
to the lower surface of the second end 410 of the flexible sheet of material, as set forth
in step 320. The locations of upper and lower collar precmso;s 412 and 414 are
indicated by dashed lines in FIGs. 4A and 5A. Upper and lower collar precursors 412
and 414 can be formed of any suitable material including, for example, rigid materials
such as cardboard. The result of steps 310 and 320 of process 300 is depicted in FIG.
4A and FIG. 4B.

[00029] Subsequent to the attachment of the upper and lower collar precursors, the
flexible sheet of matenal is folded end-over-end about the medical device(s), thereby
forming an upper flexible sheet portion 416 and a lower flexible sheet portion 418
enclosing the medical device(s) 400, as set forth in step 330 of FIG. 3. Folding step
320 can occur, for example, along line A-A of Fig. 4A. Portions of the flexible sheet
material between medical devices 400 are then removed. The resultant structure is
illustrated in FIGs. 5A and 5B.




[00026] Referring to FIG 3, FIG 4A and FIG 4B
process 300 includes positioning at |east one nedica
device (e.g., an integrated biosensor and | ancet

medi cal device 400) on a flexible sheet of nmaterial
402, as set forth in step 310 of FIG 3. Flexible sheet
WS 200988766 | al 402 can be forned of any sui SonlTBe i al
known to one skilled in the art. If de3|%€ﬁ#to pﬂgtlde
a sterility barrier for medical device 400, the
flexi bl e sheet of material 402 can be fornmed froma
flexible material that is inpervious to air and/or
[88030]b0r nNeata e @ppea flexshle kheaspomoh el 16wl fRgibieGhdet pottidtl e

mat eri a nd .a talllc material. 1000271 In the
enboé‘i‘%ﬁf#? ﬁ\"ﬂﬁ’g‘ A hept of gresyyrp sepsilipeadpesiye) to

mat eprovilie ﬂe&masnoaﬁmmpﬁemw advaee40tO4 seﬁo}tpw Sk 5a486.
406, a first end 408 and a second end 4 eﬁ

embodi MMissratizely. thedstachaple s3ipg £7R ogmr Pias o ihﬁ te@@w@ltoégbmons of
0! OSBARELibI DL ARLRT bellRU rEFice B icellih) POST L1 Oned o

flexib eet teria n positioning step
310, the nedical deV|ce(s) i's p03|t|oned on the upper

ace 4 bet first and 0 ds 40 and
[@%{] res ég%{lppereﬂ 5@2@1 TERERY e BIE%& ACFO5t the upper
pr ecflaxibdd shéet Bortion aﬁtlmda felible sHeElQ;ol‘tibWspéi:Hffeﬁﬁ S@h@at 1hB @pper
first _.end 408 of the }£|6X| | e sheet of  material and a

| oweA™d (Y sqllanprequrspis 42 ang 14 are gpgrativRlyglipnsd as set fosthdp step
sur 250 THE rebul@nt S@§cRREs ANBirAkQn PfGst € add @@xi bl e sheet of

material, as set forth in step 320. The | ocations of
upper and |l ower collar precursors 412 and 414 are

[d088h) C at edieRyasdashiarinlsich 560 df'i*’[(l}_'IBC':ﬁleuélp%E ik %\5&;%1 ngrg!;m%%d

Iomer col | ar ecursors 412 and 41
an y amosna@toeetﬁq(fer ¢xamplie,aiing ditwge edges ofdheupptrand lowgr abllar

dis of st

and PTatsSr) @ 58 ARRREAG the obT el B} wlber Gy ot
4B. sﬁl%ﬁﬁﬁimmtmqumﬁmﬂaaelm naiveraain nithé cadifir 4uH ¢heyppgxirnal
and | coIIar ible s t of

mat SPIT Pp PLEr Bbeet hetbonso b SroteStna e
devi theﬂ(lﬁ‘)weeﬁ, Inesnideskisy a pﬁ]hﬁg‘ﬂpﬁg ofthe h@pﬁfndfldvﬂ:x felige sleetglortions.
port 16 and_ a omer fl exible sh ortlon 418
encl ]W§m? %ﬁ§?§m$ﬁﬁ§ d3§3§é{e?%ﬁEQFWq?fﬂ”
st epnedadl &bicél G 3. Foldlng step 320 can occur, for

exanple, along line A-A of Fig. 4A. Portions of the
fl exi bl e sheet

[00033) In the circumstance that a2 plurality of medical devices were positioned on the

flexible sheet of material in step 310, each medical device and associated package is
singulated by cutting through the collar formed by joining the upper and lower collar
precursors. Alternatively, the medical devices and associate packages can be
singulated prior to step 360 of FIG. 3.

[00634) One skilled in the art will recognize that processes according to the present

invention are inexpensive and readily implemented using conventional manufacturing

techniques (e.g., web-based manufacturing techniques).
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mat eri al between nedi cal devices 400 are then renoved.
The resultant structure is illustrated in FIGs. 5A and
5B. 9 WD 2004/ 075760 PCTI US20041001237 [00030] Next,
the upper flexible sheet portion and | ower flexible
sheet portion are detachably seal ed (using, for

)X adahse @ heat or pressure sensitive adhﬁ%ﬁ%ﬁ&ukﬁ
provi de protective enclosures for nedical devices 560,
as set forth in step 340 of FIG 3. Alternatively, the

habl eal.in an occur prior to the renoval of
g‘ﬁ‘ﬁj ons giﬁﬁc’“ﬂ@ “?‘P@?%il that ¥3rious altpatives 4t the erpledianents of the
nedi Gavenid@deScibedtdfin hAR3hbioTIE; - ; [ ol ar
precursors are then roll ed- é%gﬁg ro§%¥$ﬁ%nh%€§}lgm““m“hd
f | exithat thedellompugsinims dsfinethe sdopaefithe inesntitrl and tHaeetuctees bhdn

I €S PeLhiodEiMhin . up ..and | ower col l ar
precur sors 412&3n 4 ?‘tﬁ%ﬁéﬁ‘i%ggﬁ%vaﬁ%gﬁgqyﬁegghe@y.
forth in step 350. The resultant structure is
illustrated in FIGs. 6A and 6B. 1000321 Next, as set
forth in step 360 of FIG 3, the upper and | ower collar
precursors are joined together (for exanple, along
out si de edges of the upper and | ower collar

precursors) to forma collar attached to the dista

ends of the upper and |ower flexible sheet portions in
such a way that a relative novenent of the collar and
the proximal ends of the upper and |ower flexible
sheet portions, that decreases a distance therebetween,
results in a pulling apart of the upper and | ower

flexi ble sheet portions. This pulling apart, thereby,
automati cally exposes and depl oys at | east a portion of
the nedical device. (00033) In the circunstance that a
plurality of nedical devices were positioned on the
flexi ble sheet of material in step 310, each nedica
devi ce and associ ated package is singulated by cutting
through the collar fornmed by joining the upper and

| ower collar precursors. Alternatively, the nedica
devi ces and associ ate packages can be singul ated prior
to step 360 of FIG 3.

11



1000341 One skilled in the art wll recognize that
processes according to the present invention are

i nexpensive and readily inplenented using conventiona
manuf acturing techniques (e.g., web-based

manuf acturing techni ques). 10 WO 20041075760

Wi zhdddrP 41001237 [ 000351 It should be un&elr{istl'%%gm;s at

various alternatives to the enbodi nents o

i nvention described herein may be enployed in
i [ It is intended that the

ﬁ&ﬁ¥f'_'n el nvention. _ _
ol'lo A2 e define the scope of the invention and
that structures and nethods within the scope of these
clalns and their equivalents be covered thereby. 11 WO

2004/1075 740 aytempsticallyppenignatial devieafFackReChdpavERe| S: 1.

&ﬁwﬁﬁhgnatlcally openi ng nedi cal devi ce package, the
package conprising: an upper flexible sheet portion
havi ng a aiwpealflexhld sheat portamihavihg edistal cid, afprdxsthal end, a

ed and co eri pheral edge; a |ower

¢$%k8@%%?gﬁ§mﬁp Bﬁmﬁgyﬂﬂafa distal end, a proxinal
end, a fdlowér mﬁﬂbleﬁh&f@m@dﬂﬁngmdm@ e?ﬁc:ﬂ;ﬁ‘&lﬂﬁreh?, eLa'
t he

f%% fgﬁg%ﬁ500|lar attached to the distal end o
%g‘:‘ Pl agicont PsBheralsss; el the distal end of the
| over f 1 exdolr@uARERlh MRt O of WAGH %e{lgxg #@Pﬁmo%”d

| ower fl exi bl e sheet portions are apt

e thg distabrnd o tha flaster flesefee thest pattiong at | east a segnent of
h d b
t hei Rh&k&%uﬁﬁ@aﬁﬁﬁ@&qleﬁﬁfegﬂ%ﬁo%onsgr gngp’teg é?/g%: g\ll thin

rovi di for  the enclosin
dgh@lﬂbbﬁ@?edmtheﬂ mrat Iﬁzasezxsebinent shibeit fisoanidiseiosd peipberal
att q% t he dj.stal ends_ of
%e uppgﬁ ‘%‘% ovver Osm Cﬂ]g%ef'lcﬁmﬁﬂlflbf}ﬁmpﬂagd
knﬁmﬂaﬁmsdwmpnhmhsamfelatlve novenent of the collar and
t he r oX end f t@; u and | ower flexible
sheel Do PE - ‘%‘8 éiﬁ‘%igndé ofithe pppseand lower flexible
sheet portions in a manner such that a relative movement of the collar and the
proximal ends of the upper and lower flexible sheet portions, that decreases a distance
therebetween, results in a pulling apart of the lower and upper flexible sheet portions,
thereby antomatically opening the package and exposing at least a portion of the
medical device.

2. The package of claim 1, wherein the upper and lower flexible sheet
portions are adapted to enclose an integrated biosensor and lancet medical device,

3 The package of claim 1, wherein the upper and lower flexible sheet

pottions are adapted to enclose a biosensor medical device.

4, The package of claim 1, wherein the upper and lower flexible sheet
portions are adapted to enclose a lancet medical device.

5. The package of claim 1, wherein the collar encircles a portion of a

medical device enclosed within the upper and lower flexible sheet portions.

12



t herebetween, results in a pulling apart of the | ower
and upper flexible sheet portions, thereby
automati cal ly openi ng the package and exposing at | east
a portion of the nedical device. 2. The package of
claim11, wherein the upper and | ower flexible sheet

W febd04ee are adapted to encl ose an integr sor
and | ancet nedi cal device. 3. The package ﬁ@fﬂsﬁg@ﬁ?
wherein the upper and | ower flexible sheet portions
are adapted to encl ose a bi osensor nedi cal device. 4.
The package of claim1, wherein the upper and | ower

f I exiébl e TheqatkagdsTclaid M Swifthedn e albed gmﬁ;}

| ancet nedlcalageV|ce 5. The packag(t=§d%l§£?‘&%J I'm (ol
wherein the collar encircles a portion of a nedlca

devi ge enpleQaddsaMsiin I r flexible
sheet portfons 12 V[)%dQ%Frgﬁgé%ﬁggﬁﬁ%%gﬁﬂ‘ 237 6.
The package of claim1, wherein the collar is made of a
rigig nat Z.q..10 cka e f claim6, wherein the
col | ar ﬁ{e géka%a °fglgﬁ|§3‘§ﬁf > coflpfds padact g glagic filmaj m 6,

mhereln the collar is made of a plastlc film 9. The

packgge claim wherein the collar_ is nade of a
seni aT i glolg’e Rﬁ“%éﬁ" iFlamib Wh?ﬁé‘ theolardemade of p seopirieid
midd&iaki N t he proxi mal ends of the upper and | ower
fl exi bl e sheet portions are joined together. 11. The
package of claim 1, wherein the upper and | ower
fl exi®l e 190 pRkapeRO LIl 58 f i ngl e
unltaré erX|bIeQ§ﬂeet %T%éﬁ+ﬁ§£ QE@%“%?’??%?HW&
eﬂm@nﬂﬂﬂﬁﬂmumm$0ME&mfleX|bIe sheet portions
are formed of paper. 13. The package of claim1,
wherein the upper and | ower flexible sheet portions
ar e tlor mdde pdckage of ¢lan 1] dherdih chepppdt agElowtr flekibleBhdet

PRERSk i SPPS L ARl 8Bh1c g D1 e Sheet

12.  The package of claim 1, wherein the upper and lower flexible sheet
portions are formed of paper.

13. The package of claim 1, wherein the upper and lower flexible sheet
portions are formed of a film.

14.  The package of claim 1, wherein the upper and lower flexible sheet
portions are formed of plastic.

15.  The package of claim 1, wherein the upper and lower flexible sheets
are detachably sealed using an adhesive coating.

16.  The package of claim 1, wherein the collar is attached to the distal ends
of the upper and lower flexible sheet portions such that, following the relative
movement of the collar and the proximal ends of the upper and lower flexible sheet

portions that decreases a distance therebetween, a subsequent relative movement of

13



portions are fornmed of plastic. 15. The package of
claim1l, wherein the upper and | ower flexible sheets
are detachably seal ed usi ng an adhesi ve coating. 16.
The package of claim 1, wherein the collar is attached
to the distal ends of the upper and | ower flexible

woealo79ey t 1 ons such that, follow ng the rféﬁs’z?ﬁ?f{mzn

moverment of the collar and the pr oxi mal
upper and | ower flexible sheet portions that decreases

the S Sty 78 S s B bl Sheeiriantdsreanes Toong
distonce I&Ekebétﬁd&, fefutts hPar iR ARl okiAYEr thd heilaPidics 'B‘f kS

that cre ses the distance therebetween, results in

exibleshegfopigin t he medi cal device by the
upper and | ower flexible sheet portions. |IT The package
of claim 16, wherein the automatic enclosing results in
a  rdZsealtemgckage afelainu pip ewhexamdhd anwarnatié relosih e:selBaeh

.openi ng nmedi cal device
ac&age aﬁggﬁééﬁcg%;@%vﬂ%s tw%w l?sthe kit conprising: a
package t he package including: an upper flexible sheet

porti@n havin istal end, a prOX|naI end, a first
per | p er d &g’?g%f‘il o openingaRdisal leyiceraskage andypedicahdavione r
kbt the kivbenpaisiagt porti on haV|ng a distal end, a proxinal
end, a first erlpheral and a second periphera
edge; andPa° P“é‘%eaﬁﬂt‘,‘gﬂ&o the distal end of the

upper flexibl g xmﬁgh&*ﬁﬁhﬁﬂg ?Qd?ﬁféﬁhﬂﬁggﬂﬁ% t he

| ower erX|bIe s eet portion;
étﬁe%@dmhﬂsaladw, adapted to be seal ed

t oget her annglahﬂt of first and
second perlphePaI e geh%?ﬁ‘g 3‘m gBESIWQ AR5 ur e
pg e ﬁ@‘nmhﬁdledmdeeeomdpmphmﬂedgeer and | ower
flexible Sheegcﬁﬁfsﬂaghe%’to %nglstal end of the upper flexible sheet

portion and the distal end of the lower flexible sheet portion;

wherein the upper and lower flexible sheet portions are adapted
to be scaled together along at least a segment of their first and second peripheral

ges, thereby providing enclosure for a medical device within the upper and lower

flexible sheet portions; and

whetrein the collar is attached to the distal ends of the upper and
lower flexible sheet portions such that a relative movement of the collar and the
proximal ends of the upper and lower flexible sheet portions that decreases a distance
therebetween results in a pulling apart of the lower and upper flexible sheet portions,
thereby exposing any medical device encased within the upper and lower flexible
sheet portions; and

a medical device contained within the package.

19.  The kit of claim 18, wherein the medical device is an integrated

biosensor and lancet medical device.
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wherein the collar is attached to the distal ends of
the upper and |ower flexible sheet portions such that
a relative novenent of the collar and the proxinmal
ends of the upper and | ower flexible sheet portions
that decreases a distance therebetween results in a

wodebdmagreppart of the |ower and upper fl exi',@l!lﬁsz&%o‘elgﬁ
portions, thereby exposing any nedi cal devicé encased

within the upper and | ower flexible sheet portions;

and medical. i contained wthin the package. 19.
The %Ot o?ﬁe?f‘ta‘%r%%?g’ ﬁléliﬂ?f’ ptpgratsd bipgeRtor ardlpnset i s an
medien daviceds adajteBonthe ek dE flogal device. 14 VO

2004/ 075760 PCTI US20041001237 20. The kit of claim 19,
wherein the integrated biosensor and | ancet nedica

deViQQ_iSAﬁgﬁahﬁﬂa}Q#mﬁﬂﬁm %Bﬁgg of bl ood. gl ucose.
21. An autpnatica”?y ope |ﬁ§§§e I C ?kacﬁwgﬂwﬁﬁ%agﬂﬁ and
Fbthekifcomprisinge  kit, the kit conprising: a package, the
package i L g uppet. fl exible sheet portion
havi ng a J&%&%ﬁ%ﬁ%@%ﬁé@g&?%l end, a first
ATt e S A
.she ortion havjpg a.distal end, a proxinm
‘%%%?hgp%ﬂ%%?ﬁﬁgg?ﬁﬁﬁ?%wdBﬁ@ﬂﬁﬂﬁagﬁ second peri phera
edge; and a coldwef A&iBISGBA Portion hdiedl {nal e
upp flexi bl e sheet port?gn and g%éﬁ%?égngg%%m%f t he
CP%\XE{'“PFFE' s M @rseqond parigheral gigs; ®idn t he upper and
| ower flexibl gcaMes e | edq t e seal ed
oS lcid b8 SRl o HRERES nesily dBec e

toget her along at |east a segnent o
PORIoR st thegistaliead af the lowgiatexiblersbeetbrtion; ovi di ng encl osur e

o, O L 6 e s
tobe ssalefigecther altme o lesst alsegamdisof difeir tfinee antiecdnd Petébheral
edges, thereby providing enclosure for a medical device within the upper and lower
flexible sheet portions; and

wherein the collar is attached to the distal ends of the upper and
lower flexible sheet portions such that a relative movement of the collar and the
proximal ends of the upper and lower flexible sheet portions that decreases a distance
therebetween resulis in a pulling apart of the lower and upper flexible sheet portions,
thereby exposing any medical device encased within the upper and lower flexible
sheet portions, and such that a subsequent relative movement of the collar and
proximal ends of the upper and lower flexible sheets, that increases the distance
therebetween, results in an automatic enclosing of the medical device by the upper and
lower flexible sheet portions; and

a medical device contained within the package.

22. A method for manufacturing an automatically opening medical device
package containing a medical device, the method comprising:
positioning at least one medical device on a flexible sheet of material, the

flexible sheet of material having an upper surface, a lower surface, a first end and a

15



| oner flexible sheet portions such that a relative
nmovenent of the collar and the proximl ends of the
upper and | ower flexible sheet portions that decreases
a distance therebetween results in a pulling apart of
the | ower and upper flexible sheet portions, thereby

WX 0gd7svge any nedi cal devi ce encased wi thi _
and | ower flexible sheet portions, and sﬁ%ﬁiﬁqwg@agﬁ

subsequent rel ative novenent of the collar and
BécOnd B! theé h er.and | ower flexible sheets,
that I ncr egg%g%ﬂ%“gf"g?%ﬁ"&8‘5111%3‘&}”@8%1%&%@1)9@9@093 in

betweentthyrfirttiand soaddeadsng of the nedi cal device by the
and a nedi cal

upper_.and | ower flexible sheet portions;
devi caé‘acg‘ﬁ‘ﬁtaﬁu“ﬁ@a%ww% thsdewwes gerface of the\finsteenth ofkhé or
flexiblé sheétof mBQrid Andd o8Bl i nmedi cal. devi ce
@aﬁgpé,%%i cont ai ning a medi cgﬁc%%@ﬁ‘gg?ﬁ]%ﬁe@s fa gpe

5 phibe fiexidg shpes of magerial; | east one medical device on
a fl exisb) ge jal . the flexjble sheet of
mat er i tglﬁé ha?/] Pﬁg’t’ S%L‘uéggéghélﬁ nd 3‘6%',811%31108%& aGftoste, a

medicgt dexive, thameby doriing\WOURRO ALOR5 A6t Jobh WSLORGLANLRR7
; at, | east qne nedi cal device being
i Mo Gtogh? e 31l 38 neflPl dce, b pbemupmeioor and
fradiprsticet pattionsdbtingehdisnig cadaddpRximalch@r precursor to the
| ower, s?urlg ag:eg‘m%f the first end of the flexible sheet
of nigapibly the yPatteliexibl|shogt pastiendta thdewer Gexible sheomer
pmttiohace of the second end of the flexible sheet of
material; folding the flexible sheet of materi al
end- BHEbackdhepnper and fawveneollpeprenursors acrossebl wpptr fEgvicce,
shedEpcRton he@ Iow : [.ol: heet rtion and a
oo o pn exiile 1o E%’P%S#%ﬁ&%&’%‘&ﬁ? ths wper pahs
Io9¥re collagiprearsotiap aperativediotligdd; ade upper and | ower

f 1 exiohbfe t@}%s;r ' havi n distal end and a
proxj.i mal end’ d"g? E’Fﬁﬁ‘@ﬁ?w&ﬁﬁ’gﬂh@% A cpljap atfaghed
tathe distalsnds ofdre uppertahdlowenitexibld sheet Poriiosiie € tnandePdukh B
kdtiv By e per.and ] oner, coll ar precursors
act ogglg}' Ee‘ u%ﬁﬁﬁekrm#&é ol Bmma\{\gnds of the upper and lower
flexible sheet portions, that decreases a distance therebetween, results in a pulling

apart of the upper and lower flexibie sheet portions, thereby automatically exposing at
least a portion of the medical device.

23.  The method of claim 22, wherein the detachably sealing step forms a
sterility barrier. |

24.  The method of claim 22, wherein the positioning step includes
positioning a plurality of medical devices.

25.  The method of claim 22 further comprising the step of removing
portions of the flexible sheet of material after the sealing step and before the rolling-
back step.
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sheet portion and |ower flexible sheet portion,
respectively, such that the upper and |ower collar
precursors are operatively aligned; and joining the
upper and | ower collar precursors together to forma
collar attached to the distal ends of the upper and
wWoMRieEe Xl bl e sheet portions in a manner éﬁﬁﬁa at__a
rel ati ve novenent of the collar and the prox ‘mgﬁﬁs
of the upper and lower flexible sheet portions, that

decr Aseq, a di s erebet results ipn a pulling
apar %?%%W@BLQ?%ﬁﬂz’W@ﬁE %ﬁ$ﬁ?@g§ﬁgﬁf“%%rtions,
pbmhﬁ@mwmqeg%d MosexpPHidNshcattmedicRARlic@ portion of
the nedi cal device. 23. The nethod of claim 22, wherein
the detachably sealing step fornms a sterility barrier.
24. The nethod of claim22, wherein the positioning
step includes positioning a plurality of medica

devi ces. 25. The nmethod of claim 22 further conpri sing
the step of renoving portions of the flexible sheet of
material after the sealing step and before the rolling-
back step. 16 wo 2004! 075760 PC fUS2004/ 001237 26. The
nmet hod of claim 22, wherein the positioning step

i ncludes positioning at |east one integrated biosensor
and | ancet nedi cal device. 17
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