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MEDI CAL DEVI CE PACKAGE, KIT AND ASSOCI ATED METHODS BACKGROUND OF THE
| NVENTI ON [0001] 1. Field of the Invention [0002] The present
invention relates, in general, to nedical device packages and, in
particular, to medical device packages for receiving, and securely
and renovably retaining, a nedical device. [0003] 2. Description of
the Related Art [0004] A variety of nedical devices require packagi ng
to, for exanple, protect the nedical device from damge prior to use
and to maintain sterility of the medical device. For integrated

medi cal devices that conbine a dermal tissue penetration nmenber
(e.g., a lancet or mcro-needle) with a test strip, the associ ated
package shoul d prMEDICALREVARERCIGERITRANBASSOGAAEDOYIETHORREr nal
ti ssue penetration nenber during use, while also providing for
protection of a user frominadvertent contact with the dermal tissue

penetration menber prior anBACHSRQUMROK BHEINVENTIONer nore, the
packagi ng shoul d provide humdity resistance for the test strip

during stor §we1] [. GG&8bShabiventivse (i .e., di sposable) integrated

medi cal devi are iJlustrative of the above requirenments in that

They requ 1 SVER26° c ahe Bt DoVl Sontailen chAaialc o L R PRk Ry ity
protects the singheulaseo nddi€gdaice gadkRets eatheceioMi,GRd 6RbieB ane ebricdsiIei N
from damage prior to use.,éwgh_nedical devi ce packages shoul d al so

provi de huni di t yePB&Es? BAkeal SHiFCUV protection for a test strip of
such single-use integrated nedical devices prior to use. Furthernore,

t he nedi cal &ﬁvice package. shoul d provi de for depl oynent of a dernal
tissue penei ?h%ﬂﬁﬁﬁ#ﬁ%¢9%¢§§@@ﬁl§¥sing!e-use integrated medica
devi ce duri pgosise, a Viibly offedien d@ic‘éﬁﬁhhi%a&l&afiﬁg 10, i @XMHd, Picct the
subsequent use) and safelﬁgdlscardLng t he single-use |integrated

medi cal devi ce BT HOR dampgsPEPTS v fORAN aiRstrrily) of Hiemedical device.
packages do not Hdghdiddrdtedrhddi@l de@®MENhATROShbIA a deifal tissue penetration member (e.g., a

lancet or micro-needle) with a test strip, the associated package should provide for an

uncomplicated deployment of the dermal tissue penetration member during use, while
also providing for protection of a user from inadvertent contact with the dermal tissue
penetration member prior and subsequent to use. Furthermore, the packaging should

provide humidity resistance for the test strip during storage.

[0005] Single-use (i.e., disposable) integrated medical devices are illustrative of the

above requirements in that they require a medical device package that maintains

v sterility and protects the single-use integrated medical device contained therein from
damage prior to use. Such medical device packages should also provide humidity
resistance and UV protection for a test strip of such single-use integrated medical
devices prior to use. Furthermore, the medical device package should provide for
deployment of a dermal tissue penetration member of such a single-use integrated
medical device during use, as well as for disabling (i.e., preventing subsequent use) and

safely discarding the single-use integrated medical device following use.

[0006} Conventional medical device packages do not fulfill all or even most of the

requirements described above in a cost effective manner. Still needed in the field,
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requi renents descri bed above in a cost effective manner. Still needed
inthe field, therefore, is a nedical device package that provides a
sterility barrier and/or for protection of a nedical device enclosed
therein, while also providing for an unconplicated depl oynent of the
medi cal device during use. Furthernore, for integrated nedical
devices that include a dernal tissue penetration nmenber (e.g., a
| ancet or mcro-needle), a need exists for a nedical device package
that protects the dernmal tissue penetration nmenber from damage,
humi dity, and/or contanmination prior to use, that protects a user

from accidental contact therewith and that also di sabl es the nedi cal
devi ce fol | owi ndheadere, it wapdich) dprienatiagsiatipreyidespuerlisybagac ang/pr for

addi tion, the %}&éctlad&amlmcbgg&cq&&ﬂhéﬁnmufa@& ﬂé(fﬁm%l?&aﬂem cal
devi ce package Shoul d be cost effective. SUVVA THE T'NVENTI ON
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(e.g., an integrated medi cal device) enclosed therein. Enbodi nents of

medi cal devi ce pRIEHAGBIcrapEedlcH iamecdieaisther apmadiseldevicrackast Bt pipses the
provide for an yRGOMNERLEMHEISREAYTH3M o%ageh&nﬁagl ﬁ@org&lﬂ&ﬁmﬁﬁ{ tph&g

use. Furthernore, wth respect to I ntegrated nedi devices t
i nclude a der nalto eesbaierqrsisetusetifonracadenivd por(ast Gerewith dndifebelsadisables the
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t he present invention protect trs enetratl on nerber
from damage, humiathirialg andamethests uswlrie appuiachirothe pncdhcfﬂ d¢mcws@:,ageasiudulpfooc®c:t
a user from accigegnt@al contact therew th. Enbodi ments of the nedical
devi ce packages according to the present invention are al so adapted
to di sable the nedical device follow ng use, thereby preventing its

repeated use. In addition, due to relative si icity of
confi guration, medical devi cSUMMARYLF EE@JNH%I‘PH t he present

invention are cost effective. [0008] A nedi cal device package
accordi ng t@oetibodi neladisal dévittel‘]ﬂclpg@&ea‘drdiilg‘t\z&i&tpi‘dséht invediivnl o vile BBleAligap

mb d h imal
nd, 7 di St al ol BRURIS 6 R LI i opb RS et el

end. The cavity ehdosedthticipu Eaﬁoﬂlmemeoﬁnuh;al éRide pakgecacaliyig ate present
removably retai Vi ce inte
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to seal the cavi tQGeO n%lnlnn once g gleltcal c(l)e\é!3 % as peen req{el ved

in the cavity. Tato mber (e. or micro-needle ca ev1cepac ages
according to embodiments of the present invention protect the dermal tissue penetration
member from damage, humidity, and/or contamination prior to use, and protect a user

! from accidental contact therewith. Embodiments of the medical device packages

according to the present invention are also adapted to disable the medical device
following use, thereby preventing its repeated use. In addition, due to relative
simplicity of configuration, medical device packages according to the present invention

are cost effective.

[0008] A medical device package according to embodiments of the present invention
includes a main cap member and a minor cap member. The main cap member has a
proximal end, a distal end and a cavity with a cavity opening at the proximal end. The

cavity is configured to receive, and to securely and removably retain, a medical device

I3
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[ 0009] Medi cal devi ce package kits according to enbodi nents of the
present invention include a main cap nmenber, a mnor cap nenber and a
connector. The main cap nenber has a proxinmal end, a distal end and a
cavity. The cavity has a cavity opening at the proximl end of the
mai n cap nenber. The cavity is configured to receive, and to securely
and renovably retain, a nedical device at |least partially therein.
The m nor cap nenber is configured to seal the cavity opening once
t he nedi cal device has been received in the cavity. The connector is
configured to engage the nedical device during renoval of the nedica
device fromthe cavity OOIO%thhods according to the present
i nvention enabl &8 1%%’6%!“F sl deVigdat dylvdest ‘%Fn‘"’énss“%m"?%?é‘f’i' BRTESF a

nedi cal device GhEDMea stipFhQalst FRMIE MeRAC KRG MinoMVBiphiRebef 9 Eorilie@lstg
a nedi cal device from a nedi cal devjce. package according to

embodi ments of fhf&apepane pnee B medisalideries has ReqnaRreivest Bty a
nmedi cal devi ce package, with a nedical device (e.g., an integrated
nmedi cal device) therein, and a connector. The prOV|ded nmedi cal devi ce

package i nclOfs a ridrdica dpviseaneiase IHinvroniting to sbedjmentypf Siedxqsent invaniign

di stal ends, anghefidlh Haln GF ReBILEhinod & nfeﬁl\()blta)‘ld szﬁl&%rrfﬁfh@m&ﬁeap -
menber has a caV|t{ openi ng at t he pr oxi mal of the main cap
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menber is conflgured to seal the cavity openin ' .
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that at |east ag &Ih&?lsg:fog DG GORRRRL &w&;cﬁ@g ohddnGRM JEVdevilé@?frﬁ’beénhe

medi cal device |s engaged by the connector and extracted from
medi cal devi ce pgeeja thef@uy?[The pennedigrtihesafsuredtio engaagthe medipd dppiess ent

i nvention inclu t has been extracted
A6 rSAN ol Eﬂ gﬁ&u Gt ce $RM 166 %M,a

froma nedi cal device pac y inserting the nedical device back
into a cavity of the nedlcal devi ce package to a position that

results in 0101 Methods according to the present invention enable the uncomplicated
deployment (i.e., extraction) of a2 medical device from a medical device package.
Methods for extracting a medical device from a medical device package according to
embodiments of the present invention first inclhude providing a medical device package,
with a medical device {e.g., an integrated medical device) therein, and a connector.
The provided medical device package includes a main cap member having a cavity and
proximal and distal ends, and a minor cap member. The cavity of the main cap
member has a cavity opening at the proximal end of the main cap member andis
configured to receive, and to securely and removably retain, the medical device at least

partially therein. The minor cap member is configured to seal the cavity opening.

[0011] The methods also include breaching the minor cap member with the connector
such that at least a portion of the connector enters the cavity. Next, the medical device

is engaged by the connector and extracted from the medical device package.

[0012] Other methods according to the present invention include disabling a medical
device that has been extracted from a medical device package by inserting the medical

device back into a cavity of the medical device package to a position that results in a
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di sabling of repeated use of the nmedical device. Such di sabl ement can
be obtained by, for exanple, a wedging of the nedical device into a
fixed position within the cavity of the nedical device package. BRI EF
DESCRI PTI ON OF THE DRAW NGS [ 0013] A better understandi ng of the
features and advantages of the present invention will be obtained by
reference to the follow ng detail ed description that sets forth
Illustrative enbodi nents, in which the principles of the invention
are utilized, and the acconpanyi ng drawi ngs (wherein |ike nunerals
represent like elenents), of which: [0014]HG 1 is a sinplified

expl oded perspectiye view of a nedical Vi ce, kage according t
the present i nvantis ot FrriEa R Bl meicaiseiis “WER gponsdtean be otltase by
proxi mal end anébrpermyfe atwedgingpsfobd madicabdesticy irews fidd okidormnwiktiin dapavity of
menber of the dic?l @ﬁyjce g%gkage of HG 1; [0016] FIG 3Ais a
sinplified crosS*SEEIFOIA B ¥ Vi ew of the mmin cap nenber of the
nmedi cal devi ce package of FIGs. | A through 2D, representing a view
along line 3A-3A of FIG 2A in the direction of the arrows;

[0017]FIG 3B is a sinpl iBRIEH DESCRIPTHN OFBHE DRAVWINGS of the main
cap nenber of the medical device package of FIGs. 1A through 2D

representi ngygyvi ew aboguhdeRfindRs FnPleatlileGind2Gvanthobd G o frs Gl LREneRh

t he arrows;
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 (wherein like numerals represent like elements), of which:

[0014] FIG. 1 is a simplified exploded perspective view of a medical device package -
according to the present invention;

[0015] FIGs. 2A-2D are simplified top, side, proximal end and perspective proximal
end views of the main cap member of the medical device package of FIG. 1;

{0016] FIG. 3A is a simplified cross-sectional side view of the main cap member of the
medical device package of FIGs. 1A through 2D, representing a view along line 3A-3A
of FIG. 2A in the direction of the arrows;

[0017] FIG. 3B is a simplified cross-sectional top view of the main cap member of the
medical device package of FIGs. 1A through 2D, representing a view along line 3B-3B
of FIG. 2C in the direction of the arrows;

[0618] FIGs. 4A and 4B are simplified perspective and side views, respectively of a
medical device that can be contained within exemplary embodiments of medical device
packages according to the present invention;

[0019] FIG. 5A is a simplified proximal-end view of the main cap member of FIG. 1
containing the medical device of FIGs. 4A and 4B;

{0020} FIG. 5B is a simplified cross-sectional view of the main cap member and
medical device of FIG. 5A, representing a view along line 5B-5B of FIG. 5A in the
direction of the arrows;

[0021] FIG. 5C is a cross-sectional, top view of the main cap member and medical
device of FIG. 5A, representing a view along line 5C-5C of FIG. 5A in the direction of

the arrows;
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[0018] FI Gs. 4A and 4B are sinplified perspective and side views,
respectively of a nedical device that can be contained wthin
exenpl ary enbodi nents of nedical device packages according to the
present invention; [0019]FIG 5A is a sinplified proximl-end view of
the main cap nenber of FIG | containing the nmedical device of FIGs.
4A and 4B; [0020]FIG 5B is a sinplified cross-sectional view of the
mai n cap nenber and nedi cal device of FIG 5A representing a view
along line 5B-5B of FIG 5A in the direction of the arrows; [0021] HG
5Cis a cross-sectional, top view of the main cap member and nedi cal

device of Ffpge oL PRL SER Mot oSS I e o e

portion of the cifscpieaibeanameditd@eNtedVFIG. sChe main cap nenber and
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embodiment of a connector for use with exemplary embodiments of medical device
packages according to the present invention;

[0024] FIG. 6C is a side view of an exemplary embodiment of a connector,
representing a view along line 6C-6C in FIG, 6A in the direction of the arrows;

[0025] FIG. 6D is a perspective view 01lc the proximal end of an exemplary embodiment
of a connector that is used with the preferred embodiment of the medical device
package according to the present invention;

[0026] FIG. 7 is a top view of a connector and a proximal end view of an exemplary
embodiment of a medical device package according to the present invention;

[0027] FIG. 8 is a flow chart illustrating a sequence of steps in a process for extracting
a medical device from a medical device package according to an exemplary
embodiment of the present invention;

[0028] FIGs. 9A-D are schematic, cross-sectional views depicting various stages of the
process of FIG. 8;

[0029] FIGs. 10A-E are schematic, perspective views depicting various stages of the
process of FIG. §;

[0030] FIGs. 11A-C are schematic, top cross-sectional views depicting various stages

of the process of FIG. §;

[0031] FIGs. 12A-C are schematic enlargements of portions of FIGs. 11A-C,
respectively;
[0032] FIG. 13 is a flow chart illustrating a sequence of steps in a process for

extracting a medical device from a medical device package and subsequently disabling
the medical device according to an exemplary embodiment of the present invention;
[0033] FIGs. 14A-D are schematic, cross-sectional views depicting various stages of
the process of FIG. 13;
[0034] FIGs. 15A-D are schematic, perspective views depicting various stages of the
process of FIG. 13;
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[%5%7?”3 St]*algi?ffi i(g];m Iéxg?oded perspective view of yet another exemplary embodiment
of a medical device package containing an integrated medical device according to the
present invention;

[0038) FIG. 19 is an exploded perspective vi;w of yet another exemplary embodiment
of amedical device package containing an integrated medical device according to the
present invention;

[0039] FIG. 20 is a simplified cross-sectional top view of an additional exemplary
embodiment of a medical device package according to the present invention;

{0040} FIG. 21 is a simplified cross-sectional top view of the medical device package
of FIG. 20 with a medical device retained therein; and

[0041] FIG. 22 is a simplified cross-sectional top view of the medical device package
of FIG. 21 with a medical device disabled therein.

DETAILED DESCRIPTION OF THE INVENTION

[0042} FIGs. 1, 2A-2D, 3A and 3B are various simplified views of a medical device
package 100 according to an exemplary embodiment of the present invention. Medical

device package 100 includes a main cap member 110 and a minor cap member 150.

[0043] Main cap member 110 includes a cavity 116 therein, a proximal end 112 and a
distal end 114. Cavity 116 has a cavity opening 118 at the proximal end 112 of the
main cap member 110 and is configured to receive, and to securely and removably
retain, a medical device (e.g., integrated medical device 300, illustrated in FIGs. 4A

and 4B), at least partially therein.

[0044] FIGs. 4A and 4B are simplified perspective and side views, respectively, of an

exemplary integrated medical device 300 that can be securely and removably contained
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process of FIG 8; [0030]FIGs. 11A-C are schematic, top
cross-sectional views depicting various stages of the process of HG
8; [0031] FIGs. 12A-C are schematic enlargenents of portions of FlGs.
11A-C, respectively; [0032]FIG 13 is a flow chart illustrating a
sequence of steps in a process for extracting a nedical device froma
medi cal devi ce package and subsequently disabling the nedical device
according to an exenplary enbodi nent of the present invention;
[ 0033] FI Gs. 14A-D are schenmatic, cross-sectional views depicting
vari ous stages of the process of FIG 13; [0034]FIGs. 15A-D are

schemati c, perspective views depictjing various stages of the process
of FIG 13 P pwithin medical device pagkage 100.g Integrated medical device 300 includeg a test strip

304 and a dermal tissue penetration member 302, as illustrated in FIGs. 4A-4B. Test
strip 304 has a reaction area (not shown) and electrical contacts 306 that terminate on a
distal end 310 of medical device 300. Electrical contacts 306 are made of any suitable
conductive material, such as carbon. Dermal tissue penetration member 302 includes a
lancet 320 adapted to pierce a user’s skin and draw blood into the reaction area of test
strip 304. Further descriptions of integrated med'ical devices that can be contained
within embodiments of medical device packages according to the present invention are
in International Application No. PCT/GB01/05634 (published as WQ 02/49507 on June
27, 2002) and U.S. Patent Application No. 10/143,399, both of which are fully
incorporated herein by reference. In addition, dermal tissue penetration member 302
can be fabricated, for example, by a progressive die-stamping technique, as disclosed in
the aforementioned Intemationaerpplication No. PCT/GB(01/05634 (published as WO
02/49507 on June 27, 2002) and U.S. Patent Application No. 10/143,399.

[0045] Referring again to FIGs, 1, 2A-2D, 3A and 3B, in the embodiment of medical
device package 100, cavity opening 118 is bounded by a rim 120 of sufficient surface
area to enable minor cap member 150 to be adhered to rim 120 by processes known to
those skilled in the art, including, but not limited to, heat sealing processes. In this
manner, minor cap member 150 and main cap member 110 of medical device package
100 provide a sterility barrier and humidity protection for a medical device contained

therein.

[0046] External features of main cap member 110 include a first peripheral edge 122, a
second peripheral edge 124, a main cap upper surface 126 and a main cap lower surface
128. As shown in FIG. 2A, first peripheral edge 122 and second peripheral edge 124
are truncated to end at the distal edge 121 of rim 120. If desired, the first and second
peripheral edges 122, 124 can be asymmetrically disposed about a longitudinal axis of
the main cap member. Such an asymmetric configuration can serve to properly orient

the medical device package during its insertion into a receiving slot of associated
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[ 0035] FI Gs. 16A and 16B are schematic, top cross-sectional depictions
of a stage in the process of FIG 13; [0036]FIG 17 is a sinplified
perspective view of a nedical device package accordi ng to anot her
exenpl ary enbodi nrent of the present invention containing a nedical
device; [0037] HG 18 is an expl oded perspective view of yet another
exenpl ary enbodi nent of a nedical device package containing an
I ntegrated nedi cal device according to the present invention;
[0038] HG. 19 is an expl oded perspective view of yet another exenplary
enbodi mrent of a nedi cal device package containing an integrated
medi cal devi ce accordi to the present invention; 039]HG. 20 is a
sinplified cros ??gé’fei(@g%amé’i?pa “éwlﬁpmﬁtﬁr TSRFU1R &‘% BWEH S| e the

enbodi ment of a meARhicRVicEiRkEE PGk RGO A6 bAGw tith tRFecPb 36N EA-6D).
invention; [0040]HG 21 is a sinplified cross-sectional top view o

the nedical device package of HG 20 with a nedical device retained
therein; an@o§q041] FAGhoR7 id FIGR. 1SdndRhl fbif daftipp&SugRe 1 264pabndllQ BrcWideyu
of the nedi cal device packagf o ) . . .
directional marker I30 that is discontinuous with (e.g., raised above or, alternatively,
recessed below) the remainder of main cap upper surface 126. Directional marker 130
may include, but is not limited to, an ellipse 132 and an arrow 134, as depicted in FIGs.
!
1 and 2A. Directional marker 130 provides a user with both tactile and visual cues for

proper orientation of medical device package 100 during use.

[0048] Cavity 116 is defined (at least in part) by a first smooth inner surface 127 and a
second smooth inner surface 129 and includes first and second lateral channels 140 and
142, respectively, as shown in FIGs. 2C-2D and 3B. In addition, cavity 116 is also
defined by first lateral surface 170 located internally to first peripheral edge 122 and a
second lateral surface 172 located internally to second peripheral edge 124. In the
vicinity of proximal end 112, first lateral surface 170 has a first sloped land 160, and
second lateral surface 172 has a second sloped land 162. First sloped land 160
terminates at the beginning of first lateral channel 140, while second sloped land 162
terminates at the beginning of second lateral channel 142. First lateral cham'ml 140 and
second lateral channel 142 extend about half way along first and second laterals
surfaces 170 and 172, respectively. First and second sloped lands 160, 162 begin at
cavity opening 118, and slope inwardly and distally towards distal end 114 of main cap

member 110,

[0049] First and second lateral channels 140 and 142 begin at the end of first and
second sloped lands 160 and 162, respectively, and extend approximately half way into
cavity 116. First and second lateral channels 140 and 142 are divided into a post-use
portion 202, a transition point 204, and a pre-use portion 206 (see FIGs. 3A and 3B).
As is evident from FIG. 3B, first lateral channel 140 is the mirror image of second
lateral channel 142, One skilled in the art will recognize from the entirety of the

present disclosure that first and second sloped lands 160, 162, first and second lateral



of FIG 21 wth a nmedical device disabled therein. DETAI LED
DESCRI PTI ON OF THE | NVENTI ON [ 0042] FI Gs. 1, 2A-2D, 3A and 3B are
various sinplified views of a nedical device package 100 according to
an exenpl ary enbodi nent of the present invention. Medical device
package 100 includes a main cap nenber 110 and a m nor cap nenber

150. [0043] Main cap nmenber 110 includes a cavity 116 therein, a
proxi mal end 112 and a distal end 114. Cavity 116 has a cavity
opening 118 at the proximal end 112 of the main cap nmenber 110 and is
configured to receive, and to securely and renovably retain, a

medi cal device Qe 1 ated nedical device 300,11 ustrat in
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i ncor por at ed hedeishy pylystefiae @€ 2 AP desiaddi-Tohd2d higBAERY pdli S5,
penetration nenber icated, for exanple, by a

302 can.aﬁ t{rabr
progressi ve di e“¥PERSRIY* Ut rgRersesdn el osed in t he
af orenenti oned I nternational Application No. PCT/ GB01l/ 05634
(publ i shed fﬂﬁﬁ}\f\o 02/ 49507 on June 27, 2002) and U, S. Patent .
Application™Nb! 10/ 1 §“,°S@"€§’.me["é’6‘4§f’l¥e‘?°§ FYGGO SFarHY pepingd 18 ance amedipgl
3A and 3B, in tgafi@gmdd;mﬁvaﬁnmyq?:t. Iﬂﬁéieﬁﬁoﬂﬁlﬁﬁ@ﬂfld(ipmin@ﬁdébty
opening 118 is bounde a rj 0 of s icient surface area_ o
enabl e ni nor caﬂ‘eH’EFfblgp ‘%%Wcﬁcha%bﬁ'&dﬁ‘ﬁ?aégmﬁﬁ‘aw Pﬁe'fa'ﬁ fgl, Yhgsutablss
Enovvn toI t hose ﬁiﬁfeﬁlal@dorinﬁ]ndrl&ﬁ) nﬁérhberﬂﬂih&!ﬂdéﬁ@per,%lynﬁﬂ%ﬁ;ﬂ'lfﬁu& Qﬂ)\\feSer. as
eat sealing prqcesses.. In this manner, mnor cap nenber 150 and main
cap menber 110 g?“ﬂ%ﬁiwdg'l'e%‘"\}foc%heﬁ%‘%%fﬁfge 508 E&Oﬂéapa{“%?béﬂsloicﬁ'y‘ak“
barrier and hunwatietyofiforaiseall dfuhich@fe capabRAf éalinglby toRy 6baingloNathssociated
LG main cap member once a medical device has been at least partially received within the

cavity of the main cap member.

[0052] FIG. 2D js a proximal end perspective view of main cap member 110.
Transition point 204 includes a vertical shoulder 204A and a horizontal shoulder 204B,
as shown in FIG. 2D. Upon insertion of an unused medical device (e.g., integrated
medical device 300 of FIGs. 4A and 4B prior to use) into cavity 116 of main cap
member 110, vertical shoulder 204 A prevents the medical device (not shown} from
being inserting past transition point 204 (see FIGS. 2A and 2B). In other words, the
unused medical device is inserted only to a first position, which s defined by contact of

the unused medical device with transition point 204. However, once a medical device



|
[ 0046] External features of main cap nmenber 110 include a first
peri pheral edge 122, a second peripheral edge 124, a nmain cap upper
surface 126 and a main cap |l ower surface 128. As shown in FIG 2A,
first peripheral edge 122 and second peripheral edge 124 are
truncated to end at the distal edge 121 of rim 120. If desired, the
first and second peripheral edges 122, 124 can be asymetrically
di sposed about a longitudinal axis of the main cap nenber. Such an
asynmetric configuration can serve to properly orient the nedical
devi ce package during its insertion into a receiving sl ot of
associ ated hardware an anal yti nmeter receiving slot
configured to diP&es ”E('{ﬂ P] dgwgs B %bﬁ'é%g gactkdnta R ﬁé@?fcﬁlam cap

descri bed bel owmainbdt lﬂ@ﬁﬂﬁﬁiblérﬂan{:dr@&hsp&ﬁnﬁl%ses[ D04l 1D, GO medicdr] Cs.
1 and 2A, main E F gger surface 126 opti ongzly i nc] udes
Fiee ! b

a
di recti onal infsgrated medicd dayieq 300 QEEIGHi ﬁ%a'(dé‘%*“bseﬂ%f’%‘@élseélﬁove

or, alternati veinyenea osRas e flbseb&svﬁonttmset&mbﬁﬁi@f whéreiNBhe Us€BReditRP®Nvice
surface 126. D rectlonal mar k include, but is not limted

to, an ellipse TENISPRS EARsLPY W‘f@ﬁm“’é@ ‘Esé“ﬁr""?,d(’el&aflﬁiﬂslﬂlr‘?%fﬂbli daprged e

Di rectional mar Kiedbled Sy ir@MitAl €houRiek SBIB. WudhiakRbdpré@atsialsebsafieht Yirsdval
cues for proper orjentation of mnedical device package 100 during use.

[0048] Cavi ty 118itBusderepfdese( Aihq@asised Reder #9V19y a first smooth
i nner surface 127 and a second snooth inner surface 129 and incl udes
first and second | ateral channels 140 and 142, respectivel as shown
in Fl Gs. 2d%8) and JECs PA-SRIF VHTioNs Viewsetympimepg me@baq%oaaﬁhe&hby

first lateral sifbaca redRRaldcidt 8@ Jiptey nebddus Qsdriel &Tereﬁﬁprnb%%@éf edge
122 and a second lateral surface 172 |ocated internall to second

peri pheral edgeinegitedmppdicpldeyice 34 G5 igeepedirdieal devies 3095 “upysedsy. In

lateral surfaceriEdbAss, lace%ﬂa{es tneﬁlkﬁm&dca 0 SuediR be@Rh HRAAAG chalerdb -
surface 172 has a second 162. First sloped | and 160

and
term nates at t#é sprogd Hﬁﬁfﬂfjh%‘?elflﬁ? aid liegpaslls] todiis smepth Mmer surfpee 127 and

second sl oped | goghdkfRotheindi &S 28! Uhived R%@i‘af&'ﬁ'n’i&mglfde%@@%qs b8y al
channel 142. First |ateral channel 140 and Second | ateral channel " 142

ext end about haletaingd yithingaytriip st afrietion 8 itk firshlatsrad planagh 140ped secorD

and 172, respecCiafeVflpbnndri 'lﬁﬁ tDl@fgﬂ":ﬂ§ 8 ?@Mnté?érﬁ%qecll@an Q&lcls@@@ red3fns QRGHN
at caV|ty opening 118, and gPe i nwar d distally towards distal

end 114 of mai nPespahedder Oflnl ica} @7—‘0@9})#%@10%& ig BR{ A EPnfagk veiptgfjrst lateral

channel s 140 anghadft? 140846 Rec8hd faku 8dnd i 4 iHufkerMDR, # §RANRDe AbOPES
| ands 160 and 162 respectively, and extend approximately half way

into cavity 116lnget 320 WHBin 6w 40 1nstiaps Rrotsied ey ieadyartensiamage Unisesd

divided into a ﬂeg;ateusledwdewem@szosﬁmaém&mﬁ:@trbnegéceﬁd 1204 cafdisa 40
pre-use portion 2 (see d 3B is evident fromFIG

3B, first lat er #1d 16R achhat prayimakend 342 pf ipiegrated madieal gevierel0B iyches, but goes

no further than, transition point 204, and distal end 310 of integrated medical device
300 remains free from contact with first and second lateral channels 140 and 142 in

cavity 116 (see FIGs. 5C and 5D) of main cap member 110.

[0054] FIGs. 6A through 6D depict an exemplary embodiment of a connector 500
adapted to extract integrated medical device 300 from medical device package 100. In
addition, connector 500 can advantageously be used to mechanically and/or manually
manipulate such a medical device once the medical device has been extracted from the
medical device package. For example, connector 500 can be used to transfer a medical

device from a medical device package to a metering system. As will be appreciated by

10



| .
| ateral channel 142. One skilled in the art will recognize fromthe
entirety of the present disclosure that first and second sl oped | ands
160, 162, first and second | ateral channels 140, 142, transition
poi nt 204, and pre-use portion 206 are configured to receive, and
securely and renovably retain, a nedical device within cavity 116. In
addi tion, post-use portion 202 is configured to disable a used
nmedi cal device (as explained in detail below wth respect to, for
exanple, FIGs. 16A and 16B). [0050] Main cap nmenber 110 can be forned
of any suitable naterial known to those of skill in the art
i ncludi ng, for exa igd astic materials such as polystyrene,
pol ycar bonat e aftPsh &8%‘1‘@?5‘“9 ctpn P dhay be & £9TPPORER &sithep adempyable

i mpervious to pu@ﬁwemroga pitladeftlPintegARA/cOhpohkht) B MRerP 6yt & ANRd,
therefore, provide a sterility harrier and a puncture-resistant

protective bar r PRAYUCRHING fOigUTTA {4 detgpise Psﬂlxs%?f@mnera%ﬂns inpiqlegical fluid

hum di ty prot ecisirslesh. omtamwelsz RPnA¥BBDF0 cdnl e Joﬁlbthed tvma g dedce packages
desi ccant - | oaded hi gh-density pol yet hyl ene

desi ccant - | oaded 1ore Ak asserding ) remplyembo l&*@?ﬁ?&hemwma%mam e
fromAirsec in France). [0051]M nor cap nenber 150 is configured to
seal cavity ening 118 once a nedi cal device has been received in

cavity 116.[9031t he ertieriore? inghdgsagripexiraeing merbgs Shpprdarconmetor kody

breachabl e f i | msgaicly addfiridd! ERREAR 560 ﬁ?ﬂl@és laipfoxfdi bnd Q()ha?dls@lléh& 3Pl &n upper
materials for mnor cap nmenber 150 i ncl ude paper, o ymer and Tyv

However, as desé&WdasedlAine flowss piatace 316. Gernsetonhady dphiaslides BéPWF‘Ofm nor

cap menber 150 QRELbANK afke VAR of LypeP furfa@ $W8, CBhdecOf aitiBiidnth AR GaPabI e
of sealing the cavity opening of ‘an associ ated main cap neMer once a

nedi cal devi ce Kepiomddndigrontinigas wigheg, slised aboye af speagsedibelp huRpRESUE 6P t y

of the main cap sr@m@ﬁnec&pib‘é%ﬁhr@cmz&eb&n@ Iﬂxrfeeflsn%aﬁm@u&@mn@s&ﬂ ve
view of main ca er 110. Transition point 204 includes a vertical

shoul der 204A aﬁamad o elipsg 230 agf anarepsy 5320 £pnnegier direeignal markgrGl8 ppyides

Upon insertion gfus@muwab&ﬁea@m%ga Gidlal a@yfof;ﬁmg.& ofentatiol LB & 56@6311&13'
device 300 of FIGs. 4A and 4B prior to use) into cavity 116 of main

cap menber 110, inseftadiigte mediprd dpdearracioanld9r event s t he medi cal devi ce
(not shown) from being inserting past transition point 204 (see FIGS.
2A and 2B). In other words, the unused nedical device is inserted
only to a fiopas p03|$tnbﬁcmméwmb§r@8wqh@as plpwelTHiranLagie FIRS4% 0 SBRT

medi cal devi ce WribRndERED &inf 42NN bREalG stibRHBYRE cleRBREs A, FRHhGAHed in

device FIGS. 6C-6D. Connector 500 also includes electrical leads (not shown) for providing
an electrical connection(s) between strip engaging elements 544 and an analytical
meter. In addition, strip extracting member 502 includes a vertical barrier 550 that
contacts distal end 310 of integrated medical device 300 when integrated medical |
device 300 is engaged by connector 500. Although three strip engaging elements 544
are depicted in FIG. 6D for the purpose of illustration and explanation, strip extracting
member 502 can include any suitable number of strip-engaging elements. Strip
engaging elements 544 are located on inner surface 543 of upper strip engaging arm
542. Strip engaging elements 544 are spring-loaded connections formed, for example,
by being molded into connector 500 by any suitable process known to those skilled in
the art. Strip engaging clements 544 are used to contact test strip 304 of integrated
medical device 300 through electrical contacts 306. One skilled in the art will

recognize that connector 500 can provide electrical communication between test strip

11



is used, such a used nedical device can be inserted back into cavity
116 of main cap nenber 110 for disablement and di sposal purposes. In
doi ng so, the used nedical device (e.g., integrated nedical device
300 of FIGs. 4A and 48 subsequent to use) is inserted beyond the
first position to a second position, wherein the used nedical device
extends past transition point 204 toward distal end 114 and is
irreparably damaged (i.e., disabled) by horizontal shoul der 204B.
Such danage prevents a subsequent renoval, and thus repeated use, of
t he once used nedi cal device. [0053]FI Gs. 5A—5D are various views of
mai n cap nenber 0 of FIG with integrate devi ce 300 of
FI Gs. 4A and 45335%%‘19%{‘@8&135‘%%‘1‘?{ VBB e EEIES mgpis P%? Wghg ORHKRE? cal
devi ce 300 (i. e.clectkicdl@gdat ed nedi cal device 300 is "unused"). In

FI Gs. 5A-5D, integrated nedical device 300 extends between first

| ateral channel 140 and second | ateral channel 142 and lies parallel
to first snmwost) i nnemcsmsfaaslevﬁazf@nﬁhc&mmdsmidml efthaEw SlihdiAcH

129. Unused inte ed nedi devi 300 i.s securely retained hi n
cavity 116 via 5‘9 rcﬁpo‘ﬁ‘g‘r‘ica?heﬂn"?rﬂcaﬁF’P@tsml“ﬁ??e?r%?“ BHAMTRY °f£9ft5‘e%{?1r\c,i\406
second | ateral chaspRirackidof Snédical devieel $6lAs Rdrizbmilage 8888 ifdRdies ddth of
device 300 remains within proximal end 112 of nedical device package

100 and i s not 1% RHreLepichiPFx TPl ePpgX Bl Schamn&fhils agiddngeasid Wi
| ateral channel st45%; infiditIRS WRIHROE strib eSRLLe1ddRniBTR  fbr Bhidipld, ARSI mAA0P
is wthin cavity 116 and thus protected frominadvertent damage.
Unused i nt egr at & HBYi cal device 300 is positioned within first and
second | ateral channels 140 and 142 such that proximal end 312 of

i ntegrated rrggl cal deV| ce 300 touches, but goes no further than,
transition Y88t 204t Gaﬁéf*’d?"é‘t%‘?“éﬁﬁ“ﬁ&%)aW“‘i“ﬁ?@’glﬁai@d‘mﬁéﬁpf%ew ce
300 remains freexddcong mém@paevweiﬁbmfahﬁ@tcaladwms R at Rt A aﬁ&@:ﬂﬁﬁbs
140 and 142 in cavity 116 (see FIGs. 5C and 5D of majn cap_nenb

110. [0054] FTGs eﬂ%?@l%‘ﬁlﬁ@&\{jﬁp%ﬁnﬂlémne?n AmosEseSp r%’ﬁmé%‘%%ﬂ%ﬂlﬁméfl%s
connect or 500 adapb %@h&ﬁn@ﬁ&s@&fcudrﬁi@Qﬁsadeﬁi@uﬂ'gﬁﬂh&ﬁ'stagé\ﬂfﬁ%cég’@od) ey
medi cal devi ce pack (ge 100. In addition, connector 500 can

advant ageous| y DEATEemaioyBIIpaFHvE Mewy depicting ariouniiages of nressrs QP aFISs.

such a medi cal ol@mc,e:@cr@ﬂmt RrdIB S Gohhl \d@ysl&eaﬁba§stb%eefﬁaée§mbﬁﬂmf rom
t he nedi cal deV|ce ackage. For exanpl e, connector can be used to

transfer a medi ¢& %ﬁdéchfmﬁmeala@awﬁﬁ?fpaéww%I&a@r& fesPestivebtler i ng
system As w || be appreciated by those skilled in the art,

connector 500 may be a component (either a renovable conponent or a
per manent | yi00pflegr at Brdceso3fifomdue) ﬁnstfprcaudmg @ra mgliel/devienpéakagy. witheminor
anal ytical meter, ¢ centr t|on

bi ol ogi cal fl ui (fas%fgrgﬁ#e%lg& rﬁ‘%‘fcap evfc W?al[}e%(?%ﬁe\{nec g Y0 nec an af)seifm@l n
conbined with msscépéa) ofdﬁ@l&@lpahldagemetau \»hbremo@:zkltltatﬂqumvcﬁed@edwalan
exenpl ary enbodi e pyent Cbnn ctor 5
includes a stri pdn?al rac |ng merrgt%rcagbﬁarg tz%?ec%ir?hcé'gf *° Bt yge%C ré)?gnto
addi tion, conneah@ressﬂ(ﬁmmmlnmlmhemcladqsta(b)ciacmbleambrEzip(}nerabed(esﬁ,ethe wedical
512, an upper sq{fg: ace b1 e Lor qdy 504

i ncl udes a conne&torr a eecétl ongIané)a"ryI?‘él?a%&fgn"c?ﬁmﬁaccm " SQEES
Connect or di r ectinvemdin. ffhtftmews@i& apopdinpdara mpdica ddn@qmitagmr(dwsmwcmhare
e.g., raised abgv I urf 514 .of connect or
(5009 Connect or d’g?lgte |0F;I§I ar (I%g?elb%v@’he @P?ﬁe mcfngo i enfeglca] Y it ed
to, an ellipse magﬂmildamnamxmﬂ/eﬁwﬁommreeiemlﬁedMnthd:lkc owadralsrar ker 518
provides a user with both tactile and visual cue S for proper
orientation of connector 500 when inserted into nmedical device
package 100[0060] Next, as set forth in step 820, the minor cap member is breached (e.g., ruptured)

with the connector such that at least a portion of the connector has entered into the

cavity of the main cap member (see FIG. 9B, 10B, 11 A and 12A). Subsequently, the
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[0056] Strip extracting nmenber 502 includes a |ower strip engaging arm
540, an upper strip engaging arm542 and a plurality of strip
engagi ng elenents 544, as illustrated in FIGS. 6C 6D. Connector 500
al so includes electrical |eads (not shown) for providing an
el ectrical connection(s) between strip engagi ng el enents 544 and an
analytical neter. In addition, strip extracting nmenber 502 includes a
vertical barrier 550 that contacts distal end 310 of integrated
nmedi cal device 300 when integrated nedical device 300 is engaged by
connector 500. Although three strip engagi ng el enents 544 are

ST b ext r act | ng"HSRLeE O BRE Per sl bR B AR B 5%

stri p: engagi ng el’oﬂmnrkt@ 836t Theﬂorem@q@teﬂgoreﬂe&mﬁ:tﬁr D44gaat @ith 0@ ate@idalon

i nner surface 54 er s ngaqi rmb542. Strip en [ .
el ements 544 ar ed%%? *ng- 388 uapgrt%’ﬂ%ff‘gi :&gsﬁﬁ??wﬁﬂor ?‘BFnéﬁ%i%fadgc,a{]%yme
bei ng nol ded i ntae henaxdatted irdf the byvitg By the tiediod He/iRIPRGAES aKBOMR ibstep

contact test st 4B (pRic P BB BE G oha fedicatyd PP dhcen b

el ectrical cont getfsm#dbfor Qampkldithérethnhdllytbh @ ugts br With dhe hi@ 6PYRMEhEnitNat
connector 500 can P ciw de el ectrical communication between test strip
304 and an anal VELFleqiRgaldevise-a strip engagi ng el enents 544 and the
connector's el ectri cal |l eads. [0057]FIG 7 is a top view of connect or
500 and a pr w of in cap nenher 110, with dashed
vertical Ii H@ghs howi dh‘ﬂi'll‘g'ife‘lmegﬁgﬂﬁﬁﬁhlf’gg‘fe“EHHHWHP"%@B“’(P&PPFF@CMNC

extraction of a ﬁ[ﬁglmmaéng@igltﬁeaned‘ﬁﬁl deitec MR the @tinadtod dot Rt tSirthe medical
i ndicates width of the nmedic devi ce (for 0gxarrpl e, approximately 5.5

mm), while sol i F°K5FMOYRE BstY ?H@S@@ B P o hedisst aprlsegqnd daterglchannels

extracting el enerp, &0 Zas(deEeChFIRE. 224 ARPBXWIBH &Irn¥sfbn@ 0T breaching and
[0058]FIG 8 is a flow chart illuystrati n? a sequence of steps in a
€

process 800 for BRENESHPHEf oS OSincede @TF‘%“Hﬁ’i‘Eﬁ’waﬂlf’d?"'d&é]\Ae@ée past

package accor di ngnkifordgbiRXEANE.A] IN)GIREEHARN or@fter H2G ﬂf&rf&@@ﬁgmrcd to engage
i nvention. Process 800 is described bel ow ut| | izing A-D

(schematic, crod8¢ ewreciENah theimsadical flepreieien g™y dp ﬂ&fg‘bg@a’@’éé’f BiGspséPs s

800), FIGs. 10A—15A¢mherm1ccandn@Aspecaun\4§mub@4@nga9¢ %btaggagﬁgb@yx@ms of
stages of proce 800 FI G. 11A-C é%chenatlc Ccross-secti onal

views of vari ous‘ﬁ%‘foa tor ghsags Hiew sEPBheT mpgrated ‘E%dma gexice 3P aeanisttical

enl argenents of Hagfet bﬂﬂ&ccﬂhcclﬂrGﬁmtacﬂslﬁt\:&,taléﬂﬁ&%tlht\égijaﬂé& medi€Dad}iRr300ess
800 includes fi rﬁ’ﬁrﬁ rovi din a nmedi cal device package with a

ni nor cap nember ceyreqEs g"é hed’é‘??F]E:‘%g he FNIF R dperper A ﬁ“géﬁ‘ﬂ“e("P phthey

connector, as Seahedidal deRick Bane B &ARpefin HetangSof H0& 19K kd £9INI N the art
wi |l recognize that the provided nedi cal device package and connector

can be any suitable nmedical device package according to the present

i nvention t fewkz)i ncl ugdsiRd heBRSAGHEIR. Q0RTcpREnBARINENTBE thali§ iddntical 19 ehe
nmedi cal devi ce package of FIG 1) and_any suitable connector

according to theliPensoa st sqligberep e tRor ﬁf%‘ﬁ &fign thsrwidh oblpiegptedmpdical

medi cal device pﬁclkam)mldqlﬁam&mmam@ ﬁ}gm}ﬁés@&s {h8 widdCof (B madich FI G
10A, wherein like el enents_of di cal devi ce package and

connector of eardeVigs’s W@&r%ﬁ‘déf‘%lqldgm iH$- A= Frprasen s ‘Péwfﬂ%@rcéﬂl%’ opening

of medical device package, which is larger than the dimension represented by solid line

SF-5F to assure a medical device’s smooth insertion into, and removal from the cavity.
[0063] Process 800 can be performed manually or automatically. Furthermore, process
800 can be, for example, performed by an integrated device that combines an analytical

meter and a connector in a configuration that provides for (i} a medical device to be
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[ 0060] Next, as set forth in step 820, the m nor cap nenber is
breached (e.g., ruptured) with the connector such that at |east a
portion of the connector has entered into the cavity of the main cap
menber (see HG 9B, 10B, 11A and 12A). Subsequently, the nedi cal
device is engaged by the connector (see FIGs. 9C, 10C, 11B and 12B),
as set forth in step 830. The force required for the connector to
engage with the nedical device is, for exanple, approxinmately 2N The
connector and engaged nedi cal device are then extracted fromthe
cavity of the nedical device package, as set forth in step 840 (see
FIGs. 9D, 10D 1 f 1. t o] r,0

be perforned, fggmé"%é%oﬁg%%%%w Eﬁé%ﬁ%cl @pgf/ﬁné)?%@éfzgﬁde 81{3%&% %&P
of a nechani cal banblhioed fedrm@usetwall(iiidetvirmbyticql&@ﬁﬁ(]elgt, biphob gihcbsdbepnnoitredign

t hat beaching th ne ch, a rea

engagi ng the ne F@Q}Jﬂ 5\9f6§gswpﬁ?°t?1e ccr)lﬁdnea?:%’gam e %poe?h%f’“e%@]?meﬁm[lﬁ
nmedi cal device rdawcmgxdqnhancat etidns axap b incnmppacdin® alimdetabckingachion; sdw @sd

second | at eral p Is 1t4arid/ 1éLZCn(Oas depicted in FIGs. 12A and 12B,
whi ch correspond Bt EENAPRGAnd engagi ng steps of process 800)

since the force reqw red to rmve the medi cal device past transition
poi nts 204 cant |y .greater than t.he

required toﬁgﬁﬁage t g nec‘:’%’”’oC [?nll"ﬁ% Sr’?@%finf:e?qs‘ags\}f‘égmfeés 830“%\1)

I n the enbodi nerkurafingd lﬁ‘ﬁilcagéevﬁf);froﬂ:&/iﬁeﬁ&a deih]:é\pa’blk@c&ﬁdseﬁlaﬂé\sﬁéﬁuently
during the enga ep erment s of , t he cannec
enoage a test  orlngYE e e Ber BRRR R R e AL DBt SRR e
vertical bather pfﬁ’Sem hﬂemmrnnémte@s 1300 it dagtided bebovditBiziag FE33d14ed-14Ihe

i ntegrated nedi vi ce 30 f rcere U|red f Qr t he

e o nor cap. mtDEP i eE R aaeh Bt Brty e o bt LRk, Poh-
for exanpl e, i n 15h&schange, pafspahwheu’ls&plbhﬁgo»raao@ sNges[o@&G?e]ssScdmﬂarJlem@s
5F-5F of FIG 1q5 rlﬁgregentts 2 di mension t at is identi | ca 3 o the

di mensi on of sol PO RBITDBIALG OF FRESBFHOBE ViSHs pf agtags OfRrogess 130e wi dt h
of integrated nedical device 300). Sol idline 10H-10H in FIG 10E
.represents wi dt devj.ce. s Solid Ii

101- 101 of ﬁ‘—’f’%ﬁ 10E ‘8?)%{5@1"&“5 %PHP’ g ‘)é‘di‘ﬁ% %B&erﬁ“ﬁlﬁgﬁf”“ iy
devi ce package, cuginehber snd Bmehdal ddv&acdﬂmenedlt}imsualfmpwtmﬁaﬁn @idaby
solid line 5F-5F to Aassur e rredl C S th insertjon into,
and removal froffP1HE: ?ﬁfeﬁ? g?ligr g%& 5 éﬁe g‘g]%dﬂethﬁﬁyﬂir Tregnize
manual | y or aut tﬂmathlepﬁ)lvidyd mEﬂilSdl Bﬁfﬁd&@ﬁ(&ﬁge{ﬂﬂdﬁﬁ&ﬁctﬁ&@n eodfly hedic{l @evice
exanpl e, perforrre an.integrated.device th

onal e cal et ePRker RS le B i e TGP S cts £ or
(i) a nedical dengnter (&g, the medical device package of FIG. 1).

[0066] Next, at step 1320, the minor cap member is breached (e.g., ruptured) with the
connector such that at least a portion of the connector has entered the cavity of the main
cap member. The medical device is then engaged by the connector, as set forth in step
1330. The connector and engaged medical device are then extracted from the cavity of

the medical device package for use, as set forth in step 1340.

[0067] Subsequently, at step 1350, the connector and engaged medical device are
inserted back into a cavity of the medical device package to a second position, whereby
the medical device is disabled from reuse (see FIGs. 14A-14C, 154-15C and 16A-

16B). The connector is then disengaged from the medical device and withdrawn from
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extracted froma nedi cal device package; (ii) a sanple (e.g., a whole
bl ood sanple) to be obtained froma user and (iii) an anal yti cal
result (e.g., blood glucose concentration of the whole bl ood sanple)
to determined, all by a single operation of the integrated device.
Mechani cal notions may be incorporated into a | ancet cocking action,
new test strip deploynent and/or ejection. [0064]FIG 13 is a flow
chart illustrating a sequence of steps in a process 1300 for
extracting a nedical device froma nedical device package for use and
subsequent |y disabling the nedical device after use according to an
exenpl ary enbodi nent o{ t he %é sent k%%fntlo

Goscri et bel ow Berdies! s EpRSR T et SR 1OF Ripised Guirng e
vi ews depi cti ng 1980, the wsdihlalgeise @Hlsmmw&&ﬁm): meEibe(B@levndeEfém:g&Bdoed into
(schemati c, per%%ectlve w%emgﬂg FICtI vari ous s %ﬁs of cess
1300) and FI Gs. UEAYEEC S# MGTBTT EINFSo Brsee! 5818 PP dayicafr 8‘?’“&‘5
?t ;ige of | pr 0;: es $redddNMjn thﬁ m&&&&wm&@:@&w Bérintd& Frokr th;Sj hmecnlmgmhe{lg

i) a nmedica acka and a nedica
devi ce cont ai neg-\4 ﬁ%FegF%atﬁg‘PbmF‘? ?’@?Ctg?b"'s‘?“fq“i?ﬂ‘ﬁﬁﬁﬁlwa fhe cannegfpedfie  as
set forth i R st aﬁsu&&&a@uI@glcé;ﬂh&onﬁ&tor%lﬁlcﬂiétdlﬂld&ﬁsehglgédﬂrﬁfhE mddicAl device
recogni ze t hat vi ded nme evi ce e and connector can
be. any medi cal A0 CBBHEK G- LGP 1 GRH TSRV on { hat
i ncl udes a breachable m nor cap nenber (e.g., the medical device

package of 0066] Next, at ste 1320 the m nor cap nenber is
br eached (erb&] r upt TiPhegid binpRd fhatdugas Hsertion of e cAnnerigr andengagedypedical

portion of the @enrdabeie daa@ R BEL1350, thbe.eazaa\mévyce@s‘méeh@d 18 sBcofi@fbsition
menber. The nedlggl devi ce i;s then engaged by the connector, as set

forth in step 133 P?Ffé'sﬁqu%%oarthaéﬁ&"’@ﬁﬂé‘@'é*&mﬁﬁﬁff“éép“ ofls fisst and secorden

extracted from tdi@alGhaintly (s8d, it fidiReiFea) 1688k Cheypackaget 50@&1011181% féiSe -
set forth in ste 1340 %?gG?]Subse uentkg at step 1350,
8

th
connector and ef g megisydgdeeipie ‘é‘l‘ctabqfvﬁglﬁ%k?'%taﬁd %‘Sf@!%\ﬂi‘@c y

of the nedi cal %\iicﬂ&leﬂa&lkﬁfgﬂaxﬁlﬁpla a@@@@.ﬂﬁte@om t AsQRdted Whek Edidablehent of the
nmedi cal device is disabled fromyreuse (see, FlGs. 14A- 14C. 15A- 15C and

16A-16B). The cdonficadgyics s fqsuholdhsmricaldayice being verigedingn thepaviti gk that

and W t hdrawn f fi@@adnot be re-extracted using the connector.

{0069] FIG. 17 depicts a medical device package 1900 according to another exemplary
embodiment of the present invention. In FIG. 17, dashed lines indicate certain features
that are hidden due to the perspective nature of FIG. 17. In addition, FIG. 17 depicts
the circumstance where a medical device (i.e., integrated medical device 300 of FIGs.
4A and 4B) is retained partially within medical device package 1900. In the
embodiment of FIG. 17, electrical contacts 306 project from the cavity opening and
minor cap member. Since electrical contacts 306 project from both the cavity opening
and the minor cap member, engagement of the clectrical contacts with a connector can
be simplified. For example, there is no need to breach or otherwise remove any
component of the medical device package to obtain access to the electrical contacts and

the electrical contacts are free to deflect upon engagement with a connector.

[0070] Medical device package 1900 includes a main cap member 1910 with a
proximal end 1912, a distal end 1914, a cavity 1918 and a cavity opening 1916. Distal
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t he nedi cal device package, as set forth in step 1360. It is

envi sioned that during step 1350, the nedical device is disabled by
virtue of the nedical device being wedged into the cavity such that
the force required to renove the nedical device fromthe cavity is
greater than the force required to disengage the connector fromthe
medi cal device. Therefore, an attenpt to re-extract the nedica
device with the connector woul d be unsuccessful since the connector
woul d becone di sengaged fromthe nedi cal device before sufficient
force could be applied to extract the wedged nedi cal device. [0068] It
shoul d be noted t durir rtion o connect or _and epgage
rodi cal devi ce. 1 B¢ eopBdri)S B iirs  bal fRE R ot TR
inserted to a sdeacedbagiagt 1900 Mrow setuntarp p&kagipnmallistraed)202 that i s
beyond transition points 204 of the first and second | ateral channels
(see, in particular, FIG 16B), i.e., beyond the first position. The
f or ﬁe requij [mgu]t oI [ F[[SlﬁdféalHél@ce@ddg@ﬁl%deéﬂﬂée?ﬂsﬂﬁﬁed,ft&eﬁ@ﬂilé}afmﬁl@éﬂl ce
package an isaple t evice.is or roxi ng
A ot ed ab R QP USHTTRA LS TG B I T oT B B Gue ot
the nedi cal devieglehaitgvevedgRsctirdiaistahbatiy | Suitablb latetifl@inclule, B@ARAt
be re-extracted usgy% (@; conne tgﬁ %OOGQ]FIG. 17 depicts a nedical
devi ce package TE#ES QorBrlrety ROYeIRlsnh aP Y ERhoRHE ARAPONEHEi ment of t he
present invention. In HG 17, dashed lines indicate certaln features
that are hkﬁ n due to th& perspectlve nature of FIG  17.

addi tion, 2117 deé‘?"(‘:t?é 3L meflical dryipenigieeqindds %?flﬁ’a%ﬁycsawfaca&'ﬁm’f@d
(i.e., integrat ghapmbERes deMGE €7. I itPbpehih 89 1 64AcARGurdBD phavide edratiecned
partlally wi t hi n_ nmedi cal deV|ce package 1900. In the enbodi nent of

HG 17, el ectri &rerpeghetdemel Gesge Eﬁ"&‘faé'ef‘ membgt 3P ef medical ?Fvﬁﬁéﬁlﬂ hyind

m nor cap rrenbenvnhﬁlcaﬁej Bl &as sHobalin pmq'aqxti&hé’aﬂ@ev%@h&ﬁ&e 1f90@fiiblb&€sh t he
cavity opening and the m agene of the_electrical

contacts with al%%?mlééfss?se@ahs b"goéi)%&ri#ﬂﬂ %Cﬁ‘afwﬁ%}%l%ﬁ Rive 1 ¥0serve o

need to breach @fse@itcAGMIOIR 0N ABMGicANMEVIEAPBRE Mseddd fahiRIIyBEreinddnd
devi ce package to obtain access to the electrical contacts and the

el ectrical cont Borie zsterieapdprogetipsbpiict for drgpal éﬁﬁlﬁg%mon\mem’?%w by

connector. | 007%5@@'&@&06%&6&3“0@6 R ehIMvirdedHEART 1R BRIydf 88 Phedical
menber 1910 with a proxi mal. end 1912, a distal end 1914, a cavity

1918 and a cavi £§Vigsarkasg Rity 1850, testhen withan @t lgapy pariially dpsastgdgpadical %ce

function as a hagM & «Geihditgp ABABEIfbrnddRAINAke ?Jckargedmﬁlp.sqguh&ﬁme to
package 1900 from condary packagi ng (not il]lustrated

P e oul | O RS Rl s S B ot Boa s St G [P omeamdial of

nol ded pl astic Géw&ﬂi%eeﬁﬂis@ﬂd%mﬂ%ekﬁ And RS i@ Sstéifle Aldpraddelbharrier
ai r-borne bacter.i a, provide a sterile-protective and

punct ur e- reS|st§H¥k%%ﬂﬂﬁwepﬁﬁﬁ¥ﬁbpﬁmﬁﬁt@%laIs i ncl ude, but are not
linfted to, pol ystyrene, polyethyl ene, polycarbonate and pol yester.

[0073) FIG. 18 is an exploded perspective view of a medical device package 2000
according to yet another exemplary embodiment of the present invention containing a
medical device 300 (as depicted in FIGs. 4A and 4B}. Medical device package 2000
includes a main cap member 2010 and a minor cap member 2020. Main cap member
2010 has a proximal end 2012, a distal end 2014, a cavity opening (not shown), and a
cavity (also not shown). The cavity and cavity opening of main cap member 2010 are
configured for placement of a dermal tissue penetration member of an integrated
medical device wholly therein, thus providing a protective barrier for such a dermal

tissue penetration member.
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[
[0072] Cavity 1918 of nedical device package 1900 is defined by
surfaces depicted with dashed lines in FIG 17. Cavity opening 1916
is configured to provide for the placenent of dernal tissue
penetration nmenber 302 of medical device 300 wholly within cavity
1918, as shown in FIG 17. Medical device package 1900 i ncl udes
internally disposed ribs 1960, |ocated distally to cavity opening
1916. Ri bs 1960 serve to seal cavity 1918 once a nedi cal device has
been inserted partially therein, and provide a sterile and protective
bat her for dermal tissue penetration nenber 302 by creating a
tortuous path between the external environnment and the cavity of the
nmedi cal devi ce package. Ribs 1960, together with an at | east
partial ly ii8sited niehocab neteibtic20 Bar\(RoxaBaland2020)a diajl en@ e a hidor

medi cal devi ce package 0. ,As.an altern t| eto

st oner 1o 0. r PHGLeRTr A0 g AT sarly Bl GG My 1 et ogenive
medi cal devi ce heéxs déer mlmeﬁ;i@dngpaé tcmﬁghlyd fon ette@lanemaanof 4 ©st PP BO4I6X a8
sterile and protectiv r...der mal ssue netration

305, 100731 Fl o PRl RO e el GaS; ERTER O el 2012
devi ce package Bf)ﬁ@inaqnﬁermheﬂg)m@s atiapre o @i hﬁbl])&xﬁﬁmhﬂbyca@@&dmgmﬁ% arf
the present inventi.on containi ng a.nedicaL gggl ﬁ é} epicted in
FIGs. 4A and 41538 MRESGTREHNE B2fLeR 1GRb a8l i EY’G‘H% inpr %e'efaa'o
menber 2010 and 2626Wnd G nihadd ciRaiey, imdd2ed éiiidal @eaiae BB €6mp€tdlf) efidssed®
proxi mal end 2012, a ISt%ﬁﬁ ? 2014, a caV|ty %nlng (not shown),
and a cavity (aPribPrRyged jenlerparectiys prd male s PYielo neni ng of i n
cap. menber 2010 are configured for placenent of a dermal tissue
penetration er of an inte di.cal device wholly therein,

t hus provid a pro%%EF?Wémb%Fﬁ@?q?gﬁmgHE%“&“HB F(pp§§ﬂﬁndmmuy
penetration rrenb@fstmcte[dQﬁMIdM ﬂl@d’m@ﬁﬁh&’f&fﬁh&hat&@@lahﬁﬁn;%rvﬁﬁl@)éd Mndﬁéﬂﬁir—
2022, a distal aﬁn ﬁ024 a nl ? gen 2026, and a m por

cavity (not shoRP™f RECEfies o B8y eM‘ PR %‘lﬁﬁg’ﬂpw‘%%staw&a{fﬁé W‘ﬁ‘&?
cap cavity are @fﬁ&hhl@ﬂj’rﬁﬁmfc@p meMBerR0 BERABMAor@hp BerhiRS 0ZBtikd ke 30 aR oA N
i ntegrated nedi e mhou%éﬁBngartlally therein. Furthernore,

proxi mal end 20%‘2‘1“6 ORI ER “?BTW#‘?“%EH&‘&@B’%“H fit wholly
wi thin m nor cap opening 2026 and the mnor cap cavity. Once main cap

menber 2010 fit hj n nlno peni ng 26 and the m nor_cap
cavity, i nt@BfGAt ed ﬂé}& [ snseploded I%Wﬁugealaw? éP’éﬁ‘ﬁaléﬁ"d‘Fed?é‘alg%x%Hm
provi ded with aaedoﬁnnglt@y@amtm&iewq)laaﬁanmahﬁetnwsfehd‘ﬂr@emb@reﬁm@r Medical

00751 Both main c 010 .and mi nor c nenber 2020 are
[ ] ; devng-: pmicage Jlog mcludes a main cap mem abrér 2110 and a minor cap member 2120,

beneficially

Main cap member 2110 has a proximal end 2112, a distal end 2114, a cavity opening
2116 and a cavity (not shown). Cavity opening 2116 and the cavity of medical dévice
package 2100 are configured for placement of a dermal tissue penetration member 302
of an integrated medical device and a minor cap member proximal end 2122 (described
below) wholly therein, thus providing a protective barrier for dermal tissue penetration

member 302,

[0077] Minor cap member 2120 of medical device package 2100 has a proximal end
2122 and a distal end 2124, Moreover, integrated medical device 300 is permanently
attached to minor cap member 2120 at proximal end 2122. The permanent attachment
of such an integrated medical device to minor cap member 2120 is envisioned to

provide handling benefits during use of the integrated medical device. For example,
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constructed of nolded plastic or other rigid material that is
i npervious to air and/or airborne bacteria, to provide a
sterile-protective and puncture-resistant barrier. Suitable materials
for main cap nenber 2010 and m nor cap nenber 2020 include, but are-
not limted to, polystyrene, polyethylene, polycarbonate and

pol yester. [0076] FIG 19 is an expl oded perspective view of a nedical
devi ce package 2100 according to yet another exenplary enbodi nent of
the present invention. Medical device package 2100 includes a main
cap nmenber 2110 and a m nor cap henber 2120. Main cap nenber 2110 has
a proxi mal end 2112 a di.st 114 cavi t n 2116 and a
Ca\F/)I ty (not shofiJ™ ﬁ%{(’/‘frf’ g{)zg "zmeg%ﬁ i y%ﬁ@ﬁ'ﬁf%’fcam@%ﬂ en
devi ce package Zaiiﬂgearlﬁreﬁmm‘dlbgurueﬁ (4.9r byphuidemetstindér saappizh®l deplopdiee
penetration nenber “% ‘gfg%l nt egr at ed nedi cal device and a m nor
cap nmenber proxiHEF e YF&escri bed bel ow) wholly therein, thus
providing a protective barrier for dermal tissue penetration nenber

302. [0077] cap. e dlcal devi c C 00, has a
o oxi . ont9035 > ARECR L i 22 s T e op B 24P P Bl o
devi ce 300 is peIE:'ViHﬂE&irJhyg eatytambbe eﬁcﬂnmr@@mbﬁtﬁrﬁeﬂmﬂﬂhepreg&ﬂﬁv@hon (for
proxi mal end 2122. The nqﬁgﬂ% attach

uch an in rated
nedi cal device tp3mﬂ§eﬁ8fr ‘gr‘:a}?’fﬁ‘ag%erghé‘ﬁ\ﬁe ieghfleycs wa{ﬁggefi“ﬂb
handl : ng benefi tlmsdwsd)nglwspd@ictstdﬂe?tgﬁ%agma&@ﬂdmdBc@}etad&uquﬁm nﬁﬁrcaﬁ
exanpl e, minor ca cou ip th the
mai n cap nenber ¥ ﬁrn@g? iy Pié{ “I‘K‘/’P‘Ftéﬁ’bv‘ "g’%i‘igléj?é‘"f% dlsahlfr‘w‘mhm
8”' Ling, [E) \(/)m7§} :: lﬁﬂurﬂfa &ﬁﬁ:ﬂéfﬂﬂg)d Négn ephébet E@Oﬁﬂ&%é:ﬂt@%ﬂﬁﬂi xﬁéélgbgro 110
evi ce. an ict the of
a medi cal packad’ggﬁbégc‘@%% W‘éﬂ“ﬁ'@q'f‘gnyﬁfapa’ﬂed’l b%“@w gﬁfnd cavity 2452

embodi ment of t kenfRuRd e idishildadmt darlispbal ofp kst wddicl @vicky, the
m nor cap nmenber of this medical device package is not illustrated).
FIG 21 depicts an integrated nmedical device 300 retained within main

cap nenber 4P and Fhde skARd el &t ilEBcdghi-eBhhBadinREt 6BhedlQViSRe 300
di sabled within nmain cap nmenber 2450, Main cap nenber 2450 |s

i dentical to naiPACKASHS a?ﬁ?’i?ﬂ@rm the pregant iy egtiongan bﬁﬁcﬂnqaﬁb' Ragkagest fobringlyuse

mai n cap nmenber ig4&Qxiase, a vidl @{caﬂm@ﬁ dorﬁ@\lﬂeﬂ Yor aﬂga%sﬁﬂ)ﬂ]fe In@dic@iieViod
di sabl enent and dIS os&ﬁ rat dic device. [0079 hose
skilled in the &ffka ?%EH%HV gpy ﬁﬂHﬁ ‘%“ﬁ?“ﬂéﬂW@ﬁng

Or ay contain separately packaged desiccant for maintaining contents moisture frec.

[6080] Once apprised of the present disclosure, one skilled in the art will also
recognize that a variety of medical devices can be beneficially employed with
embodiments of medical device packages according to t’hc present invention. Such
medical devices include, but are not limited to, integrated medical devices that include
a combination of a test strip and a lancet, examples of which are described in the
aforementioned International Application No. PCT/GB01/05634 (published as WO
02/49507 on June 27, 2002) and U.S. Patent Application No. 10/143,399, both of which
are fully incorporated herein by reference. One skilled in the art will also recognize
that such test stips may have, but are not limited to, an electrochemical or photometric
configuration. For illustrative purposes only, medical devices in various figures of the

present disclosure were depicted as having an electrochemical configuration.
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packages according to the present invention can be secondarily
packaged for single use in, for exanple, a vial or cartridge
configured for dispensing the. nedical device packages. The secondary
package may be constructed of material containing desiccant or may
contain separately packaged desiccant for maintaining contents

noi sture free. [0080] Once apprised of the present disclosure, one
skilled in the art will also recognize that a variety of nedical

devi ces can be beneficially enployed with enbodi nents of nedi cal

devi ce packages according to the present invention. Such nedi cal
devices include, but_are not limted to, integrated nedical devices
that incl ud€@%dlconbi Nersous Bese gkifledip tt§t*‘Fti"‘i15“ appEpeigte) g metlical devchragkasey
whi ch are descr iapegdihgtolefiBodinertEsRAY proBRthveitioR il Mphdyed\WiRh editd10n
No. PCT/ GB01/ 05634 (published as WD 02/ 49507 on June 27, 2002) and
U.S. Patent Appldrst JdapreqST the measypmeaiont, fpgRxpmpls, shisPeenkeignes glyrated

i ncor por at ed her@juhih) YodeBhfdnPatthetetdMd SholdsteRof dkafnpR. art will al so
recogni ze that such test strips may have, but are not limted to, an
el ectrochem cal or photonetric configuration. For illustrative

pur poses onfgggz)medi cg adéﬁ%i‘éﬁ,%ﬁésﬁﬂéd\'(@dhé Q:F%illfailsglﬂ{]c%@i‘ég thicRRdRiISaN

di scl osure were depicted as having an el ectrochemn cal configuration.

[ 0081] Mor eover , PAFKIEE asqordinglg tepraseid inyprtiopay begngiaanet aitbinpambifedii cal
devi ce packages s3n610télieBbntaAd ﬁﬁ@ﬁ’? 86 Yestined REIPGAIRMe. BRERAL! SRugAN
be enpl oyed wi th nedical device adapted for the neasurenent of, for
exanpl e, gl ucoséystrerdspigncd fefliyeiat tesina pis diselased BdagmatienabPriqshABphsetians
and chol esterol g, paTAREPOSL60 (RBRALA B WOD1f6k 314 10 Biéinbdr&T2don) {dae

art will also recognize that nedical deV|ce:£acka es accordln%oto t he

present invent i drermajonslPacondpnligaion hot PEHOROZGITH? fublisbethgs| O 03/015627 -
col l ection and et &ihcBRas¥s!R0)Iesh oG i9Fun hcSiphidteh BSikinBY refbXRAP! €S
of such systens designed ' for in-situ testing are disclosed’in

I nternational Patent Application No. PCT/US01/07169 (published as WO
01/ 6_4105_ A [0985) Sept efflfludbe u%@&gt%odqm Vi SARALLRRE nb grhﬁia}ments of the
Application No. PCT/@GB02/ 03772 (published as WO 03/015627 Al on
February 27, 200@jenti@edererived herdizmay ke dmpldyyd inpeastiqiog e adentien-elt ks iptgnded
reference. [ 0083}y inehRlifk BimbaARE S Qe bR inVALLPUR () HEMBRYCS O
the enbodi nents of the invention described herein nmay be enployed in
practicing the isHv@Wes within the sqoge plrihase elains prhtheir egaivalshis bofaygred Ihgrehy.
define the scope of the invention and that nethods and structures
within the scope of these clainms and their equival ents be covered

t her eby.
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CLAIMS 1. A nedical device package conprising: a nmain cap nenber
having a proximal end and a distal end; a m nor cap nenber,
positioned at the proximal end and cooperating with the main cap
menber to define a cavity therein, wherein the cavity has a cavity
opening at the proximal end of the main cap nenber; a nedical device
conpri si G4AMMSBest strip with electrical contacts, and a dernmal tissue
penetration menber, wherein the medical device and m nor cap nenber

cooperatge w B‘g d@ N cap nber to.seal the cavity opening; and no
el B Ve Banktde

PYERE

nor e than

CHMRRILe is positioned within the

cavity and the el ectrical contacts project beyond the m nor cap
nmenber and ou fiafiecal nfehfbe@%‘étmﬁa;?roxﬁweﬁﬁfan@ad dlgfé‘{’éﬁ@ package of
claim1l1, wherein the main cap nenber includes at | east one | ateral
channel , and W%.cﬁptrﬁ@nh@@p@atfomat:féenmg@@be@d and aeoperatNgwity the

25750, bt b4 Bl A by,

| east one | ateral dévi ce” pac
wherei n the rtmemngeqi the predimalariduafdbe anain cep imernizdr; mar ker .

4. The

medi cal device of claim1 er, s

br eachabl o mAnBRCEAL LR Be 8ot ith QiR poSRgear S CeaTal

1, wherein thgsne ﬂ@ﬁetﬁﬁt@nrmﬁﬂnﬁér, ivtherein the medical device and minor cap
member cooperate with the main cap member to seal the cavity opening; and

no more than a portion of the medical device is positioned within the cavity

and the electrical contacts project beyond the minor cap member and outside

of the cavity.

2. The medical device package of claim 1, wherein the main cap member

includes at least one lateral channel, and wherein the medical device is

securely and removably retained by a friction fit between the medical device

and the at least one [ateral channel.

3. The medical device package of claim 1, wherein the main cap member

includes a directional marker.

4. The medical device package of claim 1, wherein the minor cap member is a

breachable minor cap member.

5. The medical device package of claim 1, wherein the minor cap member is

configured for permanent attachment to the medical device.

6. The medical device package of claim 1, wherein the main cap member further

includes a distal end cavity configured for disabling the medical device.

7. A medical device package kit comprising:

a main cap member having a proximal end and a distal end;
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configured for permanent attachment to the nedical device. 6. The
medi cal devi ce package of claim1, wherein the main cap nenber
further includes a distal end cavity configured for disabling the
medi cal device. 7. A nedical device package kit conprising: a main
cap nmenber having a proxinmal end and a distal end; a mnor cap
menber, posi td oneael cap membpr, positiahed atithermioxiomb endeind gonpérating withehe

cap nenber t fi Lt er el rein the.cavity has a .

cavity openi ﬁrag@téalrlshelggrﬂ(rﬁgi#Onga?fh%n%gé%ttﬁ%%%MEE%{B tlﬂ%ﬁ%‘@ ;ha§ HeA Y al

devi ce conprichemingpatithe thredimiapend dhthelnegih chp aherabat act s, and a der nal
er, wherein the nedical device and m nor

ti tratiaqgn nm cap
menber ooper IRl fEYIHE CORPREING 3 ek aih With clecical Faniais 8yd 8 sl

and no nore tkade peRBFATAMBMbERSWHEREINGAE NNt Belite RORIthihepesh Wi thin
the cavity and the electrical contacts project beyond the m nor cap

menber and oubgnBer eronshateddill the: main ¢an eRbectogeat thef¢ayily egeniog; and
age the ' i ' r I t. | : | f.rom

The Savi ty. |80 fifte QK LB b HERKE dklcel 0 BOBRBNES MR E Bl

connect or i na@nddbs electriraheottactsdiroject heyoal themisor. ca®. méimbenand oalside

cont | gur el 1 8 BbeRY: ol R aFone o RBGR I misbical UG gurng
package kit eémelaliontie muaR=etsvitdfrofomBealiy. | ncl udes at | east one

strip engaging element for contacting the electrical contacts of the
medi cal device. 11. A nethod for extracting a nedical device froma

medi cal glevi qpeRAEkBANeiddSdBREGE Hit 6PERIY 71 WBerein the connector includes a
connector directional marker.

9, The medical device package kit of claim 7, wherein the connector is further
configured to breach the minor cap member,

10.  The medical device package kit of claim 7, wherein the connector includes at
least one strip engaging element for contacting the electrical contacts of the
medical device.

11. A method for extracting a medical device from a medical device package, the
method comprising:
providing a medical device package comprising a main cap member having a
proximal end and a distal end, a minor cap member, positioned at the
proximal end and cooperating with the main cap member to define a cavity
therein, wherein the cavity has a cavity opening at the proximal end of the
main cap member, a medical device comprising a test strip with electrical
contacts, and a dermal tissue penetration member, wherein the medical
device and minor cap member cooperate with the main cap member to seal
the cavity opening, and no more than a portion of the medical device is
positioned within the cavity and the electrical contacts project beyond the
minor cap member and outside of the cavity, and a connector; breaching the
minor cap member with the connector such that at least a portion of the
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provi di ng a nedi cal device package conprising a main cap nenber
having a proximal end and a distal end, a m nor cap nenber,
positioned at the proximal end and cooperating with the main cap
menber to define a cavity therein, wherein the cavity has a cavity
opening at the proximal end of the main cap nenber, a nedical device
conpri si ng a eawectorhiap enterad Sheecavityod the owetivat devieadadtyglengading thesue

penetration 1er ei h 1L ca evice and m nor,cap nhenber
cooperate w {Trﬁ g?%ér ‘%‘?}e V(\:’g}[;; tﬁ%ﬁ%@%’%b& éréog?xt[a}@ng ﬁ.,v? ?@Qﬁaﬁéq{i%%&,e'@ﬁgeﬂo
nore than a peeticaidevicd fremrtrelcavdty sfahé amdical pesicé padieghan thin the
cavity and the electrical contacts project beyond the m nor cap
menber and outside of the cavity, and a connector; breaching the
m nor  cafp Memkiey mbtHo dfeaifONN HePEInIHE dditdl dalicd R8T irfediatdd rRBqieh)
the connector has entered the cavity of the nmedical deviCe cavity
engagi ng t he dfinedhpt ineludes adissue precisdiongvember and adsstrséin.i ng t he
connector and engaged nedi cal device fromthe cavity of the nedi cal
devi ce package. 12. The nethod of claim 11, wherein the nedical

devi ce iB3.an A meditpdafioe eéxiradingad medidat éevitairomne medéesl devics saekage and
penetration nepber and st .strinp. . .A nethod for extracting a
nmedi cal devi Csé'gg?%%'ﬁ'y qﬂtbﬁgg ”b%%eﬂgat‘i%‘ﬂ%eggﬁ%ﬁﬁq@?}gg@ﬂﬁﬁ?g'y

di sabl i ng t herowdingsd niridet devich ®atRidiodits a e disaltdvice! ddvtahétDthefein
medi cal devi ce package with a nedjcal device contained therein at a
first positi &%?W@O%a@mme rHedicaldqyiceRafkass §pMPEsiNg a mai n cap
menber having a proxinmal end and a distal end; a m nor cap nenber,
positioned a i L A; mai n cap
menber to detfal rﬁgﬁladérg%?%ﬁ{ﬁ%ﬂg@%?brgﬁgﬁz?ﬁﬁtbﬂg a\(/:aa{%/t?‘l %ﬁ‘ﬁas a cavity
opening at the proximal end of the main cap nenber; a nedical device
conpri si ng aatrebior sap nemberhpesidanad atdhe pondraak end ambtceopkeatirg) with teue
penetration nenber. wherei.n e nmedi cal device and m notr cap nemper
cooper at e wi {171 8P RGP LR #ﬂ%grcatv&y 5?'ntWEerceéR/ﬂ'tey°a(YH$ﬁ‘P§@,cagfﬁﬂ no
nmore than a ppehingat te prloRinme dndadf tielemairecap miidri oned within the
cavity and the electrical contacts project beyond the m nor cap
menber and outside of the cavity; breaching the m nor cap nenber with

a connect or SUBRiERIAlevice qampising piast sBip Wih eketrisahrriads, anka damesled
the cavity Ofisddifpdiitafih nikib& whBKi the MBARGI ASkidd EndiRiGidlapdeVi ce

with the connector; extracting the connector and engag
devi ce from fremkandopperste with the disimtapmendzer jaskaldbe cavity opening, and

subsequent Iy, RSEE 1h A0 a HoRicHORS 1dai @ de SRIRIESiG U dSRhin the cavity

and the electrical contacts project beyond the minor cap member and outside

of the cavity; breaching the minor cap member with a connector such that at
least a portion of the connector has entered the cavity of the medical device
cavity; engaging the medical device with the connector; extracting the
connector and engaged medical device from the cavity of the medical device
package; and subsequently inserting the connector and engaged medical
device into a cavity of the medical device package to a second position

whereby the medical device is disabled from subsequent use.

14.  The method of claim 13, wherein the inserting step includes inserting the
engaged medical device into the cavity of the main cap member.
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device into a cavity of the nedical device package to a second
positi on whereby the nedical device is disabled from subsequent use.
14. The nmethod of claim 13, wherein the inserting step includes
inserting the engaged nedi cal device into the cavity of the main cap
menber. 15. The nmethod of claim 14, wherein the inserting step

i ncl udes19nseFhe methaskoferiejaybd wheteindhe inserting step includtissnsertiogthe
f th 14
Fur ther i nol ot dhedE! RicBaAAR Gistel Bnd SRS B et Bl

medi cal devi gegckage. wi t hdrawi ng the connector fromthe nedical device
package.

16.  The method of claim 14 further including:
disengaging the connector from the disabled medical device; and

withdrawing the connector from the medical device package.
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