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
medi cal devi ce packages for receiving, and securely and renovably
retaining, a medical device. [0003] 2. Description of the Related Art [0004]
A variety of nedical devices require packaging to, for exanple, protect the
medi cal device from danage prior to use and to maintain sterility of the
medi cal device. For integrated nedical devices that conbine a dermal tissue
penetration nmenber (e.g., a lancet or mcro-needle) with a test strip, the
associ at ed package shoul d provide for an wunconplicated deploynent of the
dermal tissue peNEDIIAIODEVECEPA CKAGEIKITANDASSOCIATED METHODSg f or
protection of a user frominadvertent contact with the dermal tissue
penetration menber prior and subsequent to use. Furthernore, the packagi ng
should provide hum dity r eBAGKGREUNDIOF T#HE BSVENTION duri ng storage.

[ 0005] Single-use (i.e., disposable) integrated nedical devices are
illustrati ﬁ&'oo?fg.t El%ldc?f?%ﬁe’ﬁ.vén%%h" rements in that they require a nedical

devi ce package’ that—marntarns sterility and protects the single-use

i ntegrated[oo8d] cal dew geseaninteatioetlatdd fiheferill ©iheditandgicepatiaped adpime. Such
nmedi-cal devi ce packages should al so provide humdity resistance and W
protection for BAHEHRr & medicaldevispackapirdPrieeriung. nd gicxcduanddemewably devi ces
prior to use. FuiliBigk Dh&iicd B&idedi cal device package shoul d provide for
depl oynent of a dernal tissue penetration nenber of such a single-use
integrated nedical device during use, as well as for disabling (i.e.,

preventing ﬁtﬂﬁfgq 20 WS AR 2306l Y discarding the single-use integrated

nedi cal deJl ce bﬁmmgng—us-e.—f-é%’gé]g Conventi onal nedi cal device packages do
not ful fill[0Gd} or ewnenariomst medicdlldevicdseeyuine packngiag e $arexieple ghhorea than a cost

effective manner. Sti|l. needed in the field 1 therefore, Ls a . i cal

devi ce package W&FaHﬁSVF g‘8§‘ O 1 Ysepad 1o RyinaFestiity ofythe medical device.

For integrated medical devices that combine a dermal 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
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,



protection of a nedical device enclosed therein, while also providing for an
unconpl i cat ed depl oynent of the nedical device during use. Furthernore, for
i ntegrated nedi cal devices that include a dermal tissue penetration nenber
(e.g., a lancet or mcro-needle), a need exists for a medical device
package that protects the dermal tissue penetration nenber from damage,
humi dity, and/or contamination prior to use, that protects a user from
accidental contact therewith and that al so disables the nedical device
foll owi ng use, thereby preventing its repeated use. In addition, the
materials and nethods used to nanufacture the nedical device package shoul d
be cost effect] SUMNVARY THE | NVE 00074 cauwg V|ce packages
according to tH erﬁﬁoéesésﬁ‘tm? Apncipagkass épfav ted 1 ‘Tl‘tQﬁ/ arien qndor foln g/ or
protection for fol&binGRh nk@NhL®R VI efklosed theteit, Mi13 LIS proRM™inGEbr ehew ce)

encl osed therein. Enbodi ments of medical device packages according to the
present i nventunepmelicatsd deployment phhe medigaldsivisk Hernzaye. deptheymeratfobf t he

medi cal device eqd nedi cal
devi ces that iHg#gﬁﬂgrm%%%ﬂgfﬂkgP@gﬁgb&%%%%%glﬁgﬁ&%ﬁ%gh&l?@&ﬁgagg ﬁancet or
m cro-needl e), It eahicoencedle), paekdbgyess foammadldalmlgwt@peehdgadhammmtscﬂmet he

present inventiopn @rotect Hhﬁ derng fI g gw athg nmenber from damage,
huni dity, and/ of*"BEAPHHPIRTGR™ PEMEY g Pot¥ rc&“‘&?é‘}a“"? POM

acci dental contabe, iHaep@wkish. us&thasl havRizh@l afmathﬂereeﬁh & theleWosapRehages
according to the present invention are also adapted to disabl e the nedical

device foll ow ® %éew%erfe%wgweev@mbvﬁgfvmt@gﬂféﬁes%tehuaﬁs@ad%l%dﬂlﬁt. on, due
to relative sifRbiglin RlhGRUsd0E M we&ureﬁﬁéﬂﬁf&m Qf\)(éeclﬁc RAASHAGHPS di ng

to the present 1 nvention are cost effective 0008 eV|ce
package accor dieffgctie. enbodi nents of the present invention |ncludes a main
cap nenber and a m nor cap nenber. The main cap nenber has a proximal end,
a distal end and a cavity with a cavity opening at the proximal end. The

cavity is configured to rece removably retain, a
nmedi cal device (e.g., an |nt§g§4qﬁ¥$¥' IC&€T§EVICE hat includes a dernal

tissue penetr at i on nmenber
[0007] Medical device packages according to the present invention provide a stenllty

barrier and/or protection for a medical device (e.g., an integrated medical device)
enclosed therein. Embodiments of medical device packages according to the present
invention also provide for an uncomplicated deployment of the medical device during
use. Furthermore, with respect to integrated medical devices that include a dermal
tissue penetration member (e.g., a lancet or micro-needle), medical device packages
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
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and a test strip) at least partially therein. The m nor cap nenber is
configured to seal the cavity opening once the nedical device has been
received in the cavity. [0009] Medical device package kits according to
enbodi nents of the present invention include a main cap nenber, a mnor cap
menber and a connector. The main cap nenber has a proximl end, a distal
end and a cavity. The cavity has a cavity opening at the proximal end of
the main cap nmenber. 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 the nedical device
has been received in the cavi.ty. The canne tor is configured to engage the
medi cal devi ce ©uP i s PEdica fepsinaidpt udes 2demaL Bt BERFITHIPNCIGREEY . [ 0010]
Met hods accor diaig aket {the) RNQsEIakiallR R H. ODhefmbl @plnitenbé PRI duea 16 deal
deploynment (i.e., extraction) of a medical device froma nedical device
package. Met hdbscavy opspingence Hig medirabidevige haebser esceivetrindhergatityal

devi ce. package according to enbodinments of the present invention first

i ncl ude providing a nedical device package, wth a nedical device (e.g., an
i nt egr at ed[0§@YUi cal Modicmbievidegradiage kignatcardngrmembalimenthef the presedeidvensidn c al
devi ce packageii C %ges aanggglcagnﬁynbgr hagLngda cav“h%,ﬁpd .£roxinal and
di stal ends, anH:%enﬂﬂgpcé%penBﬁber.($ﬁé)@gv lﬂ of Y& i eé%% “Renber has
a cavity openi ngendier hika fpogxialald, 8a6diadénd 4na arvavity. kg cHFBIVIIAE a 30GkyioBening
configured to receive, and tq securely and renovably retain, the nedica

devi ce at | east? T5areximpl pdiof Bieanain capaembesof hegayityiscophisured e &ieeivendd t o

seal the cavit Y, QRaRIShd eRAB¥bly rEhieh, TRAIRABdRI S : TR bt h&RRN AT midee M nor
cap nenber with the connector “such that at |east a porti'on of the connector

enters the cavidap mergbge is comfegumsdp eedl theeevityeopening engdbreniedival denacedwnhesdt or and
extracted fromthe nedi . } e. . 4 th cording to
t he present inJ%%ﬁﬁgﬁg%%%Fﬁggwggggﬁﬁﬁﬁgggonégg%ﬁ%eg%ggpggﬁ?ﬁgﬂ&ﬁgg been
extracted fromduringdinadal cfatic medipd dkdgefrloy thenaeity.i ng t he nmedi cal devi ce
back into a cavity of the nmedical device package to a position that results

in a 3 disabling of repeated use of the nedical device. Such disablenment can
be obt ai negyolpy}, Methods according to the present invention enable the uncomplicated

deployment (i.e., extraction) of a 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 include 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 and is
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



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 understanding of the features and advantages of the present
invention wll be obtained by reference to the follow ng detailed
description that sets forth illustrative enbodinents, in which the
principles of the invention are utilized, and the acconpanyi ng draw ngs
(wherein like nunerals represent |ike elenments), of which: [0014] FIG | is
a sinplified exploded perspective view of a nmedi cal device package
according to the present invention; [0015] FI Gs. 2A-2D are sinplified top,
side, proximl end. persp ecti.ve n of t

menber of the r(rillasaﬁh q& \?f‘tgeuseaog\lé% e o?allg‘% e % dlfg]éi mﬁtffn%ﬁlgféneg%y’
sinmplified cr osﬁaampleomabdgmgdﬁ the mwdlaafl detiee llffﬁid’lflﬂiﬂn)oﬁiﬁﬂﬂi)@/fthlﬂfthetdaelty ofedi cal
devi ce package of g(;(% LA th ough 2D, representing a view along |ine 3A-3A
of FIG 2A in thfmedic deYieiPaskesehe arrows; [0017] FIG 3B is a sinplified
cross-sectional top view of the nmain cap menber of the medical device
package of FIGS. I A through 2D, representing a view along |ine 3B-3B of
FIG 2C in the directi onBRIEFBDESCRIFIZON OB I3JE PRZIVINGSand 4B are
sinplified perspective and side views, respectively of a medical device

that can be contained within exenplary enbodi nents of nedical device
packages ad@btldi ng tﬁobqtq%@urﬂ@@%ﬁmg Ph% eatuses; anfl gdvafagey of thespreseat igventig| i f i ed

proxi mal -end vigy,ef biahﬁdﬂ?!ré?er‘é t&ﬁfé’?@ﬁo“%o HifedtescH ‘Iaﬂ&ﬂg&'s&gf&ﬁ? medi cal
device of FIGs. 4A and 4B;° [0020] FIG 513 Ts a si nmpl I'fied cross-sectional

view of the nallhusaapvermmwénneamdln wimch thalprld@lvlﬁ!cef thé lerlmonatc utiliept, emdethti ng a

view along line 5B-5B .of .FI| the direction e a 0021]
FIG 5019 a orsednebh ghiespind il oyl Bl inelll 8ol ca

devi ce of DG S5A, HErEeSarimpldica expledwdpepertlé nﬁw&@a%dﬁlﬁl device phokagen 't he

direction of tar(;g}ordlng t(;N?]e 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;



4 [0022] FIG 5D is an enlargenent of a portion of the cross-sectional, top
view of the main cap nenber and nedical device of FIG 5C, [0023] FIGS. 6A
and 6B are sinplified top and perspective views of an exenplary enbodi nent
of a connector for use with exenplary enbodi nents of medi cal device
packages according to the present invention; [0024] FIG 6Cis a side view
of an exenpl ary enbodi nent of a connector, representing a view along |ine
6C-6Cin FIG 6A in the direction of the arrows; [0025] FIG 6D is a
perspective view of the proximal end of an exenplary enbodi nent of a
connector that is used with the preferred enbodi nent of the nedical device
package ac ing t resent inventiaon, 26] FIG,. 7.is a. top.view of a
connect or @ﬁgﬁa pro%l(?'mhﬁ)gﬁaegliag\?vmg?tOgﬁpglglé)ﬁ%?glfflosgﬁ%ga?arlr‘etﬁ Vlgf'vogthneedi cal
devi ce package m&ifQhinegbdrand hedipal@send of FIGenCj on; [0027] FIG 8 is a flow
chart illustrating a sequence of ste in a process for extracting a

medi cal del2d f FomiiCndd aeéﬁBcfé%ﬁl@e R BB e 551 4R XM ar y
embodi nent of thgydIRSHEHta doRANQWrif&ise ng%mﬁhr%%nbgﬁh{@n@%?nﬁ@ﬂ@l@“c@7

cross-sectional views depicting various stages of the process of FIG 8;
[0029] FIGs. | Qlckagss accaidhanatherespiirysadan;ve vi ews depicting various stages

of the pr 23 OT I:l:llé;‘ 6C8i;s a[s%?{'%w !):é agﬁxergi ar %n?goﬁ' ch gfrgaéoirlﬁectgr?p
af ages O]frét

Cross-section vi ews depicting various s e process’of FIG 8;
[0031] FIGS. 12wpfesating §cibe mhingdine ACa(DiefiG1 GA of thpdirdcriomsf thé afrbess. 11A- C,

respectively: [0032] _FIG .13 is a flow chart illustrating a,sequence of
steps in ahﬁ? ess f%& él;%i?tarpﬁ&sp?‘ﬁlde é{leﬁle‘g?}éeaﬁm’ﬂg\?r & ‘?raﬁﬁ’?eg‘m%@gf)&a‘é% ce
package and subscsamdcloy i is abdd wigh tht pRIdIRd IcaRbdidRYI GehetedEdidddcd 0 an
exenpl ary enbodi nent of the present jnvention; [0033] FIGs. 14A-D are

schematic, crosRACKEERFOHHRS (@RS RICHBPNIUAY vari ous stages of

[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. §;

[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. 8;

[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;



{

the process of FIG 13; [0034] FIGS. 15A-D are schematic, perspective views
depicting various stages of the process of FIG 13; 5 [0035] FIGS. 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 nedi cal

devi ce package according to another exenplary enbodi ment of the present

i nvention containing a nedical device; [0037] FIG 18 is an expl oded
perspective view of yet another exenplary enbodi mrent of a nedical device
package contai ning an integrated nedical device according to the present
invention; [00381 FIG 19 is an expl oded perspective view of yet another

exenpl ary di men 0 .cal i ackage cont ai ni. i.ntegrated
medi cal de ?%g accor |%36$8“ ﬁ%fgﬁﬁggéﬁﬁgfgvgﬁsi8%?“?6%5@P&%f%95§8;Ps a
sinplified crosskepecis ofEG. I1Hp view of an additional exenplary enbodi nent

of a nedical  device ckage according to the presept i nvention; [0040] FIG
21 is a si @ﬂ%‘ﬂfi ed gf(gsl?_lgggﬂpﬁﬁg\crpeg%ﬁctmeéwwo% atrﬁié{‘]‘f?éﬂ?vd%ﬂ paﬁ]é%?@{ecoﬁg@age
of FIG 20 W t Ry gndiRe e&dthplle eh®6dimehf BRDréBR iR eRiioéhidiRA4 d Inclicsi dedidei S @

sinplified cross-sectional top view of the nedical device packa%e, of FIG
21 with a W8dTlcal d&WPCS igipxseplasigd perencetive. VIPETAcL BOURE STRUPTY GROCHNTRE

| NVENTI ON [ 004 2A- 2D ~ ' i ifi pews of a
medi cal device%kHQ% aﬁ%aﬁﬂgﬁggg%?g@H%H@§§EH%{fg%%%%$§ﬁg%ggg%%éﬁﬁgg¥h§he
present inventipesentvidingard; devi ce package 100 includes a nmain cap nenber

110 and a ,R@r cap er 150 043] Main cap ne r 110 .includes a cavity
116 thor o MOS8 750 PR a Slptodei etspec it Pt SEyel ST cEeipted) Sripasimt o
cavity openi ng oflBmadicdl Qevigy gskdpalcoiifling bR inddgritbEmedivd] de GiaPadrerdhigrio tht0 and

is configured to receive, and to securely and renovably retain, a nedica
device (e.g., iMEEHABHO/edi cal device 300, illustrated in FIGS. 4A

[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



and 4B), at least partially therein. [0044] FIGs. 4A and 4B are sinplified
perspective and side views, respectively, of an exenplary integrated

medi cal device 300 that can be securely and renpvably contained 6 within
nmedi cal devi ce package 100. Integrated medi cal device 300 includes a test
strip 304 and a dermal tissue penetration nmenber 302, as illustrated in
FIGs. 4A-4B. Test strip 304 has a reaction area (not shown) and el ectri cal
contacts 306 that termnate on a distal end 310 of nedical device 300.

El ectrical contacts 306 are nmade of any suitable conductive material, such
as carbon. Dermal tissue penetration nenber 302 includes a |ancet 320
adapted to pierce .a u sk n_ and i,.nto the t|on ar ea of

bl
P et PP oo e et Jrat PRI Fetegneearh dehes RSB 5ot can

be contained wd4hing a%ﬁﬁkﬂhﬁ@ﬁ@b&e&ﬁu&ﬁd&ﬁ@éﬂd@‘é& ARsPAEKATESs. AACM dTEg to the
present invention are in International Application No. PCT/GB01/05634

(publ i shed as VP 3PHlpsazeaston gae (nopshownpamelegigal sogtactogP@ that tagpinate #njaon No.
10/ 143, 399,  bot lyQf .nithdl1 613¢ Ak &cdldkiive 300“%?&%%%%%(;(@%@5@ nE&ﬁe Bﬁirgfof,‘aﬁgtgr In

addi tion, dermal tissue penetration nenb can be ricat
exanpl e, by a pragnassimatcrdl, suditaaapbory D@Uhhﬂl&quaa;enatthnmh@setDﬁ includdse@

af orenenti oned | nt I licatio / ubli shed as WO
02/ 49507 on Jund® czg%ﬂ%@{‘&m AQ’%’ S =t fé}h‘ An %ﬂ%"gtﬁﬂ%‘ﬂglﬁo‘ea"i‘égirﬁ gg
[0045] Ref erri ngripgod. nEdrthedeSriptidns dAnt2Pated Meaiosl BfBices mattchhebeedfdmiimdaent of

medi cal device package 100, ﬁaVIt openln 118 i s, bounded by a rim 120 of
sufficient surf%iBincgpadiments of metlicalderes PACkigenasearding s (ersesst IRYAEPREt o ri m

120 by processeg kdlodd Apbitasen RKi PAEEBOV05E (Hiblishddhs i@ oD@osdMn Jaad
limted to, heat seallngbkrocesses In this manner, mnor cap nenber 150

and mai n cap nedb&Po2)po Sﬁb@nt@mﬂmevmd&>é@&«é§& Uﬁb@fwh@bﬂm@hﬁwsterlllty
barrier and h””}nfqu% raRla QLR tl5 OBl le aln%nglltlt_d\l?figf\“ilg Jﬁerg mbd18HE! N-

[ 0046] External Ures of maln cap nmenbe i nel |rs peri pher al
edge 122, a secoris fpimqaphefbaéxaeqi@ebﬁag;ogasm die- s:aqnpmgmhmquer hadiscldsed iand a

mai n cap | ower. é‘lE(gCrS%léz ﬁ]ﬁgmatlonampp{' cauorﬁVo%T/&bO?}%&%r &q ﬁeadl ase‘gge 122

and second peri
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 im 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 nim 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



are truncated to end at the distal edge 121 of rim 120. If desired, the
first and second peripheral edges 122, 124 can be asymetrical ly di sposed
about a longitudinal axis of the nmain cap nenber. Such an asymetric
configuration can serve to properly orient the nedical device package
during its insertion into a receiving slot of associated 7 hardware (for
exanpl e, an anal ytical neter receiving slot configured to direct the

nmedi cal devi ce package to a connector described below with respect to FlGs.
6A-6D). [0047] As shown in FIGs. 1 and 2A, nain cap upper surface 126
optionally includes a directional marker 130 that is discontinuous with
(e.g., raised aboye o al ternativel. recessed | ow) t renmajnder of
mai n cap upper ahsalrjarl aerl%éfbrlefér.np et aﬁ'(t)l%% eﬁ%f‘ffglr‘lnf?g)%c%lﬁ%ufeag? gf(ﬁeenc? lhSut i s not

limted to, an mtditad8eickPaclaigel i@dcamné@dy dtSdibedibelohe plithr&gedt o FIGSS6A-6D).and 2A.
Directional marker 130 provides a user with both tactile and visual cues for
proper orientation of nedical device package 100 during use. [0048] Cavity

116 is defigogs) (at |Qasbwh th P&kt ) addy2 2hlaiStap SPPQsBrfAdRN 86 oftibhhiRERciidds And @
second snooth 1 nner surface 129 and includes first and second | at er al

channel s 140 andrectioral magkenEtthatéy discognuolpwiih (aag. Apickd abpw: opalsareptisgly. | n
addition, cavit i ef | I I urf. at ed
Mnternalty ro ribechied ool thylea bk sy LR, SHCABRS it 19500
| ocat ed i nt er namhyintlods dutom dotdamitedheraalellipsg 32124 an hmow h34, avdepined in RIGs.

roximal end 112, first. lateral surface 170 has irst sloped |and 160, and
gecond | at er al ﬁﬁ‘}dfjdfzﬁﬁefgoﬂaéglaél(eééé(gw VISt oped” W’Zl?}go{ﬁf)aft.ﬂseﬁpﬁ?%‘tsuaé FESdAr | and
160 term nat espraperbiienthtrmi o Medaldevict padkageatodrdatinetiannel 140, while second

sloped Iand 162 term nates at the beginning of second |lateral channel 142.
First lateral channel 140 and second | ateral channel 142 extend about half

way al ong fgougf and éa%gyp% is%%ﬁﬁé(’)a' (8t f%%lj%&gﬁﬁ?y A%t SRsdenliffer sﬁfm%g igx@g %a

First and second sl oped [ ands 160, _ Inat cavity opening 118,
sl ope i nwardly senehddimsodl ihgersefaer d39 eiidsinglhde higst 2ddisegfndniateral dapnelsrbfod 110.

00191 FLrSC anfReRl heLeLahy e Rt i ARRSRLIRY hheugn ©
appr oxi mat el y hadffnedvay fitssnkeral 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 channel 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



cavity 116. First and second |ateral 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 fromFIG 3B, first |lateral channel
140 is the mrror image of second |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 8 channels 140,
142, transition point 204, and pre-use portion 206 are configured to
receive, and securely and renovably retain, a nmedical device within cavity
116. In addition post-use portion 202 is configured to disable a used

medi cal device } exanpl e,
FI Gs. 16A and 16 elsq)grg’Sﬁl]zn&g)fgfrtllerclzg&hﬁied4 pﬂ@%vgwc%ﬁu{???%gn%%‘ﬂgmggﬁy sui tabl e

mat eri al known rt@l\tehmsieseofrelyskd femovably regaimra médaaal dediqegyithimeavex dbplle, rigid

plastic naterlal such as §ene o nat & an ter. Such
rigid plastic r?a?lélf)flﬁogt %f lépg vllsé:ﬁféﬁ 0 thér%]ic @??ng‘a meﬁigcagge‘%lﬁer? *and/ or

ai r-borne baCteﬂpﬁuﬂmdlmihﬂ&ﬁﬁﬂwﬁhnﬁp@ﬂkﬂﬁnaxﬁmﬁéﬂﬂGiy6hamdﬂéB)and a
puncture-resistant protective barrier. It can be particularly beneficial in
terms of humdity protection for main cap nenber 110 to be forned of a

desi ccant - fgpgeied hi Mzin €8 18Ehder NP0 YAIRMLERR df BnPsuitabl Ahatleia] 6o thegasad

hi gh-density pol yethylene, conmercially available fromAirsec in France).
[0051] M nor capillhie inglgding, fermamgler Beid plasicempteralysuch appalrityene1 18 once a

medi cal devic v enh A FI G

1, mnor cap ?E%grrbgﬁﬁga&g&oﬂ t%ga%: hgl% d;%lé’s 1%1%258 hl@ altenﬁirp ac%gh Em?ileﬁ lic
foil. O her suidndld @r amkdrein-toing Haoterimmb thecdiqre lyeoidar a d&flity hmhaldmdraaper ,

pol ymer and Tyvek SCri th r e ther e odi nent s
bel ow, ni nor céﬁnﬂﬁﬁﬁ@?“fg@“gngfg m'QtVQrFé?§w€¥H¥§?W§ma TP Ohi ch are
capabl e of sealthungditEroadn f¥r BRAREP FieMberd 036 BORIBEESE a d%&béhnﬁbﬁddﬁﬂﬁ@]ﬁl’ once
a medi cal device has been at least partially received within the cavity of

the main cap neleBER, Polxsthydne (-2 258 gsiccantdpasied high-densify palysihalers-ve vi ew of

mai n cap nenbeun;$Q,qa%¥§H§5ﬂéggnggkg@Hﬁ@ﬁukpcludes a vertical shoul der 204A
and a horizontal shoul 204B

[0051] Minor cap member 150 is configured to seal cavity opening 118 once a medical
device has been received in cavity 116. In the embodiment of FIG. 1, minor cap
member 150 is a breachable film such as breachable metallic foil. Other suitable
materials for minor cap member 150 include paper, polymer and Tyvek. However, as
described with respect to other embodiments below, minor cap member 150 can take a
variety of forms, all of which are capable of sealing the cavity opening of an associated
main cap member once a medical device has been at least partially received within the

cavity of the main cap member.

[0052] FIG. 2D is 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 is defined by contact of

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



as shown in FIG 2D. Upon insertion of an unused nedi cal device (e.qg.,
integrated nedical device 300 of FIGs. 4A and 4B prior to use) into cavity
116 of main cap menber 110, vertical shoul der 204A prevents the nedical
device (not shown) from being inserting past transition point 204 (see
FIGS. 2A and 2B). In other words, the wunused nedical device is inserted
only to a first position, which is defined by contact of the unused nedi cal
device with transition point 204. However, once a nedical device 9 is used,
such a used nedical device can be inserted back into cavity 116 of nmain cap
menber 110 for di sabl enent and di sposal purposes. In doing so, the used

medi cal device (e,d. i nt eqgr at medi cal .devi 00 of .FI . .4A and 4B
Cobseatent 1o duisfabuen § REEHAk AR TRE Lo BEHEE Backiito Rivify (T8 o Half
posi tion, wher eiefbehel (Ubedisdtidhdh@hndidsposs pupries Ntsddimsio, theabsd thédidal poi nt 204

toward distal end 114 and is irreparably damaged (i.e, di sabl ed) by
hori zontal sho@Pyes (egpameeraisd Hleegﬁlef&éwﬁ?%%fﬁg&é%H&%ﬂ@ﬁﬁq%ﬁwg? 15" and
thus repeated ysgsedBeybitPih® AER pbkish BRALGAY pSEYInC FhelefABShscl hfeicaldvied ar e

various views of main cap nenber 100 of FIG 1 with integrated nedical
devi ce 300 of PEkieads pag teanei iarBPeIRA tevard Histabeng Iddiapd istigeppsablivdamaged dgr at ed

nmedi cal devi ce 4 i 1 d¢cal j | R " In
FIGs. 5A-5D, i r?fsg‘g‘ﬁéft"g?"ﬁéé{?%gﬁég‘@%e@ ?8?‘3 '%ﬂg?‘?ﬁ%%@%%&%e%ﬁ“ﬁ%ﬁt%ﬁ)é%lér al
channel 140 andd gé@s cpdatbdibser &fl thecdrannedd Metiabduyidei es parallel to first

snmoot h i nner surface 127 and second snooth inner surface 129. Unused
i ntegrated nedical device 300 is securely retained within cavity 116 via a

friction fjgps3y th fFiGd shareishaghiaiisls ol Ainddaf ne@teNH00 IfFHE! Blitghannel 142.
Distal end 310 of integrated nedical device 300 remains within proxinml end

112 of nedi cal esrried medicrldsEics 600 effd O nand 4Bningssied shereippuior to pseaf | at er al

channel 140 and,s&6Q0 thelRhi®ledce @5@{}.@? lintddtfted FEIEIRERBL 800 it Fundi@t] dybe noted
that lancet 320 7s within cavity 116 and thus protected from i nadvertent

damage. Unused FIGnt5égltinidgmisdinsdicabidayice 0@ 00erids bpiaesen firshlatbralichamngl #0r st and
ot ograt od modi Earog g et SOzt RGARAD RUBHIR B IRELE 0o 1 on
poi nt 204, and sdicatiamoehdnrdd Qurfake i 26 dgmatdidenmdidanddicieddvie 300 is securely

retained within cavity 116 via a friction fit with first lateral channel 140 and second

lateral channel 142. Distal end 310 of integrated medical device 300 remains within

proximal end 112 of medical device package 100 and is not in contact with first lateral

channel 140 and second lateral channel 142. Furthermore, it should be noted that

lancet 320 is within cavity 116 and thus protected from inadvertent damage. Unused

integrated medical device 300 is positioned within first and second lateral channels 140

and 142 such that proximal end 312 of integrated medical device 300 touches, 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
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300 remains free fromcontact with first and second | ateral channels 140 and
142 in cavity 116 (see FIGs. 5C and 5D) of main cap nenber 110. [0054]

FI Gs. 6A through 6D depict an exenplary enbodi nent of a connector 500
adapted to extract integrated nedical device 300 from nedi cal device package
100. In addition, connector 500 can advantageously be used to nmechanically
and/ or manual ly nmanipul ate such a nedical device once the nedical device
has been extracted fromthe nedical device package. For exanple, connector
500 can be used to transfer a nedical device froma nedical device package
to a metering system As will be appreciated by 10 those skilled in the

art, connector a Lthe I 0 pent or a
pernanently i nttggs(rgas{z@éd %glﬁ%%r?igﬁ%%%?g%drﬁ%}f %erffr%()gnéo;%/g%%%&f %_.l begfoqgl%e anal yti cal
met er conf i gur ednipondhe bet permencatialnydgeatabetgohea) ofanseteringsysatmge.gahn f | ui d

sanples). Alternati.vel connect.or .500.can ﬁ’teﬁ conmbi ned wi th nedjcal device
packages to fcﬁ“%ty&cﬁi"%éteéﬁ?fg‘rgﬂfeﬁéo fieapncAnaIVE SOPCe AR {Ogtﬂai fﬁ‘ﬁg present
invention. [005ampfeonnaeimtivéiPQohmelod 960G can BlcoBindd Wi Giddirg] dRitePhackafss and a
connector body 504. In addition, connector 500 includes a proximl end 510,

a distal end 512 forgn kipgreprding ip prexemplary gmbodimem\gb theugseridavestign. Connect or
body 504 includes a connector directional marker 518 on upper surface 514.
Connector directional marker 518 (optional) is discontinuous with (e.g.,
rai sed abolM@58 r ecddmecttdreDOwicludppestrip extfaageg mBiblerdD2 emhnewmertoIRdy

Connect or directi,onal ,marker 518 i ncl ude, . byt | ot, limted to, an

o1 pee 530 anchdn T pddiiing Gonedk Bl Piirmd oo SiehRbiswl e B fnel” &
user with both dusfatd 31@ aade lowes saface 866G Catine@60RAY 504 inclutéd 4 @anédtorconnect or
500 when inserted i nio medi cal device packa&e 100. [0056] Strip extracting
menber 502 i ncldtfgdong! magkero 1§ omiuprd s e R+ al-ARnsgieT dissstigngb Blarkes 18 p engagi ng

arm 542 and a plopfidal)tiydi@onSidouP whR G281 A8 LhRITB BE Rcédh befts)uppsishffated i n
FI GS. 6C-6D. Connector 500 al so includes electrical |eads (not shown) for

providing an et chrsrtonylindonnesinr shreionolerearket>d B mag ingdugienkpitéd natrent s 544
and an anal yti Cﬂﬂte@@%ﬁ{egg{sé‘s?djﬂfdta'n(?nﬂow%t?)ﬁ.' B ofitttoR Gid MEn ARG 5PPgrol 16! udes

a vertical barrier
a user with both tactile and visual cues for proper orientation of connector 500 when

inserted into medical device package 100.

[0056] Strip extracting member 502 includes a lower strip engaging arm 540, an upper
strip engaging arm 542 and a plurality of strip engaging elements 544, as illustrated in
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 elements 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



contacts distal end 310 of integrated nedical device 300 when integrated
nmedi cal device 300 is engaged by connector 500. Although three strip
engagi ng el enents 544 are depicted in FIG 6D for the purpose of
illustration and explanation, strip extracting menber 502 can include any
sui t abl e nunber of strip-engaging. elenents. Strip engaging elenents 544 are
| ocated on inner surface 543 of upper strip engaging arm 542. Strip
engagi ng el enents 544 are spring-l1oaded connections formed, for exanple, by
bei ng nol ded i nto connector 500 by any suitable process known to those
skilled in the art. Strip engaging elenments 544 are used to contact test
strip 304 of e i tacts 306.
ne Sk 11ed i n RGP ol i hasille HOROUEPALABENE LaRbaGEL B

el ectrical conmmlicalleals. bet ween test strip 11 304 and an anal ytical neter
via strip engagi ng el enents 544 and the connector's electrical |eads.

[0057] FIG 7 is a top view of connector 500 and a proximal end view of main
cap menbe[00310, W HIGOBSAesh Mew bf Eonhedtor OO and1®PloRiInAD AP Giewalf n@igpt of
connector 500 durinﬁ extraction of a nmedical device. Solids horizontal |ine

5F- 5F i ndi cat esmeiber i 1Q fvithdashedwertical linggeshowing preper alignmsniof coppackdit el y 5. 5

M), while soligiRPELFRREP d hdlfical RLFRCSLREN Hb?i%@rﬁaltlffﬁ@ SWS(ﬂitlHdezftesan'alhR)f
extracting elenent 502 (for exanple, approxinately .5 M. 58] FIG 8

is a flow chartthe nkdusztlrdamm@owxsmquo@xuﬂat@ry éésmnnh vdulprsgk;cbls@zamal Kngr
extracting a O%ﬁ 88' ?éj S es fhte w1d81n9)f%t np &lrg&ingg etle %&%Fo%%gngﬁg C?{)rglxﬂlgatelge

exenplary enb resent qnven rocess escr

bel ow utili zi ng4.Fhias. 9A—D (schenatlc, cross-sectional views depi cting
vari ous stages of process 800), FIGs. 10A-E (schematic, perspective views
depicting various stages of process 800), FIGs. 11A-C (schematic, top

Cross-sect [¢o38] Vi eWsGOf is\udldwodhart SBERH fse@feﬂ@@&%te%@ﬁm)a progkss BddFr 12A-C
(schenmatic enlargenents of Bortlons of FIGs. 11A-C, respectively). 0059]

Process 800 i nctifaeuner mesicabdesicedionya ppdical deen Raskagg@osqrding (s
mnor cap ”E”baﬁbogortnﬂofiﬁgb&éém fovliof. PRILRISOSH deblefed Be1dd duifibihd Fst.

connector, as set
9A-D (schematic, cross-sectional views depicting various stages of process 800), FIGs.

10A-E (schematic, perspective views depicting various stages of process 800), FIGs.
11A-C (schematic, top cross-sectional views of various stages of process 800) and

FIGs. 12A-C (schematic enlargements of portions of FIGs. 11A-C, respectively).

[0059] Process 800 includes first providing (i) a medical device package with a minor
cap member and a medical device contained therein and (ii) a connector, as set forth in
step 810 of FIG. 8. One skilled in the art will recognize that the provided medical
device package and connector can be any suitable medical device package according to
the present invention that includes a breachable minor cap member (e.g., the medical
device package of FIG. 1) and any suitable connector according to the present
invention. The provision of an exemplary medical device package and connector are
depicted in FIG. 9A and FIG. 10A, wherein like elements of the medical device

package and connector of earlier figures are identified with like numerals.

[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, 11A and 12A). Subsequently, the

12



step 810 of FIG 8. One skilled in the art will recognize that the provided
nmedi cal devi ce package and connector can be any suitable nedical device
package according to the present invention that includes a breachable m nor
cap nenber (e.g., the nedical device package of FIG 1) and any suitable
connector according to the present invention. The provision of an exenplary
nmedi cal devi ce package and connector are depicted in FIG 9A and FIG 10A
wherein like elenments of the nedical device package and connector of
earlier figures are identified with |ike nunerals. [0060] Next, as set forth
in step 820, the mnor cap nenber is breached (e.g., ruptured) wth the

connect of - sUch hbatudkyikERShe R0 ik Ofhue! B2 MROTREY6E, NidSyANoBs adilint o the

cavity of the main cap nenb see

Subsequent |y, tfmethlﬂstnplii(télrhed@w mguurcsl fen@agteniectjyr tbhegagemtbclheamec(@ée Fl Gs.

9C, 10C, 11B ang Béf sef o] tln @tgﬁ tThe force re U|de for the
connector to en§ade with e"?‘ﬂgen%’a ég’ilae NEN fos"ne(f ?)rrang)?aﬁ‘&f’%meglﬁ?}r 6Xfrat el y
2N. The connect g® tivA@xengafesn tﬂedhﬁ@I of d@\heéiral @dvicetpaeihge s katoreitinfstepm t he
cavity of the nedical_device as _set forth in step 840 see FlI Gs.

oD 10D 10E 118 HibieyID.HaPROS PG eIl sFash of frsctes oaoseaisen be

performed, for L& fordxhiflE, ﬁﬁ&‘&ﬁ&ﬂuﬁb}b%}' ;?‘u§é§@1r with thWiafdlbf b e cRintkapf - @
mechani cal and/or electrical device It should be noted, that

beachi ng t he m sWorgiggtrivaldssice.(such as a breachable film and engaging the
medi cal device with the connector do not result in the nedical device
novi ng past the transition points 204 of the first and second | ateral
channel s 16081} 142 (hshaﬁdxplbeatomd ihatHEh&ng tﬂleﬁimndaplnﬁanbam&mhasc:obne&xslpbiad to

Lo move the medl ) S S0ed L TERY dRBT T hnp SrRESoaaG: g in gl O
significantly gﬂ&&ée&ﬁoﬁﬁgﬂ;ﬁhsith@trﬁ&[ﬂbﬁ poRELI0H Bl the first ABRGRond 1B@ral BHUAREAL Or Wi th
t he medi cal device In the enbodi nent of FIGs. 9A-9D, 1QA-10E,

11A- 11C and 12A14% 4:52 ﬁ’tﬁldpmel\g wlendddiang I%Be‘ﬁllcls%qqeﬁp%ga@ie hrgadlingane s of
the connector e&gg%g g?hgggftopﬁﬁégﬁ 00 QfceQhe foFHe‘? Waketd tﬁé‘lne @é{'d‘é\‘ic‘??&t and a

vertical Dbarrier ctor contacts t di stal end the 1 ntegrated
medi cal devi ce 8@ition points 204 (e.g., 7N) is significantly greater than the force requlred to engage

the connector with the medical device (e.g., 2N). In the embodiment of FIGs. 9A-9D,
10A-10E, 11A-11C and 12A-12C, during the engaging step, strip engaging elements of
the connector engage a test strip 304 of integrated medical device 300 and a vertical
barrier of the connector contacts the distal end of the integrated medical device 300.
The force required for the breaching the minor cap member and engagement of the

medical device can be, for example, in the range of about 1.5 N to 2.5 N.

[0062] Solid line SF-5F of FIG. 10E represents a dimension that is identical to the
dimension of solid horizontal line S5F-5F of FIG. 7 (i.e., the width of integrated medical
device 300). Solid line 10H-10H in FIG. 10E represents the width of the medical
device’s lancet. Solid line 10I-10I of FIG. 10E represents the width of cavity 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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The force required for the breaching the m nor cap nenber and engagenent of
the nedical device can be, for exanple, in the range of about 1.5 Nto 2.5
N. [0062] Solid line 5F-5F of FIG 10E represents a dinmension that is
identical to the dinension of solid horizontal line 5F-5F of FIG 7 (i.e.,
the width of integrated nedical device 300). Solid line 1011-1011 in FIG |
OB represents the wwdth of the nedical device's |lancet. Solid line 101-101
of FIG |CE represents the width of cavity opening of nedical device
package, which is larger than the dinension represented by solid line b5F-5F
to assure a nedical device's snooth insertion into, and renoval fromthe

cavity. [0063] RrRGESSorRAhaRAl &‘%&%Jk%ér?i@) J@&Bﬁ' (Eg Qthélétbmtshﬁﬁl
Furt hernore, process 800 can be, for exanple, perforned an in grated

devi ce that corHsiobtatned frogmanspr indg(lii) appnadyticahigsut (e«gnh@@d glﬂCfpsn canceamstiogur at i on
h des f
that provides o‘i‘rhe(@olé’ﬂ‘bl%cﬂ a%ﬂ)?eg(?(ﬂfétgrﬁmé\eﬂb@leb};‘be} m%%é é&%‘%ﬂ of {h%ri‘ﬁtg%rgﬁg' cal

devi ce package; t ai ned
froma user anctle(/lcel Meeatmngahbingtidne alay ibe snebtpofagedgnto abhrmetcboghn@mxen new test
concentration %? mhole | ood. sanple) to determ ned, all by a single
operation of tr%PR PﬁPEﬁ“HE@FE@ Mechani cal notions may be incorporated
into a lancet cocking action, new test strip deployment and/or ejection.
[0064] FIG 13 is a f1 ow chart illustrating a sequence of steps in a process
1300 for ERHacti ndla Hegpdlaw chasy ilstrating i saauepesi o slepHiewipEeFaldRaeY f or use

and subsequent | e&tra&lr@%%&dﬂﬁl b TRA Qﬂlledlgeﬁ\ﬁ%ﬁge ﬁafckfg’e foSfe %ﬁpﬁ%gqﬂ&l

o] an
exenpl ary enbodi nent "of the present I nvention.” Process 1300 Is desg
bel ow uti | i zi nglifabling tht madicaRievice eftervae aocprdmgossn svampiammahqunevm ofi thei ctl ng

various stages Orgse {Qv&vis 113896,)53 fdoquescr%a‘ » l‘tﬁlclrgle d.9a bSpeCtl ve
]l process fg)G é % ﬁ

views depicting vari 'GUs st ages o 16B
(schematic, topscheamte, RBE-katiahal Vieewaepiém@ vahag;eta(gf:s (fflpﬁibeﬁ;SBGl@)OE])Gs [$065]
Process 1300 |ngﬁ)§es first providing (i) nmedi cal devi ce p age with a

mnor cap menb H&"atlﬁ@afseathaéweeer&%}m%é{?ﬂ@& Staﬁ@r%mfpcsﬁsl jiand F1G%si ti on

and (ii) a confpcies (scl@e?na'il@ttoél&rogﬁse’ctrbrﬁfﬁ@wé@flzpsta%fe ofpiscesd B300kne skilled in
the art will recognize that the provided nedical device package and

connector can be any nedical device

[0065] Process 1300 includes first providing (i) a medical device package with a minor
cap member and a medical device contained therein at a first position and (ii) a
connector, as set forth in step 1310 of FIG. 13. One skilled in the art will recognize
that the provided medical device package and connector can be any medical device
package according to the present invention that includes a breachable minor cap

member (e.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, 15A-15C and 16A-

16B). The connector is then disengaged from the medical device and withdrawn from
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package according to the present invention that includes a breachable m nor
cap nenber (e.g., the nedical device package of FIG 1). [0066] Next, at
step 1320, the minor cap nenber is breached (e.g., ruptured) with the
connector such that at |east a portion of the connector has entered the
cavity of the main cap nenber. The nedical device is then engaged by the
connector, as set forth in step 1330. The connector and engaged nedi cal
device are then extracted fromthe cavity of the nedical device package for
use, as set forth in step 1340. [0067] Subsequently, at step 1350, the
connector and engaged nedi cal device are inserted back into a cavity of the

medi cal deViCetﬂ?&&ﬁ&ﬁd&ﬁaﬁ%%ﬁﬁﬁﬂﬂs@ﬂ%hhhpﬂq)Mﬁ@fﬁ@ymwkﬂ%e t &@ngdRYi ce i's
di sabl ed fromreuse (see FI'GS. 14A-14C, 15A-15C and 16A- 16B). The connect or

i s then di sengagdéd the wedicdl devieglis dishbladby vetuapltheunedidal sharics baing wadgedntoredi cal
devi ce package,, as _ set i ep. Q. 1t is LSLone t ing step
1350t he mad o Cayhf buck U ot G FERin bl b eI A AEF o W P IER, 1
wedged into thgeatavhdnythsioede réduared thdisdngagahe emueat@dronothe avadicel debiee.medi cal

device fromthe_ cayity is reater than the force required to disengage the
connector from T}WE’\f‘?Fqunc?é‘Fmgte@ i“’c'%’ftrac‘ﬁi‘% IGpledevigs, W‘a‘gﬂ@ﬁﬁfme{cﬁ)r ,wgylgif: ract the

medi cal devi ce yikiddedsi sin€AE EériAECtHOMbEld B@coxﬂé'@ﬁs‘éﬁ%@&ﬁfr&h i Médical B&iceonnect or
woul d becone dlseng%ged fromthe nedical device efore sufficient force

coul d be appl i defarpsuficientdorce peuldlecipppicdrionxgagt thtsvadged mpdioddpvies shoul d be
noted that during insertion of the connector and engaged nedi cal device
into the cavity at step 1350, the nedical device is inserted to a second
position 068l n podtshosld bpapti drat @@ hgtihwttianof Beyometctor ambénghged ndicat s 204
of the first angd secqn | at er al els (s .in particul ar | G. 16B),
e beyond ¢ s i thssafib i fer TR PG Sedif dyice AR e Bhond ik ar e
devi ce into thewitiflpedlusagstiiee2(2abitage: yandlirshisBiab p6inis?e4 ontdifigalandevonde i s,
for exanpl e, approxinately 7N. As noted above, disablenment of the _nedical
device is a resaPt granpesiar RNV e 1BR). hey bRveRMERE (iR BOTHRR: CRGEUGE such
that it cannot;.B8relif fXér Ae hRdicHRdeR e ikl6 HeQRUIRAE ®vice pRAGS ard dizabit thedepi ct's
a medi cal device package 1900 accordi ng to another exenplar

medical device is, for example, approximately 7N. As noted above, disablement of the

medical device is a result of the medical device being wedged into the cavity such that

it cannot 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 electrical 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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enbodi mrent 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 circunstance where a nedical device (i.e.
i ntegrated nmedi cal device 300 of FIGs. 4A and 4B) is retained partially

wi t hi n nedi cal device package 1900. In the enbodinent of FIG 17, electrical
contacts 306 project fromthe cavity opening and mnor cap nenber. Since

el ectrical contacts 306 project fromboth the cavity opening and the m nor
cap nenber, engagenent of the electrical contacts with a connector can be
simplified. For exanple, there is no need to breach or otherw se renove any

conponent of t haqMBh SabnfRVIdGE FRRGKALE HaBdIP Bh A PmARRAT fenialldTenealcaLt ri cal
contacts and the electrical contacts are free to deflect upon engagenent

with a connect clevicg pgrkage Nofifwoal sedendayepaghaging geotibogatedc| udes a nmain cap
menber 1910 with a proximal end 1912, a distal end 1914, a cavity 1918 and
a cavity opening 1916. Distal 15 end 1914 is configured to function as a
handl e dur [08g1]nanualMeadicabdeyial pacifagere@i0cah be casiraaed) darleagrepld, A tholdedm

secondary packagi n not illustrated). [0071 i cal deyice. packa 1900
can be. conbtr udtisteof SR Wi ingto shialdpr £ pg biiron GEEM A4 ¢ hat
I's inpervious tsrid-pro@idiedindPuhctierBesthRGArHEL Buithble Rla@fialgnchude, but are not
sterile-protective and puncture-resistant barrier. Suitable naterials

i ncl ude, but arlEnifggito, nolysivreng. Radyethydang spocasbenaty andealygiteene, pol ycar bonat e
and polyester. [0072] Cavity 1918 of nedical device package 1900 is defined
by surfaces depicted wth dashed lines in FIG 17. Cavity opening 1916 is
conf i gur ed[00@2]pr ovi davitpi9 8hd medicaktdavien padkhgeadEi00ns ddfinsd biesuplaomstdepitiedn nmenber

302 of medical devic 00 i t.hin cavj 1918, as,.sho n.FIG 17.
Vedi cal devi ce ‘DRLRT IS G T b oRpit Ly S Eigs BT MPTGe 8RS I ooat ed
distally to cavlie¢memesTidegnal 3sae pilichatichOhéintse BUEof hedisdt dévieB0DwholP 18 once a
nmedi cal devi ce has been iqferted partially therein, and grovide a sterile

and protective BAPR FEALIGES de ey ip Flduld- pladiset dpismansnéro3e0udy  creating
a tortuous pat hnRefaeaRpsLe ri6X | RIONRLatENWihIRNERA i PSR ninB 89 fA\HibY 198D sthe
medi cal device package. Ribs 1960, together with an at |east partially
i nsert ed medi cdpP sepd¢aaey, 1918 once a medical device has been inserted partially therein, and
provide a sterile and protective barrier for dermal tissue penetration member 302 by
creating a tortuous path between the external environment and the cavity of the medical
device package. Ribs 1960, together with an at least partially inserted medical device,
serve as a minor cap member for medical device package 1900. As an alternative to
ribs 1960, elastomeric o-rings could be employed to seal cavity 1918 once a medical

device has been inserted partially therein, and to provide a sterile and protective barrier

for dermal tissue penetration member 302.

[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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serve as a mnor cap nenber for nedical device package 1900. As an
alternative to ribs 1960, elastoneric o-rings could be enployed to seal
cavity 1918 once a nedical device has been inserted partially therein, and
to provide a sterile and protective barrier for dernmal tissue penetration
menber 302. [0073] FIG 18 is an expl oded perspective view of a nedi cal
devi ce package 2000 according to yet another exenplary enbodi nent of the
present invention containing a nmedical device 300 (as depicted in FIGs. 4A
and 4B). Medical device package 2000 includes amain cap nenber 2010 and a
m nor cap nmenber 2020. Main cap nenber 2010 has a proximal end 2012, a

di stal end 2014, a cavity opening (not shown), and a cavity (al so not
shown). The cavity and cavity opening of main cap nenber 2010 are

confi gur ed[00B4] pl acMientcapinembee2028lhat a prowEnad emb2022] 4 distalnndi2024, @fmiaor

integrated nedical devj olly therein, thus praqyjdjing rotective
barrier for sucfP QPM?& a\fﬂlﬁ%ﬂ On AR S {(RY ﬁhl%'ﬂﬁ&y[b 1.[% P@b‘%ﬂap RPHETE cap
menber 2020 has026 ahdkt Fidor easlcat iy dre cnfidusd Bfor 213GiadbBdnt ofla WsWip 3@ agPeni ng
2026, and a m nor cap CaViHé (not shown in FIG_  18). Mnor cap openin 2026

and the ninor dajseRisdimegicalrdevice ihplupiarpryably theseing Fartherpere. Rpximal @204 j p
304 of an i ntegnahetyHhRiefbo@8Y h&:petiOtil WhAlly Wik ko ¥ hileP026 and

Furt her nor e, pro;?%alpend_2012 o? ggin éap nghbe# 2010 ?iaﬁaaﬁted ?b fit
whol 'y wi t hi n ntheoinoe egp @pieni Oered@abcaprdemben @0 H s dit withip ngiavi dap op@iee nai n
cap nenber 2010,4,s fit wW.thin mnor. cap qpenin 2026 and t m nor_cap

cavi ty i nt agr 228 2iblhe Bt sk B e RSBS00 BB SRR 0T e
w th a steril e-fd@i@tded wethantemepdtddti e fndatoifiake e barrfef075] Both main cap
menber 2010 and m nor cap nenber 2020 are beneficially constructed of

nol ded plastic or other rigid material that is inpervious to air and/or air-

borne bact gjo78; 10 EARAVIMER cBp feRibél D105 Bflok Y5 BEEbA Y0NS ME BedcBieiaR} ant
barrier. Suitable materials for main cap nmenber 2010 and mi nor cap nenber

2020 include, bpnstgictedmbmoldedl plastécprogher peidyaatgriab fhat is opsreiphy togieand/or air-
pol ycar bonat e aﬁb‘?ne%&cééﬁ%gEroﬁigg%@hleﬁ&r&ec&\% dnd ARk R RARILRRES REGhIYE Vi ew

of a nedi cal device pac
materials for main cap member 2010 and minor cap member 2020 include, but are nat

limited to, polystyrene, polyethylene, polycarbonate and polyester.

[0076] FIG. 19 is an exploded perspective view of a medical device package 2100
according to yet another exemplary embodiment of the present invention. Medical
device package 2100 includes a main cap member 2110 and a minor cap member 2120.
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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according to yet another exenplary enbodi nent of the present invention.

Medi cal devi ce package 2100 includes a main cap nenber 2110 and a m nor cap
menber 2120. Main cap nenber 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 device package 2100 are configured for placenent
of a dermal tissue penetration nenber 302 of an integrated nedi cal device
and a m nor cap nenber proximl end 2122 (described below) wholly therein,
thus providing a protective barrier for dermal tissue penetration nenber
302. [0077] M nor cap nenber 2120 of nedi cal device package 2100 has a

proxi mal end 2122 and a.di I 2124. Moreover.. j.ntegrated di.ca

v co 300 s EPRRaBmyet 20Bse i B0 ph R ek Faun Bt B e bt ena
2122. The per meseaateasityirapbvadly a vodr (8.4 By puillihg) tegtisd @Gnapping & dahioyithe t o

m nor cap nmenber 2120 i s envisioned to provide handling benefits during use
of the integratB§sRidimedicalfisyicte. For exanple, 17 minor cap nember 2120
could be gripped by a neter, with the nain cap nenber then being easily

removed by a user (3@8., gy pul ling, tw sting or snapging) to deploy the

i nt egr at ed[0088}i cal $-28. Z1[and 28 Hemretdx; maig capmembes 2350 gepmedicalipackesd n cap
menber 2450 of i - i achH i q cenpl ary
enbodi ment of tﬁ%ﬂ%§%§§%¥9?§§§%§W%ﬁg¥?§§ pd&%ggggog@e¥ﬁé???§%minéﬁ%inor cap
menber of this pregliscsadf ctheivyi, de npacicapg membenadtthis iellingitdeaice gdckagd iGnot21 depi ct s

an integrated ngdical [ 300 retained within mai,n cap mnenber 2450 and
F1a "2 et ct ST ot a AR oA R e R RSB TF 208 Flfinod TR M=RER cap
nenber 2450. MainBmbekR45PHAFIG AR picks dnd@Bfrh@aimetiQalRivide GOPdigEIMASHithld 0  of
FIG 3B, with the exception that main cap nenber 2450 has a distal end

cavity 2452 contip§ip BEmbS24ef MppsaRmembsfFal spdrntiralde maip Gapmsgbst B
medi cal devi ce. oﬂﬁ,@.?é?fll, »&(gmq,ﬁ@e&&doh%t bf3inf (36 nfdbe¥4sb h%ﬁ& 89al &fy LhRi2452

embodi ments of nedical device ‘packages according to the present i'nvention
can be secondar¢dnfigyad foadisablément gidjbrosalof an integratesk medieatdéace. a vi al or
cartridge configured for dispensing the nedical device
[0079] Those skilled in the art will recognize that embodiments of medical device
packages according to the present invention can be secondarily packaged for single use
in, for example, a vial or cartridge configured for dispensing the medical device
packages. The secondary package may be constructed of material containing desiccant

or may contain separately packaged desiccant for maintaining contents moisture free.

{0080} 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 the 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 strips 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. The secondary package may be constructed of material containing
desi ccant or may contain separately packaged desiccant for maintaining
contents noisture free. [0080] Once apprised of the present disclosure, one
skilled in the art will also recognize that a variety of nedical devices
can be beneficially enployed with enbodi nents of nedical device packages
according to the present invention. Such nedical devices include, but are
not limted to, integrated nedical devices that include a conbination of a
test strip and a | ancet, exanples of which are described in the

af orenenti oned | nternati onal Application No. PCT/GBO 1 /05634 (published as

WO 02/ 495 J 27, 2002 10/143, 399,
both of bl U Rditoe? Bt SBRE iyl BB ORR A e diice BIGES, °0)

the art will al#&ootdgegemERliménass theipdscheiatensibi t4isbenampldian ithlmddiar e not
limted to, an electrochenlcal or hot8$§Er|c configuration. For

il lustrative puleytrsadanssd for thagepsugmegh §x‘1nFPlfi/§HC8?fsk?t?‘&&r?éﬁé°a@Fl t he

present di scl osyjfgnifedadetlfiRinGafithefSs AVhAB:@0 §la&ahprchen cal configuration
18 [0081] Moreover, thoSe skilled in the art w |l appreciate that nedical
devi ce packages accordlng to enbodi nents of the present invention can be
enpl oyed medi ¢ A exanpl e,
gl ucose, WLdogzes gﬁbgd@ﬁﬁiggi%ﬁ 1§ﬂ%g§gu Ia?lon %g%ggégéwgggﬁ%9cholestero
of a sample. [ Q%Ra}gek accadiilig tb dre, prexat iskentidraday e donmired twithin d comltsedr ec ogm ze

t hat nedi cal devic ackages accordin resent .inv, nt|

cont ai ned wi t hi F™®'S C(S’ﬁf)‘ft’r‘i’ég (? P%Syc?ggﬁ %:éllg?%lrf ’gﬂcf”ﬁéfisg?lg getsé’gfa‘gcgm gned
for in-situ tesdysips dE@ig{mlf@fsn@ifm @btﬁig ar&d&&ﬂ&%mdﬂ&hﬁﬂ&dﬂ P&enti Appiitdtient esti ng
are disclosed in International Pate FT@gﬁllcatlon . PCT/ USQ1/ 07169

(publ i shed as VW@%W%HON@&PW’S&Wé 01764 19p @l onaysgtembet B2AGLiaBAal  Pat ent
Appl i cation No.y, ?ﬂt %%Qﬁ?ﬂﬁﬁ@&%‘lﬁé Beg/@sS2 z@% é)%ﬁﬁ@z as WO 6’5?01"3%% uary
her €I n by

27, 2003), each o |ch I'S y 1 ncorporate reference 0083]

It shoul d be undépesidodary Bat2003) cawbof whichisfally inesrppatedhereemtiyodfeneawte.s of t he

i nvention described herein nmay be enployed in practicing the invention. It
is intended that the follow ng clains define the scope of the invention and
t hat net ho@®sand It should be understood that various alternatives to the embodiments of the

invention described herein may be employed in practicing the invention. It is intended
that the following claims define the scope of the invention and that methods and

structures within the scope of these claims and their equivalents be covered thereby.
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structures wthin the scope of these clains and their equival ents be covered
thereby. 19 CLAIMS |. A nedical device package conprising: a nmain cap
menber with a cavity therein, the main cap nmenber including: a proximal

end; and a distal end; and a mnor cap nmenber, wherein: the cavity has a
cavity opening at the proxinmal end of the main cap nenber; the cavity is
configured to receive, and to securely and renovably retain, no nore than a
portion of a medical device with electrical contacts therein such that the
el ectrical contacts project fromthe cavity opening and m nor cap nenber,
and the nmi@et™MSap nenber is configured to seal the cavity opening once the
nmedi cal device has been partially received in the cavity. 2. The nedi cal
devi ce pacrage of clai mai.n cap nenber includes at | east

X %hl, wpere%E %he N
one lateral channel “di %%g?éf%ﬁ% EEBEPLAN S devi ce is securely and
removably rehRimn@g niimiRr Mﬂh%tdaﬁiﬁfly fhiefei eHeRAR cA@emBel ialdidgvi ce and the at
| east one lateral channel. 3. The nedical device package of claim 1,
wherein the main cappreimdendjandl udes a directional marker. 4. The nedical
devi ce package of Cgﬁiﬁ%% ,mh%rein the m nor cap nmenber is a breachable
minor cap menber. 5°9KeSHEAMCal device package of claim 1, wherein the
m nor cap n@nﬁ@ﬁcg§nwﬁ@eiigured for permanent attachnent to the nedical
device. 6. The nedical device package of claim1, wherein the main cap
nmenber fuwbﬂ@n:includes a distal end cavity configured for disabling the
medi cal dev{h%%'aviqunas a cavity opening at the proximal end of the main cap member;
the cavity is configured to receive, and to securely and removably retain, no

more than a portion of a medical device with electrical contacts therein such that the
electrical contacts project from the cavity opening and minor cap member, and

the minor cap member is configured to seal the cavity opening once the medical device

has been partially received in 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 lateral

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.

20



7. A nedical device package kit conprising: a main cap nmenber with a cavity
therein, the main cap nenber including: a proximl end; and a distal end;

a mnor cap nenber; and a connector, wherein: the cavity has a cavity
opening at the proximal end of the main cap nenber; the cavity is configured
to receive, and to securely and renovably retain, no nore than a portion of
a nmedical device with electrical contacts therein such that the electrica
contacts project fromthe cavity opening and m nor cap nenber; the m nor cap
menber is Gonfigur ed mulicabdeviedpackageikitcompepingg once the nedical device has
been partially.received in the cavity; and the connector is configured to
engage the r?é%ql?:g?p 'gER) %[eWIth} faﬁ'&y}/ eﬁ%@/éﬁe lg?lntcﬁ%"]’?g’g’leﬁﬁllc{w@gvi ce fromthe
cavity. 8. The nedi gploxfpMica@ dackage kit of claim7, wherein the connector

i ncludes a connector directional marker. 9. The nedical device package kit
of claim7, whereinatdis@leshnector is further configured to breach the mnor
cap nenber._ 10. The negical devi ce package kit of claim7, wherein the
connect or i HEYRRG&RP MG Pégg{ one strip engaging elenment for contacting the
el ectrical gesna@bs of the medical device. it. A nethod for extracting a
medi cal device froma nmedi cal device package, the nethod conpri sing:

provi di ng: whaeinedi cal devi ce package with a nmedical device partially
cont ai ned therei

he cavipy' hag Q%aw yd(;p%%ng att \éipgoei\drgglceiﬁg %?thie rr]r?alirllJ geilpnlgémgg'r;

the cavity is configured to receive, and to securely and removably retain, no more
than a portion of a medical device with electrical contacts therein such that the
electrical contacts project from the cavity opening and minor cap member;

the minor cap member is configured to seal the cavity opening once the medical
device has been partially received in the cavity; and

the connector is configured to engage the medical device during removal of the medical

device from the cavity.

8. The medical device package kit of claim 7, wherein 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 with a medical device partially contained therein, the medical

device package including:
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a main cap nenber with a cavity therein, the main cap nenber including: a
proxi mal end; and a distal end; a mnor cap nenber; and wherein: the
cavity has a cavity opening at the proximal end of the main cap nmenber; the
cavity is configured to receive, and to securely and renovably retain, no
nore than a portion of a nedical device with electrical contacts therein
such that the electrical contacts project fromthe cavity opening and m nor
cap nmenber; and the mnor cap nenber is sealing the cavity opening; and a
connect or; bmeactap menitive withnaavityathereetemain tép mhebadndedingr such t hat at

| east a portion of the .connector has entered the cavity of the nedical

devi ce cavity; enga@PHﬁ“?ﬁgmﬁeﬂF%al devi ce with the connector; and
extracting the connggt®l .ad engaged nedi cal device fromthe cavity of the
medi cal device package. 1Z. The nethod of claim 11, wherein the nedical

devi ce i s aamimiregp semdier; medli cal device that includes a tissue penetration
menber and test strip. 13. A nethod for extracting a nedical device froma
medi cal dévﬁﬁgnpackage and subsequent|y disabling the nedical device, the

met hod CoMPfHeShilel haRa @y it Sni k Vi hh&- a nmedi ca
devi ce contgingﬂ%;ﬁgﬁgyﬁggﬂﬁgmggﬁgﬁ%ﬁggﬁggﬁn?F?ﬁgﬁﬁﬁe icg%Bﬂévice package

i ncluding: theravity is apnfrgandden revietvh, adaavéctselyt dnelrreinnyali heetaimine cap menber
including: aproximel end. anda distal end, a mnor cap mepber; and
electrical contacts project from the cavity opening and minor cap member; and
the minor cap member is sealing the cavity opening; and
a connector;
breaching the minor cap member with the 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; and

extracting the connector and engaged medical device from the cavity of the medical

device package.

12. The method of claim 11, wherein the medical device is an integrated

medical device that includes a tissue penetration member and a test strip.

13. A method for extracting a medical device from a medical device package
and subsequently disabling the medical device, the method comprising:
providing:
a medical device package with a medical device contained therein at a first position, the
medical device package including:
a main cap member with a cavity therein, the main cap member including:
a proximal end; and
a distal end;
a minor cap member; and
wherein:

the cavity has a cavity opening at the proximal end of the main cap member;
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the cavity has a cavity opening at the proximal end of the main cap nenber;
22 the cavity is configured to receive, and to securely and renovably
retain, no nore than a portion of a nedical device with electrical contacts
therein such that the electrical contacts project fromthe cavity opening
and m nor cap nenber; the mnor cap nenber is sealing the cavity opening;
and a connector; breaching the m nor cap nenber with the connector such
that at least a portion of the connector has entered the cavity of the

medi cal devihesavibnip egnfigarrgdgirergivehandrie decaedly eshviemevatily retaimenodaera deangy ;

: : i i f ity of th
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engaged neghn@als pagvdtd@ni e Qavityc@éhihy asd midee capeingal, devi ce package to a
second position whereby the nedical device is disabled from subsequent use.
14. The net hodhehingt edprmamberyiheaabngthe savitymperingragdst ep i ncl udes inserting
the engaged nedi cal device into the cavity of the main cap nenber. 15. The
met hod of SFQFW?T&, wherein the inserting step includes inserting the

engaged negteg&lngdBY infifor GpOmamBdrStih tiRNGnR&YdrtMcPkhat RE IABH erkiodl @Y iike
package. 16. The nmethod of claim 14 further including: disengaging the

connect or donpenterthes eitergl theccamisyipothp mgdigiledevicamavitywi t hdr awi ng t he connect or

fromthe ne‘:?%'agclgé th%ef‘l\{eldcl:c%l Qe%(fgea»gﬁ"h th%%onnector;

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.

15. The method of claim 14, wherein the inserting step includes inserting the

engaged medical device into a distal end cavity of the medical 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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