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Although it is conceivable that rigid injection molded medical device packages could

be designed 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 cumbersome manual opening procedures yet still provides for
protection of a medical device enclosed therein and/or a sterility barrier. Furthermore,
for medical 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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el ement portion) of the nedical device. [0007] Also
provi ded by the present invention is a method of

[068@6juf act UFhengprcRage 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
automatically 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 Dbetter 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. 6B representing a view along line 6B-6B of FIG. 6A.

DETAILED DESCRIPTION OF THE INVENTION

[00011] 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 lines,
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



package 100 according to an exenplary enbodi nent of
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[00014] 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 such a
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
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adapb®er 116xiPR 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 vsterility 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
in a pulling apart of the lower and upper flexible sheet portions. This pulling apart
antomatically opens the package and exposes (i.e., deploys) at least a portion (e.g., a

skin-piercing element portion) of the medical device that had previously been
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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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1 et LRt aecin ALt BerDeted M BRI e thber and tower

rel aldMfe BRUEMRNEROf the collar and the proximal ends
of the upper ‘and lower flexible sheet portions, that
i ncreases the distance therebetween, results in an

automatic_ encl.gsjng, of th di cal ce b

OB nS5] BnEhe i o TS Sy cpening mecia
enc lcf%ﬂc@ %a&ﬂ&gésea@éofdﬁ{gr B%hSpRbert GRRhtich BRI Bd RBoRfarily®ackaged for
medi cal devi 1%een exposed by the £l“ or
pul Isinyde agean,t fooéxemh;ﬂe qupelrorand chutridge danéigintsdd dors wlsmg the
portions. ot her s once 1%ackaﬂ1 100({1 gen b
oper"f‘é‘EPn(‘%le?a Y PRAVEBEDE rﬁiel‘—‘llcéé’ac ACnt ZBf O ApaRKEEE Y P°
100 bftalnies SQARCAYW: AldyUonSROYdatalely packaged
Fl GsC%ﬂ arﬂj&{%&%@ﬂ% RV% 4/ 075760 PCY,SI'%]LHJSZO ?510137 ac a8
nov@eglccajittﬁarke&ﬂﬁgaom:yntsmmtuﬂmcrepr oxi mal ends 106 and
116 (or vise versa). Once collar 122 has been
returned to the position of FIGs. 1A and 1B, package

[066’91 cover]§mb$ Gfils of cﬂr@sfenﬂin%&ﬁﬁﬁil al%c@ﬁigﬁﬁ%sauﬁ)matlcally
use fromina ertent ontact wth | ancet
Aut apehingahddycabpevicappckegh aell metbedl devmakkalgaémcludes automatlcally

according to the prese
opemn% medical devece pacﬂages 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.



I nvention are inexpensive, have a relatively slim
profile, and provide a sterility barrier and

w@e@imti7oon from i nadvertent contact with a nePCT/EB2004/001237
devi ce enclosed therein. Furthernore, humdity
protection can al so be provided by form ng the upper

OFEH ¢ ancesiir T SrR e 0. Qhhd £ A PR RIS Ees posiioning a
| abgbishencmrdRplt deoival(t.y., beim@phteé didsensohendlantd nesliad device 400)

the upper and |ower f|exible sheet portions, kggO%ﬁ;,

Thosw asfieniblegheat of matesiet 404, b setiierh fregteryhl G ef §lffnp- Flexible sheet of
aut onat i. y..openi n ical: ' 1 q s

e R bR B BT S EA RS A Bt o . 1
packpged foQrovidk Belepilitistartia, fof MedR¥lodgvi, 408, the dlexible shvet of

a cartridge configured for dispensing the . .
aut onattiigA0Rycan pe hermgd feca & Hexidlsmetsriplbibridy &gperyious to air and/or

oot e Baeen gt ooy o ERE A e e B Ahtattic o

packaged, desiccant for keeping contents noisture
free. [00024] Enbodi nments of the present invention
al so enconpass an automatically opening nedica

devi ce package and nedi devi c it that. in .

e, PR RTR b BV BE 0L Ao DR RS R 402 s
F’GSC%JPQ? AREUB4 aNEwar SREE abs, dekCend(4D8amd adBcond end 410. In the.
i ntegrated bi osensor and | ancet nedi cal device for

e a saunbadimbhtof FIG. Wdothedugh[6H dabintasrated Biopenser gnddencet devices 400

chart illystrati .8 S epce, of e in.a pro .
O e pov i 60 SF B8Rl AEIR o BaRE GBS0, e mecical
medi !icegsg\fé £&ifRHH 3L G S QPR bt ERE 404 BBEN LA khe fGVArISecond ends 408
according'to an exenpl ary enbodi nent of the present

i nventdi40, reGpectivkiyl led in the art will recogni ze that
process 300 can be inplenented using, for exanple,
web- based manufacturing techni ques and ot her well

co ' SR RGEF bt 1D st RGN 8o Io eV irface of the first
1O o NG R Per s a5 [00026] Referring to . .

FI G end, 408l B thel fexdhie sheeBof dBterial aimbs HVBOQollargirenyessr 414 is attached
positionjng at | east, one di c

i nt etﬁrﬂé? gaveéisgg!gqq: fthe segon: ‘?‘ﬂfle IO ]El/e:-:]g%mé]g\;ﬁ%éé oigtﬁerial, as set forth

on &, fdexd Ry erpheghion F @ 10602 coldtt psrsoRy 412 dnd 414 are
st egmﬂ%?(o "FIG 3. OF% g{(‘i@ﬁgﬁe sheet of pRE
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 material 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.



material 402 can be forned of any suitable materi al

known to one skilled in the art. If desired to
w@eaniotiee@m sterility barrier for nmedical devi CBCHOS82004/001237

the flexible sheet of material 402 can be formed from

a flexible material that is inpervious to air and/or

air-borne bacteria, such as a thernoplastic flexible

material and a netallic foil material. [00027] In the
[oeodgdi mentiexaf thEhEser fleAitdn shedBportibe xndloaves fleriblesheet portion are

materi al 402 has an upper surface 404, a | ower )

sur fdetashalgp seaded (s, ©r gxunpleahbrah ospiEse Emaltiyg gdhesiye) to

t he, . enmbaodi . :

e P SRRG B sBGoShiror Hballl G4 Ao, 4550t forth in sep 340 of FIG.

posi3.i anadawnely, iexddhshablaeeslingfcamatalripiior #0@e rémoval of portions of
positionin? step 310, the nedical @ device(s) is

posithf Hexidleoheetatapt detvewnfaedical davipestdfen t he fir st

and second ends 408 and 410, respectively. [00028]

Next, an upper collar precursor 412 is attached to the

[0b@¥gT SurfReR atdRwet ESilar pRRRErsdRArothehhelldd-Backkbss the upper

sheet of material and a lower collar precursor 414 is
at t aftdxdble shest phsionend lovearfieaide gect pastioe teshertivaly, s that the upper

ERTTRIEIE P R T .
Pr eCiyps Ot Ackidtaf@nddde AliBustiafid 6 FEE Y astbs®ed | ines

in FIGs. 4A and 5A. Upper and | ower collar precursors
412 and 414 can be forned of any suitable materi al

100 boar Ao S5 a5 51eb 058 T o i opst M oy galag precursors
300 4is Ejﬂﬁé& okeler Fork éx@tnﬁled;ﬁioﬁg Gufslde edd& ofl 1RO and lower collar

Subsequent to the attachment of the upper an ower .
col | mecyrsas)updoms 2 colar atththeditd the disteleands of thetuppprandilgwer flexible

LB TR e S BPy gepis

and éhd% OYBe Jﬂg@m@ﬂ 18weBSlibIeQhddt PBrirbhS, thaelREidId didisnce
nmedi cal devi ce(s) 400, as set forth in step 330 of

FI G th8rebéiwleet,ngsdts éma p8lidgeaart of heruppéranddsaemilexible sheet portions.
along line A-A of Fig. 4A. Portions of the flexi,bl :
cheoltis pafiseamtisbeR A RmATEHlY SR0PResABplons & BHER porton of the
renmoy,egca 1giceesul tant structure is illustrated in

FI Gs. 5A and 5B.

[00033] In the circumstance that a 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.
[00034] 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).

10



WD 2004/ 075760 PCT/ US2004/ 001237 [00030] Next, the

upper flexible sheet portion and | ower flexible sheet
weortiotite@r e det achably seal ed (using, for exanEi/E$2084/001237

heat or pressure sensitive adhesive) to provide

protective encl osures for nedical devices 400, as set

0 of F Al t t |
sl ot aF SR Pt il vaRP T ARRAES Yt gEpodiments of the
por t i pRetieh dedchBed h&élh%%/s 5 Lo 1ﬁrﬂr§ét1c tWefRention. It is intended

medi cal devi ces 400 he” upper an ower
col | &rat ﬁreef@LIDwmgsclam dbﬁnmthlecsbm:@cbfbh@ lnvantia@saditha structures and

uppe e sheet tion.and é wer f|exible sheet
vor s PsthoB Sttt iarope Qi b ant Rifissi Vel temuped thercby.
col | ar precursors 412 and 414 are operatively aligned,
as set forth in step 350. The resultant structure is
illustrated in FIGs. 6A and 6B. [00032] Next, as set
forth in step 360 of FIG 3, the upper and | ower
collar precursors are joined together (for exanple,

al ong out si de edges of the upper and | ower coll ar
precursors) to forma collar attached to the distal
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

t herebetween, results in a pulling apart of the upper
and | ower flexible sheet portions. This pulling
apart, thereby, automatically exposes and depl oys at

| east a portion of the nedical device. [00033] In the
circunstance that a plurality of medical devices were
positioned on the flexible sheet of material in step
310, each nedi cal device and associ ated package is
singulated by cutting through the collar formed by
joining the upper and | ower collar precursors.

Al ternatively, the nedical devices and associate
packages can be singulated prior to step 360 of FIG

3. [00034] One skilled in the art will recogni ze that
processes according to the present invention are

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

manuf acturi ng techni ques). 10
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WO 2004/ 075760 PCT/ US2004/ 001237 [00035] It should be
understood that various alternatives to the

wepdvaa7irent s of the invention described herei nPEEYR®04/001237
enpl oyed in practicing the invention. It is intended

that the follow ng clains define the scope of the

Wﬁ)&%i(?ﬂ%%ggﬁlgat structures and nethods within the

scope o se clains and their equival ents be covered
t hereby. 11 WD 2004/ 075760 PCT/ US2004/ 001237 WHAT IS
CLAIMED I1S: 1. An automatically opening nedical device
packdge, tAneauperoitzngly opeing insiliegl dexfceppleagef the patiage
sheet. portion having a distal end, a proximl end, a
“¢"MPEY"%eri pheral edge and a second peripheral edge; a

lower {1 exhhpgersheaile BREL hpRAR ﬁé(x%iﬂ@ 2 QistlIShala &Bséimagl end, a

proxi mal end, a first peripheral edge and ‘a secon
fipsé pepplesrall edgelg a savdndpedilicral edgd; ached to t he di st al

end of the upper flexible sheet portjo nd the
i stal end GYOIEINE Nt pordien Bpuba el safih fypptimal end, a
i BESp IS IRA U PRES sRBAG bV erdl b8, Bhg sheet portions

are adapted'to be detachably seal ed together al ong at
| east a segnBmtatthadheithe distabendarfdhswgen dexibte ghberpmirtion

oL CLAldagoE PP HEte SO BPaRG | ower 1 exi bl e
he. derh] UgThpe R IARS Rl Hst Potihs i BP0,

dggachtabhyrsaled tagethen nlong stiehsttatsagmentrodfitiadit fet amvewent pafpheral

he col ] ar angd the roxi mal ends. of the upper and
Je5rehEPE RIS Efgél@ep st 2 merlieal dewiee #46an the upper and

1&&&@9{5@‘33}{6%&{;5& , results in a pulling apart of
the | y

ower and upper exi bl e sheet portions, thereby

aut owhtieaathe yollpen attarhtd o tha disted endnof tha ppisaragd ddwer flexible
The package

| east .a portion of the nedical device. 2.
shisfL RATLOR 1 o TREICE PPl el amfﬁ%@?’e Begemswic! the esliappid Ukeet
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 automatically 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

portions 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



portions are adapted to enclose an integrated

bi osensor and | ancet nedical device. 3. The package
w@booghzi7eo 1, wherein the upper and | ower fl exi btBUSIVO€001237

portions are adapted to encl ose a biosensor nedical

device. 4. The package of claim 1, wherein the upper

and | ower flexible sheet portions are adapted to

encl ose a | ancet nedical device. 5. The package of

claim 1, whehedlagé beclgial | Ah@BBIthe t&fr & MRS dNvigh nterial.

medi cal devi ce encl osed wthin the upper and | ower

flexi ble sheet portions. 12 WO 2004/ 075760

PCT/ US2004/ 001237 . .Ih cka of . claim1,,. wherei
t he ggl | aﬂ?gaﬁféa%mg am gﬂi ?ielﬁgﬁ%??%'}s made &fpardboard.

package of claim6, wherein the collar is nade of
cardboard. 8. The package of claim6, wherein the

col | 8r i sThageckege af Phias6, whdréinnhe cdlar Fmajradieqgestmffilm.
claim1, wherein the collar is nade of a sem -rigid
material. 10. The package of claim1l, wherein the

pr oxgmnal r ' ef
Port [ons. aner PR ABEE Ry tholar b B PR i
mbteriaher ei n t he upper and | ower flexible sheet

portions are portions of a single unitary flexible
sheet. 12. The package of claim1l, wherein the upper
and wer [ i

papet 13 T AAIREREIERL ], PRk Ep K REEE B upper and
loanred flemibby shebteportidrs ashidiried tpgethérons are fornmed of a
film 14. The package of claim1, wherein the upper

and | ower flexible sheet portions are forned of

plasiic. #he ndddEod e Al ' -

e vy iy pitpRBEAREEL Undb iR done I fouils HOGOHAREC
pationgdre poxtons ofit kingle vbftaryTiexiackege of claim 1,
wherein the collar is attached to the distal ends

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



of the upper and | ower flexible sheet portions such

that, following the relative novenent of the collar
wa@ea4oreepr oxi mal ends of the upper and | ower PCEXEDDE€001237

sheet portions that decreases a distance

t her ebet ween, a subsequent relative novenent of 13 WO

0 5760 PCT/ UsS2004/ 001237,,the col.l ar, and oxXi mal
e Glab R il en O B 3 a0 5 RSB L B cBes he
distiiice @seshetwidn, fStAINGS dufh ARUNMRSRg of BUhédicdl ledRe by the

automati c encl osi ng of the nedical dévice by the

uppPeand dowder faxéhle sheskpditiensheet portions. 17. The

package of claim 16, wherein the autonmatic encl osing
results in a re-sealing of the upper and | ower

f1exiibl e geehclRQE bl MR 18 8yhABinakld a&&hhﬁ@éﬂq\zos@l@gﬂ% ina
nmedi cal devi ce package and nedi cal device Kkit, the
recpaaligp npthesipper and lpaekigebletsheet padioage i ncl udi ng: an
upper flexible sheet portion having a distal end, a
proximal end, a first peripheral edge and a second

per i pRer alanef@Snatital19WBENihE %thﬁd&%ﬁ}ac% taﬁ@ B3804t Bice
a distal end, a proxinal ‘end, a first peripheral edge
kinite itsenpnisinger i pheral edge; and a col lar attached to

the distal end of, the upper. flexible sheet portion
and the df®pdtesEthe B"I‘Cklagglch{ﬂét}g:fl exi bl e sheet

portion; whereihubhig HRASE sRREpdAYE hatih ¥ ah g ]
portions are adag’gﬁ to b% sg%legﬁt%%ggﬁgf afgﬁgféqund
ehd adirstypesiphereltdgofand heecontlipesiphaalcedgecond peri pher al
edges, thereby providing enclosure for a pmedical .
devi ce within ?E%W?Iﬁ%éf%qaﬁlaﬁer BYREPn hpying ?m%ﬁ%ae% proximal
ROt eripAa I8 hekH B sbhRdRlbRdal sigatdached to the
ediété?ﬁgﬁgs o#%%ﬁg upSer a%g i)Icf&ne*rg’Iéé\l)%(libIe sheet
portions such tdailanattached tovthe disted srdidf the upper freadiblasheet

d th .oxi gl f th d lower flexible
p@ﬁg@@nggfﬁﬁﬁﬁégﬁﬁgﬁﬂﬁégﬁgggggbéggﬁépﬁﬂ@@ otherebetween
results in a pyhblelgi@R@plr £l 16WE AQYRE BRI pURRES are adapted

flexi ble sheet portions,
to be sealed together along at least a segment of their first and second peripheral

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 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

amedical device contained within the package.

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

biosensor and lancet medical device.

14



t her eby exposi ng any nedi cal device encased within the
upper and | ower flexible sheet portions; and a
wore@ioz76@evi ce contained within the package. HOI/UI1ve4/001237
kit of claim 18, wherein the nedical device is an
integrated biosensor and | ancet nedical device. 14 WO

2004,Q757 7 kit of claim
19, o e FRATERAd A Bt the Beasp o Hifsbubc afd Bt
nigdital advicley a@gptédiondaphesufeaiont bEbloBaghicement of bl ood
gl ucose. 21. automati cal |l y openi ng nedi cal device

package and nedical device Kkit, the kit conprLfing: a
package, the packa incl.udi ng. an _upper, fl exi . .
oot por (MCHRASO Ay BPGHLE e e R G et usdipat dovice
kft] ths kitRemippb@eal edge and a second peripheral edge; a

| oner flexible sheet portion having a distal end, a

proxi mal a@naekage, the padkageincpidiénzal edge and a second
di, st al

peri pheral edge; and | l.ar, att.ached to th .
end of the upp&f uPPeéﬁeﬁﬁDZe gﬁ@e‘?m&%lﬂ?\”’%agﬁ&ﬁ?ﬂ% a proximal
&, Stfabt RAGhAhI ddpe ah@WREcnlug¥iiph&alstaget portion;
eV\/ner ei nﬁ’t ﬁé uppde%e aand I%\Ane?’éf?ﬂ(lex?bl g sheet portions
are adapted t 8 ldeerdtexitdd sheoypertien haviogg ditalleed st praximal

TR Pt oS o A S, C2°°
wi t hin the upperconfatt-RUEd to the 8%iaPbed éﬂﬁ@hgﬁégtrﬁaekmeg 'aheet

and wherein the collar is attached to the nds
pertion hed thepkstaleemd of tlwWewef flexiblelsbed Ipestonpor t i ons such

that a relative,movepent of the collar and the

proxi mal ends gpelieﬂje%g PBBFE aaﬁ&owgvéqx‘iﬁ: g’;ﬁebpgﬂ@ﬁ%@f« adapted
toY dehled Sodefidk a@ﬁg RERAAS s@@bﬁtcﬁ et ﬁfspﬁ{@@%ﬂ@%&}pheral

results in a pulling apart of the |ower and uppe
edgesthistly plowilingarciasoresior a ifedicabgevioepuihinghaupperend hafer

deyi c ncased vvi&hi n the upper and | ower flexible
flexible sheet portions; an

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 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 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
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sheet portions, and such that a subsequent relative
nmovenent of the collar and proxinmal ends of the upper
wa@pa4lozsmer fl exi bl e sheets, that increases thePdi/Fszngen1237
t herebetween, results in an automatic enclosing of the
nmedi cal device by the upper and | ower erxibIe sheet
Ge..contai ne
SR th 3 o el ORI G i Vipber tace
batweenlid fat i epemi aiglsyredi cal devi ce package
contai ning a nmedi cal device, the nethod conprising:
posi eHeHikgRmREPHcE a@,lﬂar@ﬁ@uw@a fcth lefesrisuefacmotzhé Fiest emﬂ ef the
I i bl e sheet, of mater
B Rk TIREEA o IS’ SR RSP Shclovit hifsE og e
sedviid@nd dBthW@ 2 M4 6KEBFORtEIIE US2004/ 001237  second
end, the at |east one nedlcaf devi ce bei ng positioned

on t fldinggbe ﬂ%bb@beet of srapeiah elthhevefrransltabamtdhs et:lemﬂ one
Lt aghi per._ col rec r to.the |lo
AL R PR BBR ot R ibLC el peRan ahg S Heibte

shet Bértioh eAelbsiag E&Vﬁ ﬂea@@&ﬂe%ecﬁ&ﬁ ‘ElH\%%@ reat‘:l?of i€ u géli’%rhfl Jlower
surface of the second end of the flexi ble sh

fgibber shagt; portmrzsulmglnmehstaleanndmm aghedmabéndrat eri al
ast . edi.c devi ce,

end- ver the

t her %t}qd}a Fyrﬁeﬁgn%ﬁ‘ed’%gr ?(?]ﬂﬂegp%‘@&to H’(?%W%ﬂ%iﬂ@e gheet
pb@vgr flexible sheet portion enclosing the at |east
one medi cal device, each of the upper and | ower

f | exrdlieg-bikethe pppdrland iOWm\mngr edirsiraberescthangpa flexible

| th fl bl
STRER RS pEf e GRS Thstiaror b A ilib Bveh ek hp gpper and
10vedr ebIg-pR@eksoid e %P&%ﬁv@l? diibeingol I ar precursors

across the upper flexible Sheét portion and | ower
f | exjophieg ;&t@elmpepmd lower collas pectiisvmsl tygetberdh fornas colhe attached

o} B e ot YE nengne s o %%%eﬁaiﬁ%‘é&%gé?afr'mvnﬂely such that
a EHlﬁWérrﬁ&Fe%letn@BIeﬁl@%Bllitoanﬁ%é"ﬂ)@xﬁﬁ’ah |eﬁ y oL gﬁgﬁ&i and Qo e

di stal ends of the upper and | ower heet
flgrableisbert porticas thatdecressesh distatce therebetween results in a pulling

apart of the upper and lower flexible 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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a relative novenent of the collar and the proxim
ends of the upper and | ower flexible sheet portions,

w0 b@i/otger eases a di st ance t herebetween, resul PET/UR2084/001237
pul ling apart of the upper and | ower flexible sheet
portions, thereby automatically exposing at |east a

portion th di gal ' . . : ai m
22, 2iner aits PoRCEet Ao ERip it pottEaE tatinghat
positiBhinkiaf afi@me iREgrafd bickessorehdbacaimalicul dedde. wherein
the positioning step includes positioning a plurality
of nedi cal devices. 25. The nmethod of claim 22 further
conprising 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
PCT/ US2004/ 001237 26. The nethod of claim 22, wherein
the positioning step includes positioning at | east one
i ntegrated biosensor and | ancet nedical device. 17
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