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30 US patent 6861285 discloses a system and process for assisting patients in taking medication
and assisting third parties in accumulating information regarding patient medicat;'on intake. The
instrumented f‘ne'dicah'on package along with a portable medication package is communicably
connected to the third partiés via computer nefwork. However, the process is restricted to only

. accumulating and transrr_iitﬁng data related to patient medication intake. However the system is

35  not capable of fnfegrated value added functionalities of product authentication, patient feedback,

pharmracovigilance, etc.
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30 ¥ transmitting patient data fo a central network server for access by the patient's health care

provider.
However the system and the method disclosed is limited to monitoring the patient's compliance
with medication delivery schedule. Further it does not provide facility and methed of liaison /.
mteract}on with the other entities in the health care clrcle such as doctors, phammacies,
35 insurance agency, pharmaceuhcal company, distributor etc



means for providing nedical procedure to the patient in response to
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patient nor does the system authenticate. the pack with the protocol
bei ng taken by the patient in . a normal course of treatnent of
during a clUiSrﬁ’a:eﬂt 5vrgsak dnsﬂusds@hediﬂmmnitmng(systanwnmm}csapabthte obhealth of a
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which is iocated on the patient’s torso, and makes use of a controiler, which controls sampling

35 of the desired data and storage of the data to a local memory device pending ﬂpl'oading to the
database. Such a system allows for the collection, storage and retrieval of information from the

patient via a chest strap on the patigﬁts. It does nat procure onliﬁe personal feedback from the



generator |located within the capsul e outputs an el ectrical signal
having a predeterm ned characteristic indicative of said nedication,
sai d capsul® fgis#ied nmedi cation being |iberated by i0 gb§ﬁﬁkyhm&@00f
the capsule in the stomach acid of a subject. A signal detector,
preferably haV|ng an input in electrical. contact with a portlon of
the subject's skin, is used to detect the electrical signal. This

al lows the ingestion of the medication tQ be tracked. As in the case

of ot her pr| r.art t desn r re person
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wi th the sywesltoare dytdie by inkakiingselermbgfiat tealtdkeholddrs dfachenttdhreaystem. :
package and authenticati.on of- the facilitators such as nedical.
practitioners, pharmaci st etc. are not reported in the prior- art 35
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A ' . .

35 There is 2 need to develop a personalized integrated healthcare anticounterfeit management
- methed and a system thereof wherein patient is at the focal point (patient centric method) and
stakeholders / healthcare agencies suth as medical practitioners, health insurance agency,



websites Iftp sites. The present invention is al so especially useful
in clinical trials / research' 10 and_ phanracovigilance. in providing

an effecti v sghda@hl abl e way of nonitoringpatient compirdRsg WMoty 2
speci fied healthcare regine. Summary of the Invention 15 Tﬁe n%%

object of the, invention is to provide a personalized integrated
heal t hcare anticounterfeit managenent nethod and a system capabl e of
pack aut hentication, user feedback and gonpliance, docunentation of
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patient which'Is interactive between a rirst h care agency and at
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invention is to provide authentication of diverse heal thcare agencies
in the healthcare value chain such as nmedical practitioners, users,
phar maci st Sjunphay whthedbvesdibn conpani es and clinical researchers. WO
2008/ 102370 PCT/ 1N2007/ 000590 6 Yet another object of the invention
Is to provide a nethod for user conpliance of -nmedication, intake as .
prescri Bed, ThEy™aiBdplast ph dia ivesiioar SafRy Provile @) pefsenalizede itegralerk hegligare
feed back aneganidifég niahegsh®ine ridtom 4nd @ &isenusapabld ol paclaachbistication, user

obj ect of L pvention.is t rovi.de a. fo At i .
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with the i oblest is dm provideteh methodiof providingi plpreacqvigilense aeleted rfamatioinedlinical .

managenment ggystemrelating to a patient which is interactive between

a first healthcare agency 15 and at |east one other party, the said
ot her party being selected fromthe.patient and at |east -one other
heal t hcar e Yatanuther objbet of Yretiaventiamnip ta govide an integrated healthcare management system

25 relating to a patient which is interactive between a first heaithcare agency and at least one other
party, the said other party being selected from the patient and at least one other healthcare

- agency.

Ancther object of the ihveni_ion is to provide a method for authentication of medical
30  package against counterfeit.

Yet ancther object ofr the invention is to provide a patient medication system that is
communicably linkable fo the healthcare agencies.

35  Yet another object of the invention is fo provide authentication of divérse heatthcare agencies in
the healthcare value chain such as medical practitioners, users, phamacists, pharmaceutical

companies and clinical researchers.



a. registering a defined healthcare reginme for the patient in a
renote systemand optionally other data relating directly or

i ndirectl ygf(?zdoﬁ]rﬁ)z%a' thcare reginme; b. providing to th%&ﬁ&&@gﬁoo?»o
| :

patient medi cation system conprising a package conprising a

product for dispensing, information relating to the identity of the
package and the patient nedication system being conmunicably |inked
to the renpte system c. recording inforrgtion relating to the
identity of the package in the patient medication systemor renote
system and wher eby upon dispensing of the product the said recorded

i nf or mat i onYetsanothep abvjeds loé thei inventidnds iton browida tai reethaf fot beer papliage: tfanedication
det erm ne ' A ' gﬁgﬁ ' f ) ' { PR

di spensi ng@%‘s‘??& @%ﬁ%@gﬂ@%é@%ﬁ!{ Eifat e %Halg'gj ?roéécgr? egéslgﬁ o%dnalj}ﬁdofﬁ?d (??CK
provi di ng tG92HIP9 He sapedondipthaEsa’t hcare agency a communi cation port
communi cably linked to the renote system e. periodically providing

I nformatio e ' ; | 11y qf the patient. and/or,.the t us
of 30"t he [EAcHEEP felell biihe Rtk Yo X, rdfn A woBb AR 60k S RlsPst ot
system f. wanienaancagf eseerelateddeaiiht recordpiietdbacicand cjnical thalsirformetibnt o t he
renote systemw th the healthcare regine recorded for the patient in

t he renote stemto. ascertain.whetfher the information

correspo nds\?%‘a?‘ﬁﬁ%rﬁgle%e‘@ ﬁ]’ad'é"&mf?é‘d? ‘?“% 3 '@5’151?\%?" rainiaiing sRefre gatabases and
provi di ngy iintewctiosietween aisert e paskageccayaitingniht alobdge, pad digerse agencies in the
nedi catj on Bt vkl chilni Ndi cate whether the status of the patient
medi cati on system and/or identity of the patient corresponds with

the information rélating to the healthcare regime and/or the

i dent ij‘_ty of Thaat i eaticord e 2@ i) #véRtioR T/ mdRED &f QRORRG allT intégrated healthcare
provi ding i] ) T he S| t . Qn

heal t hear ¢ @%ﬂéﬁ%@éﬂ*%&%ﬂé iBch 4 ERh AR vl BBin s 3RlspiiSre agoncy
i nf or matd orfnA 2% legslcanerciiies Perdy theysaidethercpasty deing peleeted frgmihropalipyt and @t least
first heal tohe ather RBRGYe Aefcydthelspaish comprisigher party, the said other
party being ,selected framthe patient gﬁ%at | east.-one other . :
hoal  hoar g entRPST B e A YPote el 2t hepatert i 4 Eiigies R DED pPtonally
i nformation rel eiherdgtayelating dinpciyror indiectiy &¢ thy heaithedveragiesd; t hcare T egi me -
of the paty ent p\GRhgtdthe paticht'£ pstRhEmbdiAoh Sfskih &ﬁﬁdﬁgmﬁfarps%%s@aaﬁﬂ%ﬂba

system .cor_rpr.i ses. f |3 A repote system for ,storing a defi ni .
heal thcre regi Frlyesfor HREenS e, AT rIesBe fe b e the o1 parkeee 37t patir
directly or i ndmeeication systent beindweminbuntably linkegitonhe rémote sysfeat; i ent
ey TS AR ifaith P Ve R 8 e
heal t hcare agen®{fem ¢ rempemfyRteaeRd wherelyrupen isesnsingot the preduct theaid recorded
system information is comparable with the information of the package to determine whether or
3 not the information of the said product dispensing systém comrespands with the said
recorded information; _ _
d. providing ‘to the at least one healthcare agency a communication port communicably
linked to the remote system; . _ |
e. periodically providirig information relating to the identity of the patient and/or the status of
30 the package from the patient medication system to the remote system;
f comparing the information periodically transmitted to the remote system with the
heafthcafe regime recorded for the patient in the remote system to ascertain whether the
_ information corresponds with the recorded healthcare regime; .
' g. optionally providing information from the remote system to the patient medication system
35 to indicate whether the status of the pétient I-'nedicatior) system and/or identity of the
l patient corresponds with the infarmation relating to the healthcare regime and/or the
identity of patient;



wherein; iv) the renpote system and the patient nedication system are

| i nked and interactively comruni cabl e whereby information relating to
the heal t hgay foé/f@s#E Is 20, transmssible to the pati ¢pbyvio07/000500
medi cati onlsystem and accessible by the patient and informtion
relating to the patient medication systemis transmssible to the
renmote system and conparable with the defined healthcare regine

stored in the system and v) the communication port is adapted for
the at |easf one healthcare agency to input. 25 jnformation apnd/or ‘to
ecerve | nf Br i TGSRERTaI0 TG e oS FHamas e hleag onp heaRisa ey
by transm ssi-on idicaling thatna peradictiensveission bidnfonmatiom hasabdenreqeivet bgrik temote
the remote systgehhe arrangenent being such that the first :
heal thcare agency and at |east one other party, 30 the said other
party being selected fromthe patient and at {1east one other

_he?l thcase wingehyciie ﬁ:sanewaﬁ]&araadér&y_ahe@eieaal ohiccotitdr @alty; s €ai6 wieR Party being
i nformation I | t regi Ire.
of the. pat i e feitnd phiErl st tienst B S5 nelinteelsdiney Whini Bifor ST
resear ch anie seaeterayden difpmation rejtiog alirectly 3% indirectyte|the healibetre aegie of the
system conpgdig®s : a) a package containing nedi cati on and which has
information relating to the identity of the package; and WO

2008/ 102370"BEf} | N2007/ 000590 8 b) an associ ated device with which

t he pachkagethesaidintegried ksalthdae: masgematteysterd eomprisebefi ng conmuni cabl y

linked to the rgnote, m&m_fﬁ,ﬁ%%ré‘tahﬁggﬂegﬁﬂcgﬁfm%ﬁ@%?ﬂ@’kﬁé{ﬁ@mand |
h

and recording information relating tothe i1dentity o he. package in
the associ ated devi c®tgnally stherdaf elatinadiertivgn MHERRYY indbnhesftbcaiseite of

t he package andiijassapatieatimediviton sydiem Sai uile(: byethe patiesit profidingniddizatidnSio be
conparable wth the, (] of the package to determ ne whether .
or not. the infor natt%ﬁ(grq%g%%g&ghga ed package corresponds with'the.
sai d 7 eborded i fi} or racPBmunication RO l%oraéﬂﬁastmnsvwrﬂmrq ASLACHHP | mNunisate
the renpte system t antbRehessiE iRl emodewies: t0 indicate whether the .
status of the packaq&- Fend/ or identity of the patient corresponds wth
the information 10 F&l A ng to the healthcare regine and/or the - = -
identity of pativknt ;the emoteciybiemeand thespatiend meidisatidneiisten angiinkethard interactively
optional 'y includi nGoRhRRMIE Afferéit 'irﬁ‘&haﬁ&ﬁ%iblﬁ%ktcf FREN healthdake” Gkgime is
trials and /- or collection of.kghar-rracow,galéi%anc? ata, liaising and ., -
i ntegration of the PEFTRRRILIE G R PYRGN BEUCPRRSATEY DIty the, eadiegt and
agenci es such as nediforatation selitingi tortbe patidnd mmesiiatidns sysien @ sénsmiashEr fo the

h . heg, Cihs ;
phar e company . heabihle st a8 xRN witehb Bufidls HoARERE FEHS s8Rl n the

their.liaising wth eacl . -Detai |l ed Description
| nvention. The feat Y888 advant ages-of the present invention wl|
become apparentv)i n ttlh?ecommunicgﬁon port is adapted for the at least one healthcare agency to input

25 information andfor to receive information relating to the heaithcare regime of the
patient by transmission of information between the communication port and fo
the remote system;

the aﬁangement being such that the first healthcare agency and at least one other party,
30 the said other party being ‘selected from the patient and at least one other healthcare
agency transmit and/or receive via the remote system information relating directly or
indirectly to the healthcare regime of the patient including the information obtained in
clinical research and pharmacovigilance;
wherein

. 35 the patient medication system comprises :
a) a package containing medication and which has information relating to the

identity of the package; and



20 followi ng.. detailed description and the preferred enbodi nent with
reference to the acconpanying figures. Definitions / Conpliance: a
patients (Qfo s9§iR%70S) adherence to a reconmended coursg gfmiogj.ﬁ@hgggnt
25 / Pharnacovigilance is the pharmacol ogi cal science re atl ng to th
detection, assessnment, understanding and prevention of adverse
effects, particul arly long termand short term side effect of

medi ci nes. General | y speaki ng pharmacovi-gi | ance is the scirence of

col I ecting nDnltor rese i n SS eval uat i i

i nformation from h ge ‘% ‘5@1 H’gl“é @%@ag‘é‘g‘? é*htegga@ﬁtr’]gh@e associated
adverse effects of- rrﬂelwmﬁemgmsmmmcabmmathﬁhemmmrmmIand@;strable with the
heal t hcare anti count eLf gl agenent systemis a personalized

LystGRH
i ntegrated heal t hcare antlygounterfelt managenment nethod and a system

35 / -Heal t hed ecargiog dfermation: feladed i e identityof thenpackagesin dhrjassociated device or
faci | itasor enits byskin WRSeByY LporDERBYeHEM et pithadoTae] adsBoiated idBlieathe said

nealt noar ¢ CyRPatEREtsRBEATS s W e Bl Gt sipltmetreror

system i ncl tddhe iéonnativn of thehengageskparkags, camesnongds Wit el negorder infprmation;
comuni cat i Qrﬂi diﬁ?s!ﬁa‘il?ﬁmwﬁiné m?bﬂﬁétfoh #Bmthd @Giofé%y@i@ﬁﬂé 1SR Rt @Rvice to indicate

schedul e, r| t1aon cation ol I n

2 i st er ChgLiEr 218 3o e peckage SRt ferdfet e Pl Forreespat wih e Temeten
packageso prelaticetd the hdaltpaciegime oot thd idemtity efpstiengs  a bl i ster pack
with a smart chip, bottle with chip, random zed pattern etc and
optionally - .10 with an associ ated devi ce descri bed herein

Associ at ed. todajitate. %SW@"dé‘?}?R!'é'ﬂ%a?P“P%a“Eﬂ?&Bf“@ QPPmB?ﬁt‘Elﬁétfe?t feedback from
i deEt i fyi noclificlatheg./ or dtecion of phaAne0Ggilabs e, ciadingind thtegtation ot thepatient
package an n ' '
ext ernal . dg'\v/r%hc‘?aag{oeﬁ%da?g P%%?r’é‘?% el’ %s %&HD% %%ﬁ/%%&ﬂe'p%n%mm
and statis @¥trihuies. phaskagempany . hedth mwﬁar@e@a@ncafncfm@ﬁbnewr%rs and their Ilatsmg g
aut hent i catyiigneadh ofhlye- medi cation package ‘i dentify and confirmthe ‘
source of. the package includi.ng production batch details, and access
i nfformati on such as manufacturing date, expiry date, place of

manuf act ur eletafieddlesptiptionl of ¢l Indentiopn in that area; 20/ ..a

comuni cation pgpg fédﬁfréé’gﬁ'é aMtaBéﬁ%ﬂﬂﬁoﬁ%@érﬁ inveIBRURI G8dni appardh® - PPafd® in the -
This inventjon also-facilitates user I a ncl udi n riat
pati ent2¥ edtligwing. . fstatled nd&?c"pﬁfé‘ pﬁ"ﬂwﬂlfed’ I‘?’?POHF"e&ht"ﬂﬁ’at&g E‘

I s especi aldoyommfﬂud;ﬁgumscl inical trials and | or collection 25 of
phar macovi gi | ance dat a. The present invention is particularly useful
I n nmoni toring pharnmacovigil ance, providing

Definitions A
v Compliance: a patient's (or doctor's) adherence to a recommended course of treatment
v Phammacovigitance is the pharmacological science relating to the detection, assessrnent,~
understanding and prevention of adverse effects, particularly long term and short term
side effect of medicines. Generally speaking pharmacovigilance is -the science of
collecting momtonng, researching, assessing and evaluating information from heaithcare
30 . providers and patients on the adverse effects of medications.
v comprehensive personalized healthcare anti-counterfeit management system is a
personalized integrated healthcare anticounterfeit management method and a system
35 ¥ Heatthbare agencies include diverse stakeholders and facilifators such as medical

practitioners, phamacists, clinical researchers, insurance agencies, distributors and
others in the _healthcare system.



phar macovi gi | ance data and nay be used to nonitor participant
conpliance wth the research protocol and goals to determ ne
preferred qefdopfzi® be perforned. Optionally, the inveptiihoiBiiodf
provi de a spectrum of nonconpliance, from m nor nonconpli ance needi ng
only corrective feedback, to significant nonconpliance requiring
partici pant renoval fromthe clinical trial or fromfuture clinical
trials. The decision rules can al so be denai n-specific, such as
detecting non- conpliance or fraud anong subjects in a drug trial,

for exanple a cardiovascular drug tri-al, or denographically

specific, slch mmataksystem ﬂﬂ@uc@écdaﬂﬁesgéhﬁ‘eras SWHepy  Petat irReessig (mits.
pI’OVI des 35 forcah,ggﬁ,(ggt,b,ﬁrgemgl decision rules to be optinmzed for the
specific sanple of participants being studied. W 2008/ 102370 ‘
PCT/ | N2007/ 000590 10Fi gure 1 Schenmatic of the system (Sheet 1) Fi gure
2 Steps Of $Syst benltbeare aegime MSinsemedipatioh gechedules Jregesiplion, imedisationt pretecol
of the patient efBndPBsdshtiGiéeiesth Rk G Sheet 3) Figure 2b Steps =
of interaction of the patient nedication systemincluding associ at ed
device with 5 the renpote system (Sheet 4) Figure 2c .Steps of ,

I nteracti on of pdtenjraédieition gystdm hlﬂedersnglﬁges pebvided witly pdckageditantifiers such as
practitioner @tﬁﬂﬁm

renote system w§?ﬁ§%ﬁk¥‘e{m§ét§g’%§3ﬁﬂe I ca gcﬁ@?@%%égg eﬂLeOtI(::Qﬁd optionally
(Sheet -®) 10 Flgﬂ?@‘@émteﬁ)éev&ﬁdP?ﬁ"é%M'Bn of the patient with the

gegl stered «Ehar Askisted (d%hie@ineﬁs a EleﬁUé ﬁ1f2fs &pHble of Qhiglidieidastsag A patkage,
evice to the patient ure ail tra
heal t hcare syst & AS] Dez%f?%:ﬁ ’“H?té? e g paCE }inedsinl%%@t\fn%%qngknahem :

var i ous
heal t hcar e agenemsts mmmomdemalpm@m ti oner 6, pharmaci sts 7; .
di stributor 8, pharnmaceutical’ '15 conpany 9 and. health insurance -

agency 10. The ald hea hcare a e ies are isola
one way!Si nter ac'l!1 ogRatign: 'ﬁlai S ﬂ‘PnBacﬁﬁQ‘? and séazusng{]ﬁ!'lal'??g&’gﬁn 'E“ﬁ““"s' -
all the healt hc:afoenatmgeelateem a:ﬂmbnt(mﬁomefam hmarmcag:enlwes!eatfyealai eufimn the

not liked with WH SR acBbR G FaticrPouch
Figure 16 |IIus¥°q]at es coé?pre ensive inte ratet%j1 alt caare stem.o suc

the present i nvaHNARFACUING deleaxpiat @ate,ﬂchﬁimgm(f@qqqe W@%@WP hdation in 't
agenci es such agesedi cal practitioner 6, pharmacists 7. distributor
8, phar ceutl cal conpany 9 and health insurance agency 10, clinical
researc (not shown) but not limted to it. The patient 5 al ong
with the rm(dl cad WWW'F@W%%@WW&WWC@W MREAFt hcar e
agenci es Vi a rermte system 4 and com‘rum cation ports :6p-10p 25

wherein t e, ;
T ol A s B B A S OB i oy
package bebagrosidepmenuaip ocatematicalaand g ashedizily usefiglgm linisaldtalsiandi/ @ecaliaetion

the assgci Ttﬁﬂnﬁ’:f'c\%lﬁ%n&?&éw communhi cably |inkable to the renote
system 30 e sai d conprehensive integrated heal thcare system

relating to, apatient is interactive ' between a first- healthcare
agency andTaé -gresent iweetioot e pagiaulany, uséfel $minbniibdngr phammegovigianag  providing

pharmacovigilance data and may be used to monitor participant compliance with the research

protocof and goals to determine preferred actions to be performed. Optionally, the invention may

30 provide a spectrum of noncompliance, from minor noncompliance needing only corrective

feedback, to significant noncompliance requiring participant removal from the clinical frial or

from future clinical trials. The decision rules can also be domain-specific, such as detecting non-

compliance or fraud among subjects in a drug frial, for example a cardiovascular drug trial, or

demographically specific, such as takmg into account gender, age or location, which prov:des

. 35 for algorthms and decision rules to be optimized for the specrﬁc sample of participants bemg
studied.



selected fromthe patient and at | east one other healthcare agency.
The system conprises of a renote system4 for storing a defined

heal t hcar ey eghdfRf4r the patient and optionally other g@%ﬁvzoﬁﬁdo%b ng
directly or indirectly to the healthcare regine; a pati

medi cati on system 2 for use by 35 the patient providing madl cation to
be taken by the patient; a conmunication port 3 for at |east one
heal t hcare agency to comunicate interactjvely with the renote system
4; WD 2008/ 023729%?_”[\]&2&@/ 000590 11 wherein; the renote system4
and the pat gnpticohthepusan{Shest B | i nked and interacti vel y
comruni cabl Eigwhe2 edigpsi af bystemaspeanion (Stekid)g to the healthcare regine is
transm ssi b t si bl e by
kgurwg §I§ﬁ s of inkidch&TYs @u&.ﬂ%&? Q}eﬁa\égc;c?at | en?ig%{e%%%ta

the patient ornation re i on
system 2 i sTigyra4R tensiohinteracon ¢fdhe wt@@yét@@ygera ingludiparpesogipted deyiarwith
the defs neldef’éﬁ&ité@%&hf(Shﬁurm stored in.the system and the

commruni cat'i at _least. .0 al 1 hc L
agency to |[ﬁ ?éP Pﬁ%ﬁa%%oa o)) e"f%’ﬁ?h’(?é?%t 'Eﬁde&Pr%f Sﬁca?pmmﬂne’
relating tdS 5hea|thcare regime of the patient by transmi ssion of

|nformatlorF@ﬁémesleashffnrﬁaﬁc%nbﬁﬁklr&ﬂoteeﬁe&wm@nefr idtdt€q Fn%HEé@ HE™

4; the arra nt eing such that the tirst healt care agency
at | east orfg’%n%@?etﬁgrty, the said other party being selected from
t he ‘pat lentFiguwel2aiStdps atibtemaotpnaif herpatiea Wititha registeredisharhaicisn Shdet 2nd/ or

recel ve | Vi SHRLBr Y By LR Rfbef @heliia dT rectly or

indirectly tote hea care reginme of The system
operates in steps of: i. registering a deflned healthcare regime for.

5 he palt i entFigure da ilasmeite aaneéhrﬁmaarﬂdamaére@?abhmﬁmgénedﬁs %térﬁ%@bhﬁganous
irectly or the re re ] r oV

the pati ent. e%ﬁ%%r{e%é&nj{c}'es sa‘:hcaést'?eoqﬁca éfg%bgﬂ?e(f § n%}afrgﬁchséo-{ d%@ %aoeutucal :
conpr i s¥Sng.campgidtiard haalh inslimpesnagangy 10-nfTbe seid |he¢lthp@bagenn§p£tane fsolated and
i dentity Ofnerdif &@C\)@gﬁte%ﬁﬁbntm ﬁ@tdaﬁéﬁt Tﬂs%ﬁe@& IsOtbt %&t\ﬁm I8 Geatthcare -
conmuni cabl Ilnkegrﬁ t&g renot e syst eg% 8‘? di ng information

rel ating tS e ad b Pspitagare AgenGies jarg, alse- Aot lik H&%‘le@‘fﬂ otherdn dag pesientional
system or s¥atan épregessem and wher eby upon di spensing of the
product.the said recorded 25 information is conparable with the

i nf or mat’i on..of { g}gckaeto det er m ne.whet her o6r not fthe
i nf or mePi ohi94Fe il PBEeRsivEi 'gfﬁ@ﬁ?ﬂd&amvéﬁ%@rqf&%m@tmvmm to

:1 heI Sﬂ.l d  integoatel petianh Gowitiahdatiicard aggicize i sitngs hmdtcbep:atutzoﬁdaaﬁtphmms 7.
t
ot o o< B GRS P 8 SRR L8 by Y Ll [ Bt

r enot e syste ng 1 nfor

the identi fnpt ?ff“‘“’!‘h@‘tﬁaftll"étﬁ? t%‘thhﬁPﬂﬁﬁ@ Slenogth e medicatipmevetege? srigegrated
the pati enwitteeiicst heamhcaps bgaicied \ﬁaherern&i@bfhtéit’ st 8A8 cHnmGREaEaH Ipdls 'sPaop

I nfor o) [ d aII nsmtted t stemw th the .
oar sy ounaEh B8 bERY HeldBR Betde? . bt rlhe FRBREReE BETetA bl i o

ascertai n Piféegeenand h@asson!ateﬂ rdgvice 11, der pavkagenbiing\adaptedite compunidatd with the
heal t hcar eadsB8ght® device and the associated device being communicably linkable to the remote

system.

30 The said ‘comprehensive integrated healthcare system relating to. a patient is interactive °
between a first heaithcare agency and at least one other parly, the said other party being
selected from the pahent and at least one other healthcare agency. The system comprises of a

" remote system4 for stonng a deﬁned heaithcare regime for the patient and optionally other data
relating directly or indirectly to the heatthcare regime; a patient medication system 2 for use by

35  the patient providing medication to be taken by the patient; a communication port 3 for at least

" one healthcare agency to communicate interactively with the remote system 4;



35 0. optionally providing information fromthe renote systemto the
patient nedication system to indicate whether the status of the
pati ent nedicabd/aaspystem and/or identity of the WO 200 ?f@ﬁ
PCT/ 1 N2007/ 000590 312 patient corresponds with the inf orgézr% i 0%’90{10590
relating to the healthcare reginme and/or the identity of patient; p.
providing information fromthe renbte systemto the at | east one
heal t hcare agency indicating that a per4qodic transm ssion of
infornationwgas, been received by the renpte 5 system whereby the
first heal t¥¢#F® agency and at ieast one other party, the said other
party being selected fromthe patient and at | east one other :
heal t hcare @geps¥tet & 4t HeOhatleRC B ' e ,l - t; :
i nformation rel a’gtlen %ﬁnec?@]y 3[ 5? ﬁﬁtﬁrg}éﬁ%hfsoys-{eﬁezhe.al ) %da%éalrfe_ | mae’y
of the lo pEaMmeicablgyherpby informatianafelztingtn i healthsamyeaipieds tagsmisgitle ththe
in |iaison patiedt reaiidatiod Hetent D r=ad @Bcestitte byahel pafiib b and Vigbifiatich reldiifg to the
sai d system.t. I . f . I bl e and concrete. techni.cal.
ef fect of ?{ﬁaﬁéﬁ [ ca@@os&gg?%{?ﬁéhsn"g%sﬁ%ﬁ %ﬁr %ﬁaﬁge"kgga%c?{g‘famaﬂ with the
count er f ei tdefiegeheatthcarededime stofedtinibe systain;landl t h care agencies; 15
conpliance of nedication intake at prescribed tinmes by the nedical
practition nai ntajnin eal t [ a that includes-health. .
Phat cat or o e edfadticHion o 3 Bubded loalnd oh 3% op7 et et 9 gt ingprmation
user i n®l udindgr forrdéebatinfommtivn #e{atiim_i tod:hb heattbeane egineafiiie paﬁbrﬁ,byhrlaomi;sion of
sugar | eveliieadttigeen A8 LoRAuniGio 35846 the %ﬁﬁ)@ %thmlﬁfﬂ'%r SHent
d phar macovi gi | a

I ncl udi ng those obtained 1n clinical research an ce
wher ei n se@§iMBguehthabhe drst eqliiraie 2o8nsy apd aliepstons ather peathe sakkpthen Ragy
said. 20 adeingselbetel fmy the patient draica leastidnb other kalthdage AgedtytRhsmit and/or receive
practitioner, i J les t m.4:

| i ai si.ng vﬁ'[?hm% %&%@%ﬁ@#ﬁﬁ%ﬁéﬁe&%ﬁﬁgl &5y P 'ﬁ@‘#‘%&é’ﬁ‘gg‘ﬁg"&?‘%’%g mg'me_ of the
practitPon®plent ysers, persons nomi nated by the user, clinical
researchers, pharnacists, pharnmaceutical conpanies, insurance
agencies etg. 25 Figure .2 and subsequent figures fromFigure 2a to

Fi gure 2f éﬁ%ﬁ@%r‘f?%fa&%ﬂg&ﬁoﬁshe system operation. Figure 2 .

i ndi cat es thd imgietedng adafined healthearp sadiremfor. tve tphtienbiniacemsoth eysitenh arad eptionally
agenci es such gferdatrOhtingRiteBFindifecty B RARFRABAMY; * Cl i ni cal
researchers, distributor etc. in the ‘healthcare chain: The . _
subroutPnes indireyfiagto fe patiet a patignt medicafion.sysig i RoREsiRg 2 eAckagss compasing a
step are separ@mbdicyioetigieasiag, édormatauielatingortiesiderityt «f tif packdge iagd the patient
i nplied that al . o 1523Hqt '-mg,gE i - lstered with
the renote s stter#%ﬂ%fg{s%e.sy tcg&nﬁ'{uﬁ us l?‘}gtgg%tﬁ%mﬁogeus&% * As shown
in the Fi gur & Xeeanding déosmptigngglating, foctie dfentity ©f i packagenip dhe: Batiephmedication
system 1 is regiysteRrcetbmaté &ytetrhdhdSierbby GPEH dispRpisih@on e prbdhciﬂ’iiséiﬂfécbﬁéd
st ep, e regil: 0N, | r ' renote system 4.

Fur Cher t he sy paldia s b Wil e Ml o T ekagd s hPing yares o
from steps 101 not 8181iagmatiomjf the esfid pmdi idiaparsingosystepf canigepgpds with tthe said
w th the sai d hegrddaGabehad@encies via said renote system 4 and :
correspondi ng sai d.we é)r;

providing to a .?elagt o%_hle%ﬂicare agency a communication port communicably
linked to the remote system; ‘ , '
30 m. periodically providing information relating to the identity of the patient and/or the status of

the package from the patient medication system to the remote system;

n. comparing the information periodically transmitied to the remote system with the
healthcare regime recorded for the patient in the remote system to ascertain whether the

information cqrre_sponds with the recorded healthcare regime; . a
35 o. optionally providing informaﬁdn from the remote system o the patient medication system
' fo indicate whether ﬂ'qe status of the patient medication system and/or identity of the



WD 2005/ 102370 PCT/1 N20071000590 13 Figure 2a depicts steps of

I nteraction of the patient with the associ ated device of the

medi catlonwos%?gglﬁmmThe patient can access the associ at ggT \6{)79(%0§90
only if his/ her registration is carried out with the nedication
system The nethod conprises of: 5 i) providing a unique |dentifier
for the associated device 1 of the patient and recording the
identifier with the healthcare regine-ofqsthe patient in the renote

e 'S, epRiSatS F B) Mt edie bl BLARE e o ve

system 4; iii) ideady ¢ftpatienttg t he patient with the associated device 1
in the remot e SP%Lﬁﬂb‘inforﬁanr}/ frofh & i Oftdnl %o Bﬁaéttig&gﬁﬁe h@ﬂih%e%ency '
t he patient . he réenpte system 4; engagi n he pac :

pati ent nedi cat Ingigating Lt @ Resipdic ﬂ"ﬁ'ég“a%séo&qféﬂf%fﬂ'a aéé’ei“ ’??%"%BYTH‘&’F'H@E
the recarded inbgemgti on which relates to the identity of the

package. and. which is stored in the associated device 1 or renote
system 4 wt h the information of the package engaged with the

associ at-ed vihewby éhelfirsichealicarargasoyaed Aldpash ong gther partys the;j spichether pash bsing
t he engaget%eﬂae&;&erﬁ u@ﬁa’u@ﬁmﬁ@s Ie%ttd?xetobﬂr ﬁ@dltddr@ﬁg&ndfedansnfucmﬁm reRBive via

and: vii) OVId reshe nds to t
stored inf % gelnéﬂ? %ﬁ'&g f"@é’ﬂ’f | Fﬁ’%m&w\oegﬁa%?ag%re regime OFthe
r egi st eli ngatidng Fplahd(a’tge santﬂeaﬁh@rasmwam alhe\biede ligispnt with each refftes through
system . Zomﬁgﬁmb%gémtlon is provided to the renote

systen i nki ng the package and associated device 1 with the

heal t hcare regi me of. the patient so as to enabl e authentication and
regi strati dhe saidl systeen resdisdathieasefoh tngitile and eodréty tecidfidabeffectofi stheatication of

of the .pat mi‘@%{;\, Bmageaé Hafing pa%arﬁér%ﬂ Sfeh&itio &&Q%:&ﬂéﬁﬂ e SdeRBes:

201 in the trent 1In utsrre catl1 on sc

set s al dr meempliages of ipedication infakgel pr%fﬁ@t@dvumﬁ byrtaq' gredilerrecitiones maintaining C

prescripti Q%mmiﬂﬁaﬁﬁamb&% iREXETE sikch aEWdiﬁﬂ@fancﬁ)ﬁhbﬁmtrewmfé&back of

nedi cati on acka t he .s a

I n Ist epI 203. gﬁeﬁ' c%%'nf’ JP%%’@P“S f 'ée g{(’g%f%sgrla ll;’eat%r gd?? ob(rfloogfs"@ﬁr Jlqull &E‘Ec}%ghe
package 2 Wausga: ¢iziness gtcas!gfecqneltlefgn@évﬁ me!urimm those, phtpiped mﬂhmaﬁnidesearch and
further a ﬁéﬁﬂ&dv@ﬂéﬁc@ﬂm&feﬁ Q&M&W@%ar&m@ aeb%&eénhmanghﬁuudmg said .-

aut ﬁéhf‘a%ﬁiﬁ?%ﬁ*'aﬁe? i Bt Ao & B ot gardtuels B o7 B o oond te

next step 248, remble sytempkilaising mihﬁi’m saichenitiatesgensiessodhelingl eedical pracitioners, -
moni tored By erS R RinRRRF By ! the A€ el | rebdiorBRdiphaviae8ts! BriMfceutical

sai d packag‘ilﬂ_I y the said assom ated device. Further,  the device also
provi des r EPMRARES dNSYraNnce 8osAsi§S €%t i on timing to the patlent The
process concludes wth the step 206 wherei n post nedication feed

ok ot SOl Mt e gl hobid k083

with the reprsetionsyEguis Zindigataw thedntemelipps Phitie Patat e vasiaus Beithcare agencies

such as doctor, pharmamst insurance agency, clinical researchers, distributor etc. in the

healthcare chain. The subroutines indicated as A, B, C etc. comesponding to each of the step

are separately elaborated in sub figures 2a to 2f. It is implied that all the said healthcare

30  agencies are registered with the remote system 4 of the system illustrated in Figure 1. As

shown in the Figure 2 the associated device of the patient medication system 1 is registered

with'the said remote system 4. In the fusther step, the registration is confirmed from the remote

system 4. Further, the system operates in various steps as shown in the figure from steps 101

10107 in temms of |

35 !

interactions of the patient with the said healthcare égencies via said remote system 4 and
coresponding said web portals 6p-10p.



with the, healthcare reginme. The healthcare regine is stored in the
renote device 4 by inputting the healthcare regine / schedul e or
clinical tgi@ddi@smncol in the associated device | of t /ﬂfzhbﬁdﬂﬁss)
medi cati on system and. comruni cating the healthcare regine from-t e
patient nedication 5 systemto the renote system4 and storing the
regime in the renote system4 as indicated in Figure 2b in step 301.
The nmethod for detecting conpliance of te patient with the

heal t hcare reginme conprises of i.storing the healthcare regi ne of

the patient in the renote device; ii.periodically checking that. the
pati ent madﬁgtab Eeueﬁgtsbﬁm ofinteraction of thajtignd withtietassocidtixbdevicd of haniedication’

system 4; i/ ptaﬁlﬁ'ut%@téc%&s @9&%&5&9% %’ez-i ol 3% H%)rtre% iion is.carried

communi cabl | nk to t r enot e tem a prede

to validat é’”h‘&'ﬁbff‘@ﬁ@é'@?t@nﬂﬁéenheﬁlet megiesef: gener ating and"
transmtsding a prSEMGa dnlué ental foPht atdciatedldetibe Bﬁﬂ'léﬁéﬂenf@iﬂll ré€indiff the

Syatem s not oMt RRDS Mdrels ool 1A% Bt B kv a7l 1 oger e

pre-set del ay faswerialed deviged; of transni ssion of the message in step ’
i), genegnti NgptioAAE rédéﬁvﬂé HichifinAStioR sIRAIDAGE rdditrdfion fﬁﬁ§ﬁ19 %f‘ot@éysfem

medi cal practitionper, of Ptlent or, .a, .nom nated I ndivid
i ndi cat i ng"on- %ﬁfﬂ"!‘%ﬁ'ﬁ@aw wilhdhe,agspeiaied devias 1im ihefmpte ﬁ%?%ﬁ"é
regi ne; 10andv)’ 2Oregistekiag the hbatheae fegine afiehi pati¢nit Oths eatotssystemehnuni cabl y

i nked 10 (e, odBh e PUabEEbr td ERBH el sﬁétgﬂgﬂh?ﬂxe Bsdclifed RIDL £

systemrelalngtot statu
of the packBge @HPaprDiedreRidedciatoaration which relgteg to HT%'Idﬁ'ﬁltM #hthe paghege. and
medi cal -~ pract i wiighie Eﬁtoredﬁﬁﬁxe'ﬁbﬁcﬁﬁwtdeﬁib& AOSrembR syadmamdhe iRfofrhdlidh 6f the

R T

schedul es ‘set ent I-one previo -
associ dfed devi ln@nﬂ@oofof theecengagiidcrackage epyresrands with lhe mcerdgqytf@rmaﬂbn _
as shown in stepg301;. plnglng t he devi ce intermttently to check

whet her the assocl e online-in s .on- .
e 0 ROl AR 1 S R SrpPorP B 0 Ao W BSR e
not' found to behaidentiy oametdaekagemegletbn@mmmwelm then asstoeipte@ @i8vice in the
sending SMB t 0 {8 l;pal practitioner /° doctor and persons

nom nat ed‘b t he Patlent i f the associated device 1 is not found .
onl i ne ngeW epbYeinrognation is, pryideq fopthe semefs System folinking dhe, package andoasspgipted
of the ti ndevideanyithcheseatthdaacdbimelof tha batieht sonas th enattsatheantietion dWregiﬂraimn.‘

maki ng t heg ﬁ‘tﬁ&qg@}‘gggpgg%&n%v@@@bl e to the authenticated nmedical

practitioner 1n rea hown in step 305; neking the feedback
data available to the authenticated nedical 35 practitioner in real .

time i’:ls‘ s hm*u'@ régibh%ﬁ@pof&ﬁ@patéﬁﬁﬂﬁ'lﬁ& $dics hsstiatel aéwﬂﬁ} &S inBlickited By %B?Zﬁﬁ'n the
ar ca witr o e Tpus RRgu $RShe HTEE R ingb Ry FBlertfiest Shuo i

request. ‘f rigferenge te dher prascripinovin thenassoeipted @zvicand J0Berl paninserts medication

PCT/ | N20074RR0pWintolthe Ehig UERcidRd ldblisss{ bRt @9&@&2@4 e\n% frtitdd 8tep, 204,

Interact on lggrah%rq %f etsla%n[;[acl\ggte@ \mg'reﬁwges ildsa;[sggc?agedd ev:oe 1 ts carried out and further

authentication of the said package 2 is checked in the associated device 1. The process

30 continues only if the package authentication is wnﬁmpd'by the said associated device. In the

next step 205, the compliance with the medication schedule is monitored by sensing presence /

absence of the medication in the said package by the said associated device. Further, the

device also provides reminders at the medication fiming fo 1!.he patient. The process cdncludes

" with the step 2067 wherein  post medication feed back by is entered in the said asscciated

35 device by the patient.



medi cal practitioner. If the doctor is registered with the renote
system 4, he enters prescription on prescription interface provided
at his |ocglo fiRghbng / conputer as indicated in step 40 ,
Gener ati on of the patients name and the prescription |d%nta¥fgﬁh&S5
nunber takes place at the nedical practitioner / doctor's end as

i ndicated in step 402. The said prescription is logged in.the said
renote system4 in step 403. The prescriqqtion is also saved in the

| ocal nachinpe of he docto S wn_in st 4,

405 i meur an BT e BRI erich ReBh 405 sa1e gpplgpoe o 2 Hlen
machi ne / c@’rme bealthGine reginien tTha hedlthcara redirge s sredio ﬂtehemptatde'em4 bsinpyiting
10 406). . lthe hitndRs Fe@fmé I%cﬁla‘ahlero?ain%l%ﬁ Brotcbiln &Q%sé&ﬁ@d%e%féi Sihéhpatient

he/ she prow des hand wri escription to the a I ent wherein the
prescri pti JRCHTRR SYSRMm g”é'ﬂé%"ﬂ'f’@ﬂ"‘%‘l"gt & Wsatticagcregimeatiem W fatark me‘j"’at"’“
enters the syatbmrtaﬂta remofersybiem 4 arciadtoring diie regimedn mebmte(mmp AdE7indicakéakin
met hod, of g t f . i

o whom & gy udlafh R el i b B el G B 128incere
agency, pr éF@W&EP’}?P"&eﬁE%l cal practitioner, conprisi ng: 15 i) either.

a) generat]j onstorhtg%ﬁ&atsmgﬁae@fmapweaﬁﬁm&%&ae@ died&ﬂt ifier on

f Aegit
Peal thoar o rHarRRes R8s Rt P8 PP pofigti, Flnct Babrafiih oo © me
gener at lon by t Fenotesiisteal4;practiti oner of a prescription identifier

conpri si ng tihgherd 8! ﬂﬁﬁrn%dcﬁﬁﬁﬂ@s@%dsrﬁo?% ediniridaBl iRkkdt O 14 B remote
patient; 20 ii) commupi cat I[%}gf@t heeJJrescrl tjon identifier

renote systemvHEED 8 MgRed [ae o (validRfs adrerance ﬁﬁﬁ?%h?ﬁ'@?r%feg'me
medi cal practi t goreting asd dacasiting la pessag@db thedpatiadtete linktthe @etienb meditation

the renote SVStﬁIQﬁ-ntWﬂjiéthQ{és ghot ered nedi cal practitioner |

doctor /clinical” researcher e steps conprises of the follow ri 25

provi siBn ofvwheee therRsfenlriesiraiosgaelMhig neheqroad Rl diskeshig the metoty 'é\fs"em 4
the medicati on sfedaprdset dbiay frgmittieaite, of reRMAiissRA o?ﬂ@mnésbﬂgesﬁsﬁp iti), generating

associ at ed dEVI %%{tﬁagwﬂ%hgpcgﬁﬁsg%e%%{ lega%n %é %@glﬁae I'ISFOf pattlgllﬁ OI' a

| ocal nmachine o I oner. S i renote
system 4 (st ep Bopipated dnshvidugl Indigatingdnen-complianesi gnthef palhet wils tahihgalthcare
and pre-progr anaggﬁer@‘morts to the nmedical practiti oners /" doct or

| ocal ITB.ChI ne ugh th [ enet re determ for t |
0 P " St TRt el AT, et e S Peer R B e S8,
conpl i ance and, reberdiddmfckmationtirtbe reyedie systent @Fahh@tortmj‘imbf o nktand theridentity

/ doctor /cli ”i'&ﬁl' StHES EBhE PEla@arll SroliRRGhedBBE 1 E s&8 imtiAAlor 18 theShBfical
503. Figure 2e illustrates steps in the interaction of the patient

with the regi st%’?‘@‘ﬁmeﬁhar maci st. The 35 prescription identifier is.
retrieved by the pharmacist fromthe renpte systemoptionally he can

enter tie ppe é‘rﬁé %:Acﬁ%&h'#@hm@ﬂ‘%e %%t%ﬁﬁ%!@&%% s?elgftsto?ﬁargﬁl%hﬁﬁlofme'

practiti oner macl st's

web- based . fﬁﬂt"&%’f%@”ﬁ SQ’"rRy\M'f—' patiertiragntionpd in the pryious stepfirmirpegstepiaedevice
PCT/ 1 N20071 @0 HeSfedichord Q@teﬁh@rmaeerﬁd@ sfistbrﬁ hexsdabwn nedté 80l; bingih the device

medi ci ne. %%%%g@qg %hecﬂ vﬁﬁ%ar E%X. a socr éeQ.r 1O|.£s o%!m% 1n %% de a%bgf E‘Eé"r?{aﬁgn.

along with'in tron’s SWEQrcal - practitroner: ]
name, i ns#rkiapemissinntarihe pafieptihihie IﬂW@teé degee hisgof f@yeﬂ tOrb@aﬂllrw@t thettimye of

602) ;" ggnemaditaion aAGstE 308, 8P SMS to the medical practitioner / doctor and persons
nominated by the patient if the associated device 1 is not found anline even after stipulated timé
of dose time in step 304; receipt of the time s‘tanypéd user feedback data from the associated
device 1; making the feedback data available to the authenticated medical practitioner in real
time as shown iﬁ step 305; making the feedback data available to the authenticated medical

35 practitioner in real fime as shown in ;s.tep 306; sending list of pharmacists with cdntact details
including name, phone number, address and the map in the area where the device is located to
the associated device upon request from the user as shown in step 307.



bill, formand rel evant docunents that are signed by the patient
(step 603). 5 Figure 2f depicts the source of the associated device 1

to the patyQpsiipassoci ated device | nmay be subscri 9@9/[&@0%69
patient by the insurance agency. In.this case, patient registers

associ ated device 1 with the renote system4 (step 701) ; the patlent
visits pharmacists, purchases the nedication package (step 702-705)
and the process continues as illustrateds n 10 Figure 2a. The case
wherein the associated device | is not subscribed by the. insurance
agency, the patient visits doctor, collects prescription and

pur chases tHigure Zcdiluabalexpratasd stéawlndhe Interetiomof the pptieat witc the tregistendd doctor /

(step 710) rﬁé?:‘léap&ggmpﬁér r %é&&cﬂ' fs(?@glﬁérea Ofn %tn'zrﬁ&é syNedria, ttﬁ%nﬁa?é erscnpton

associ at ed devi ce (st ) pat | ent can al so purchase
associ at ed %eﬂmptﬁ"dﬂt?'&?@t%?‘" ef’sa@é‘ﬁ‘ loeRl magpine / %@P‘H‘@p s pdigted é’P §‘eP 401.
Wi th the afuehéraGeokrationiot the pafiaitsefianieldnd the ipeespriptiore idbntifisemiter téhes fibce at

di cat .

Tedl catl on RRERR ol 38 ASROR A EF B2, MBS Yo
patient medi E‘&ﬁ?@ﬁe@%ﬁﬁﬁfﬁéﬂf’p‘ﬁﬂs@@ Theracanfien isaoamedig theraesl Baehingef
ang whi ch m@dddﬁr@’srzﬁhbwm §t6y A4, n?\hst $holvfiGn ls@ﬁnﬂ)stiﬁsdiﬁncé &@mPid ¢¢AgBtion and
and an associa Vi e ac

t he associ £f‘%*8‘5 ag{;\ecé«g’ct%s%g‘?ﬁﬂ’ ?ﬂwmagjlﬂﬁ ﬁ?@éﬁ lﬁ?%%f! ﬁéeretggf@?q Baq'enf (step
syst em W a6k edfithe dediirds aitirbgisterad with i eerplessysiemid.cietshe etwides hend written
i nfor mat i ondsehibh ROthE ?aﬁehﬁwﬁé#émmet preipfidAGuRBEK3 §Bndrited Qﬁh@%ﬁ&ﬁh&&t%ﬂd

device 1 or renote s - wher eby on engagenent  of
and associ &g h Beﬁﬁeé%mf ipfgEmatign g P'éd?ﬁagéﬁ"hm FOOFREES (ﬁ?p|‘£ﬂl}goﬁ% r'?g?og of .

with-the i @éﬂnmﬂmhmmeqfreéchmxopadﬂowefdrm phtitatriaiwhemviheedical pescription bdscbeen

25 infornma 9}9&% . said ‘-
recor ded |rI FQ{I%%%% g¥|ona prow I ng mf'or‘ﬁ%tl n fromthe

renot e 1éystem 4) eierhe associ ated devi ce 1 to indicate whether the: -
status of hh@er{é%hkﬁgﬁa aﬁaﬁﬁéusﬂoﬂarpwsbﬁpnaﬁ idefifiepat presdntaAion bma@mmd the

the infor t he heal e reagi e .
dent 1ty oRepier eniPrahe P redidp s e ont Ao i lind B lpbhiber -
i nteractive anc#)oﬂenewvn pw foa m@élaalspmg@mmr edf a prescriptien Fden'gieﬁ@amnsmg the
dat a decodhgdnpia iy méié}{dqnmlﬂ{aﬁ&ﬁ%ﬁh toPpatieftt Or age means; anal.og.to
digital convert r data sa n n z ans, so.confiqur.e :
to comflnicate GPW"QH'C%E‘QE) Fgcﬂaii"a' g‘ﬂﬂ'? etogbeggg' Ol SYSRE i A FgniugiFaton -
regi st er - t hert forwninhhahe pheenacishat rhedital practisionerdigs stoess. pr oduct package. -

when housed / located in the said housing and optionally carry out
transient data collection or.- communicate with and /or 35 thro :
@E 8racht!oner !

renote or Fiseytdindigates ipteraction ‘grﬁedﬁffﬁof?rﬂﬁew 4 wih e poistredpedi
transm ssi degtordekhicaltrésearchera Thdistepd contprisiesscf itteefbllosingof transi ent data

f
2008/ 1055780k PRI 5Bl el et HEE s B Ry vl fiBlon hbn by the
patient meBRteak rqgﬁwgq/@%me@eﬁms&@@sed(ﬁ/evaﬁhmwéwm dfdhasGaMY CRRS 3ol to -
- associ at g¢d ldbevﬂneanmé 5ikdigh! PraBWBhér /NREIATH theosaiC R0l sySte P (sRBLBDY);

Sgg k\gg:acg o%llr%'lgl ahon %%gqlsflg?%%q % %Ls «:)r\r’1\'li:»:te<§1 a%(ri] p?es-&%r'a%%&’ rgp ik 4§ ’thet rbrgdical
practitioners / doctor local mach;ne thmugh the intemet in a pre determined format by the
30  remote system 4 as shown in step 502 and transmission of the compliance and feedback of the
patient to the medical practitioner / doctor /clinical researcher on his local machine as shown in
step 503.

Figure 2e illustrates steps in the interaction of the patient with the registered phammacist. The
35 - prescription identifier is retrieved by the pharmacist from the remote system optionally he can
enter the prescription identifier (that is generated at the medjcal practitioner's end) in the
pharmacists machine / computer on the web-based interface as shown in step 601; access to
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cl osed or optionally with closure nmeans, the said plurality of
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i nterconnected; signal generating neans adapted to convey R
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contai nments; a chip, the said chip being optional when signal
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spaces forneprisesef: first |amna to contain the product cI osed with
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processing, data storage means; analog to digital converter, data sampling and organizing
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reglster the product user, authenticate, register product package when housed / located in the
said housung and optionally carry out transient data collection or commumcate with and /or
35 through a remote or integrated data system optionally for the collectlon transmission, collation,
archival or dissipation of fransient data or information provided by the user or combinations
thereof.



| am na attached to the first lamna to forma closure so as to sea
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product (s) W™®Me sai d encl osed spaces; the said- containnent/s and /
or closure/s being non-electrically interconnected; chip and

optionally i .
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30 such that the device is registrable fo the patient; the package is registrable to the device; and

the identity and/or status of the package and device are comparable to the heaithcare regime

for the patient so as to enable authentication of the identifty and/or. status of the package to

determine compliance or otherwise of the patient with the healthcare regime.

35 in one of the variants of this embodiment the smart package comprises a plurality of
containment/s adapted to receive a product, each containment being closed or optionally with
closure means wherein the containment/s andfor closure/s are_non-electﬁcallyninterconnected;



generated fromthe signal generating neans is generated fromthe
smart package resulting from 15 a change in the physical, electrical,
thermal , oRid %84102¥psual property, characteristics or Sb@?ﬁrﬁzo@muoéﬁe
smart package I'n yet another variant the package conprises
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nedi cation systemthe smart package corrprl ses a first sheet having

mul tiple ang&'aﬂ%&lvaﬁ %’ré's%?a %%Q @ns%% gcfﬁtaéi}nfé%n‘i/s?i ﬁﬁ%'fcf'r%?ong or plurality -

t her eof an |nen5|one rec ve |n

mul tipl e cAffeaqsed apasgs fwﬂesbe ﬁuﬁﬁg laming ta ceiin g Psqsiwta:és@e@raﬁt yesonghupiurable

to the upstaida &ﬂa&a@whﬁsmstasamaqadorﬁh%bsﬁracsér@dto 4@l &ﬂq)r&ﬁﬁpm%e said
surface of thle first _sh t S0, as- #g@fr vi de ﬁposures

mul tiple oSBRAPHYs SPRCeSt S £ 79 ¢ &2 #1d* o Hp SheHPR! ‘W{f “hon-electrically
i ndi vi di¥al ijergenaected shigradd betiong)ly daspruerdnd traetsiver meansi espondi ng
closures such that respective signatures are substantially detectable
only if th |r corres ondln closures are intact. In one of the - a
variants of" Y§iPRoR&Hy r@@'@%‘ﬁé‘@ﬁﬂ%a@B"ﬁPB?ﬁS’cﬂﬁ‘éﬁi’%ﬁ‘? $ibgrtppckage and
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respect i veSOmASGht absorptive surface regions integral with the

second sheet opposite openings to correspondi ng upstandi ng

cont ai %ren(t;ar&ﬁ%%b’rln&%l aé“h‘rs‘f"%% ﬁé H%S%W%fq@mg{saanot ﬂﬁh%@%@%ee?a}t? ﬂormed ‘

si gnat Ures conpri se Bsor pti-on -0 ari an .
respect i veSRASERGARATES Of the5aid Beckpes tmﬂﬁﬁ‘eeﬂa@cff’ﬂqgaﬁnc'éﬁﬁﬁ’pﬁﬂﬁ@ﬁt%ss through

di sposed uqn@rsatdlepamend sdeasd lmm%tdvﬁie@pﬁm ﬂ@lﬁ)rﬁt&l p@ﬂém@%ﬂﬂiﬂﬁﬁ Pewided

upst andi n ol ainnen apsu reln

dgt ect abl g 9r%| %Dﬁ'a?g‘r? Qb o ai%rpr% w“g?'e I %P'é mt YRY Peﬁ ?ﬁ% g?d‘?gﬁesu‘:h
respect i vethal whenthe arlodm infbe eackege Eaemnvednm Isaid psmmi rmﬁpn coreespanding to
packagey of thiiodieds 686 lré?ﬁbvaas Wﬁa%%&rcbﬁﬁﬁslngaa ;mﬁ:aﬂy 6f conaﬁmgﬁ it e form of

I ncI udes; aﬁrs’{3 Qz}c[;aﬂ%qemlna in 81none ora rﬂurgllrty oP erPc{oset:lrj spabes are foermrrgcY% contg:n the
product{s) closed with a second package rupturable lamina attached to the unformed portion of
the first package lamina fo seal the product(s) in ﬂ’;e said enclosed spaces; the -said-

_containment/s and / or closure/é being non-electncally mterconnected chip and opt:onally
35 transmitter and / or receiver means;



cl osure that encloses the product within the entrapnment region prior
toits, renoval and that allows passage of the product fromthe

ent rapnent weghfh,sHaon its renmoval; 20 a conponent havi Rgrsif uﬁ%ﬁs
and bei ng di sposed adj acent the* closure such that the si gnat ures
substantially detectable only if the closures is intact a reader that
i ncl udes, a sensor to sense signature when a product is disposed
within the: enttapnent region; and a 254g eceptor region contoured to
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t hat i ncl U@%a@te’ﬁi@l%ﬁ w@ﬁw@émgedéb 49D BE UisRirsed 3R Ble BRBRFEf a FrodiicEom a
space; sensor to.s Itthe S|egnal generated by the signal generator
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. correspondmg closures are intact. In one of the variants of this embod:ment the respective
35 components include respective discrete magneis respectively secured to the second sheet )
opposite openings to comesponding upstanding containment capsules; and wherein the

substantially detectable signatures comprise respective magnetic fields. In ancthér varant of
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the signal generator, and a second comunication interface to
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30 reader and encoded with second information; processing circuitry associated with the reader to

process the first information and the second infoimation to authenticate the package; and a
‘communication interface to communicate information between the first data starage circuitry and

the second data storage circuitry and the processing circuitry.

35  In yet another variant the processing éimuitry is coupled to receive a sensor signal indicative of
receipt of a signal imparted by the signal generator; and a communication interface to
communicate information externally to the reader that is indicative of the imparting of a signal
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trial for collection of collection of pharnmacovi-gilance data wherein
the system conprises: 15 i) registering a-defined heal t hcare regime .
peot dre)rf thevasians, E‘&FF’éﬁPa“r"ﬁg%lfuftBﬁ’F&P’@P"@? istdalnsiareapeircyiy peoyred to
ot her dat atheciakdgagandi onesict With rfirst idbrirabdn; sedond tdag émad;é &iraitg secured to the

o9t e (P QLABOll onb Aok B L ek Bt R RA LB AL &R BRI FEELER o

system conpf | sing a package. Mprrsi h I Spensin
i nf of mat i oﬁmp‘éﬂséhﬁ? ﬁ@t mfsmmtemaaérﬂtq s8r0nd lf@i@aﬁozdﬂ ﬂ%ﬁ%@fedhﬁ P@qlfége a first. -

patient. WBQhrﬁaﬁlédﬁ&n PeFhR D E@hmmzsémmmh Ib¥twleb k8 Eirst @ath &eragé effGand

system, rec I nf.or tlonrelatln to X
Senel 29 obershesTseBighrede SEGEY Shd e aRohil kPG, b g ppypled o

system an d resbive @ bqnsgmgnatintsMMsofrrgceam of ansignapimpedest byt theesigril deneemrr dect] .
information is conparable with the information of the 25 package to -

det erm ne whether or not. the information of. the said .
i Spensi g™ S5ETa FPRBKPGEIED e ST mPECPA SR it rarer e
provi di ng Indicative opthe rgparitugrof & signal gendrhied by theisignbl generator through a free space in
conmmun '73 at ihg @n%rﬁent region to the sensor in the absence of the product within the enfrapment regton

In anather embodiment the smart package includes;

an entrapment region to contain a product; a removable. closure that encloses the product within

30 the enftrapment region prior fo its removal and that aiiows passage of the product from the
entraprnent. region upon its removal; a magnetic material associated with the closure; a reader
that includes, a 'sensor to sense a magnetic signal imparted by the magnetic material when the
product is disposed within the entrapment region; and ' '

35 a receptor region contoured to receive at least a portion of the product package that includes
the entrapment region and to align the sensor with the entrapment region to permit the magnetic
matetial to impart a magnetic signal to the sensor prior to removal of the closure while the



conmmuni cably linked to the renote systenm v) periodically providi ng
information relating to the identity of the patient and/or the

st atus of e fromthe patient nedication syste

renot e systwebrar%()%%?ﬁconpari ng the information periodi Caﬂ:%ztog‘ﬁooowo
transmitted to the renbte systemwi th the healthcare regi ne recorded
for the patient in the renote systemto ascertain whether the
information corresponds with the recordeg heal thcare regine; vii)
optionally providi n |n orration fromthe r e systemto. the

ot on !t et B e GRS e b ot R B HeS bt B th
patient medmackdgecnd ayaﬁemwﬂrmmnfonnaﬂwn tsetond afbtatstueageaircwing secaned tdheredder

th th
Menti 1y of o eadef it Sl Bbohdtoh, Wocdisid BEBIT aesh BBl TR (i B rooss
opti onal | y 1 distdinfgmation N theo Redore infermation: e t alrtheptisatantie Pf“ﬂ‘égfﬁ)ar 7 yfirst
carrying OLHomnﬁhE:aﬁdnl iftbigak td dohfMunicawdiifériatich Set@denahdstidelistrage circuitry and

transm SSI i nf t

wher eby th 3?099 c%?;%uﬁg%'é@% %g%gﬂ)m ca gt%??um n&s %Sﬁg&?cu%%% o
whet her t haegrivei acsansorasignalondirativedof receint ofla sipral imrt@mbsam magugtigwateriasand
It t I's e;/l g@%eofnftﬁ&orﬁrh@m&ﬁ?ﬁﬁféﬁaée{%%&h?ﬁ:cﬂé%rﬂﬁﬁc;rﬁeﬂ@?é‘l?@o mlarigacﬁﬂmat is
integrate althca anti-gcoun enment. . systemrel ati.n
bt ont EEHG & e meeang pOR B b e rPRERCTRerL ] R caer Byt e taepr
at | easto orie woduet witidn thy entrdpmestgegioot her party being selected from = .
the lo patient and at |eastone.other healthcare agency wherein .
patient is at the focal point (patient centric method) and '

heal t hcar e IBgraer gabadipant e natient fgicgion System geraprises 1’.8%8"?9? Pitemcamesing:
agency, héahtehbadded gteradonipfsing it BBGiIRY bhdSbringanEaas b@sprisbh optiotally a data

resear chertp Q%r. réargéa%g and @géncﬁﬁtéﬁ&[oﬁ%éﬁ e are integrated with

t he patien r &R each other via
aut hent 15c aeagwarpurceduiliinerogtionathciedugedio provi de the useful techni cal

effect of: néﬁaéce@ambe&hpa;ﬁehﬁartﬁésémanmh@%w@ﬁ package agai nst
counterfeit wherein the s% g1 g%@ptlfles and confirns the source of
t he. nedi cafiSSPPRERRGEC RS BE ud WA mati on  such as

nmanuf act ur iargeatatfer, authgnlicafion secheas g encedast chig rmifaspatiemeor geoder patiecabr a

val i dat i onm%rgr@}nba{ag@},sg;egeof / registration and authentication of
t he a5500|atad devi ce and-various stakeholders 20 . including

medi cal20pr SBYANeh play 4 intefactye MEANSt s and. users to the renote system /.
user conpl aaassng roeahscthatrastivates ¢ deaciitatesrupah dispensing SiBe pmdquranateeﬂclagel'
sent to th rt;gh Gl a;p;%p SIEN it the sdiPdnekRiH febn: be
online at e rﬁe\(?"{gﬁcj)léh It'l Co?ll%?)ﬂ] S SI S sentthto t é’ rre%%csal

practiti oné’i"‘e‘aﬁ'd peopl e nom nated by the patient at the-tinme of

regi strati e ki entRIsari afstmh de\coafguicd Wininkk Boisiigd meansoahd Pt with

after bstapt i.al

op! i Sce b Bbuchirps 8 o085 e Said R ot PR SR LAy Pt
ef fects of omm@yma@gﬁw@r&em@qmw%n ng clinical trials /

resear ch a@flelginam acovi gi | ance

the said package is authenticated by the remote system;
aptionally prompting product consumption,

30 the said sensing means senses the product dispense, the said operating system records and
transmits / communicates real time product dispense data via said interaction / communication
means to the remote device,
rendering the package un-authentic in case of compromise / tampering.

35 Ina specific embodimeﬁt of this invention when used in clinical trials, it providés a method for
interactively collecting pharmacovigilance data retating to a patient by::



/ patient feedback wherein user enters post nedication feedback in
the nedication systemthat is time stanped and transferred to the
server whegey M}ﬁsﬁal d datais 30 ' available for a ai‘{:{’ﬁﬂobﬁ(ﬁ{)
practltloner |n real ime; / generation of the prescription at
doctors end and further storage of the sanme at the renote system

| evel and doctors end; / generation and transm ssion of custom zed
and pre-programed reports for the nedicg practitioners at his /her

| ocal machi ne through t.he e e d ter gLie e
mai nt ai ni ng sedured YRFA" {r?g't"'f %%S'Pfd’é%af‘% R"?)Vr E ousoqs"{ro%%hgf”d’er spajpnt
i ncludi ng said assodeithe eeinalesysien S0 iRDOSiCN 285t PCTHe METHIN GO gBoEatient

25 / providing real éwra%sa%h@a&aten%ﬂé@ddnng&au.mal ysed form
to diverse agencies in. the healthcare chain; ﬁ_@tl n&g@e ‘stical
Cc

and ot her repofits t REFodicly pEevidingJefoeptigy re'?t’@%lt‘t B BatEng apslor
by neanss i ncl udi ng wefsnie® nedichtiorsiakepsiuridg the einicalirigal tobe reprteagystem. of
t he dosage uptake by the users; 5/ facility at the pharnacists end
to see the nedicine and dosages entered by the nedical . practiti.oner

I doctor f diurtherdt RRaides amefiagivderin the systas may FOPTISER ey iSe fRumPRitRY of measure
pr act i ti onegresr as’b%aﬁnf 18 imedithiScoR@iiBh, of td FRiERBGh mwm)aemﬂ:ta) bldBd pessure,

etc.; / rem.nde [ OV Si Op to di'st : I~
machi ne/ coertr%at]éthet'ﬁrrg‘ug?tpaggrﬂdgﬁ oK unm{eﬁ?o orrranl?gen a ?l{)a/\tlitomahcally
stock" # pumepeally.ar pharmacy for particul ar brand; 10 / access lto -
the distributor to the database on the said renote system about t he
sell pattern of artlcul ar brand di ci ne and, vol unes '
sare; | pr QU PLARES bia 40 et SR e TR, SRS i s P tipive
all di st r-i bueaos betaesh af lezst @ri mlierd irolbé clininabtigltand b @athacamlyimg @t d-clinical trial for

| i ai soni'ng Widetort i oiiaiof] oPg?Jnané‘o@ igfareg 848G g@aehw YR LoRpAles2 )

pract I tioners, users, rsons- -nom nat phar neci st S

he user, -
clini cal’ researt),hers"’gﬁf?f?{tgrrﬁ(‘i'é'il’lef’é‘&‘lI CRIB RSHING é§ p’PtH%qprfarrFE%p%F@QHEFé@mte '

etc. . / .registered Wémmdeﬁﬁd}ﬁﬂwmﬁ&fﬁdﬁ mﬁhngﬁiﬂﬂﬁoamardcﬂ)btoelhwhemmcareﬁ_

al | d| stributors anq ®h stock through the database; /.
i nteraction of insurah ce a en dlrectlg?vuth t he patient. and through .
the renote syst®m. I’QPV!SB}"QV\E the” padieptha Rehient apgdication systen) RMPIiRNGCH pagkage. -

1 A nmethod of provi @bhgnsm é'ﬁtﬁﬂ&ﬁbﬁdusﬁ@@héhﬁﬁﬁﬂhﬁﬁ?@ﬁﬁﬁ&@%esmﬁwfm the

| B
neai (i e agenty aftebe ra st e R e S Skt epi e

bei ng sel ect ed fromrerhade pysténent and
) optionally recording information: relating to the identity of the package in the
patient medication system or remote system and whereby upon dlspensrng of the
product the said recorded information is camparable with the information of the
25 . p‘.ackage to detemmine whether or not the information of the said product ’
dispensing sy‘stern corresponds with the said recorded information; - .
. i) providing to the parly canying out the clinical frial a communication port
, cammunicably linked to the remote system;
V) periodically providing information relating to the identity of the patient and/or the
30 status of the package from the patient medication system fo the remote system;
vi)  comparing the information periodically transmitted to the remote system with the
healthcare regime recorded for the patient in the remote system to ascertain
whether the information comespaonds with the recorded healthcare regime;
vii) optionally providing information from the remote system to the patient medication
35 system to indicate whether the status of the patient medlcatlon system and/or
identity of the patient corresponds with the information relating to the healthcare
_ regime and/or the identity of patient;



at | east one other healthcare agency, the method conprising : i.
registering a defined healthcare regine for the patient in a renote
syst em anduQpidh@fiBsdoy other data relating directly or i ?eir}iﬁiﬁ{ﬂl%oéﬁ
the healthcare regime; ii. providing to the patient a patien

medi cati on system conprising a. a package conprising a product for

di spensing and information relating to the identity of the package;

b. an associ ated device w th which the pgackage is engagable so as to
be readabl e by the associated. devi.ce he tie ne ation

syst em bei ng -corﬁ'fﬁni 8@‘8(‘?}@*’(%?5‘8 ’?‘%"'PH%“M&R g\??ﬁ? f‘h&' 6"&?"5‘35'3'"9 out
associ at ed devi ce; i the dieicad tritd ingicitingdhatea periedicdiansmingjon of infomnatide has bgen

of the package in thgecgieéd ry;eremefysggghon systemor renote system and
wher-eby upon dIS ensi n ct -the sai.d recgorded information

pr.a
o ompar ALVTRMAtRe par Lpiin i e GlTacal it e plE e egetioe aptene compled
whet her ©r wittthe heaithedroregiatel on of the said product dispensing system -
corresponds with the said recorded information; v. providi ng to the
at | east one heal thcare agency a communication port conmmunicably
linked to tHws/tdasvidens flat &g prosent jpugntisn ipexides 2 sraiiqdaandan lnﬂewﬁwathealwcare
rel ating t GartitQuntelsitrhanag@hert BRstgnatrélsting to anpHtieAt itlieh Blinbrd&tiveTbetwen a first

package fr tient stemta . renpie:s

vii. conpari ny}%ﬁog AT rr?a%?%’ﬁﬁ?)"eer cF\ge 1ne§/1etsra[gn§?ﬁr e 'éydgq %’ﬂiﬁeﬂe@& g\e .
syst em 10 tmt@rﬁ@nn@aieaﬁme@meemaﬁbmemmmwm patientgsi e the focalpain épatient
renot e systc@ﬂhctrﬁe@&ﬁ%a%am%@ B@éncwesubm%r.a@&.wrb;&%neépﬂm isiirBhnce

t he recorded care re tionall rovi di n
0 or mat | orPSPRG ISR eVt Biaareyiceh Erna e A B oy A
to indi cat enediatidrepackige B¢ atageataf withibe patierd ahd alve dreciatiiaison wifs¢azmother via

and/ or i de%&k%ﬂ&&d%ﬂﬁr@@&e&%&é&é q%]%gefdgent el é Fmation

relatln%tothe heal re regl ne and/ or atlent I X. - .
provi di Rg i nf%r Adbedratiop #h ‘!“ﬂe’“‘?%‘?‘r’ﬁ?’é Pagkage nagaist ﬁ%“rﬁﬂffelte"ﬁsefe"bﬁﬁe system
heal thcar e agenmmamm@stﬂwmmmmwmbmpm@amﬁsses information
information ha d eg%
first healthcar gucggagn%c%‘%%ﬁgx@[dﬁ@ e&lp%c éTg’[ erﬁy'%érr? htcilpgl |darﬁon. :
party being sel Bdhatgrepedin t he patient and at | east one ot her
heal t hcar e agenggistrition N&di &utﬁé?ﬂééﬁbn rgtCifib Vissiidialed [¥BviES ARY Qraﬁdb%t §hkeholders
I nf or I on relatlng dlre? dlrec}slay\totg%heal re reglrre
of t h[em?]tg ati ent. including medica oners p armacis d.users eremoesys em,

R ¥ user compliance fo doctors prescription wherein. SMS is generated and sent to the

patient if the associated device is ot found fo be online at the ttme of medication; SMS
is sent to the medical practitioner and people norninated by the patlent at the time of
reglsu'atton if the associated device is found not to be online even after substantial ime
' 25 lapse after dose time; ' ' ' . -
‘ v recording user compliance to med:cahon and acquiring patient feedback on the effects of
the medication including durmg clinical trials / research and phannacowgilance
v patient feedback wherein user enters past medication feedback in the medlcat:on
system ‘that is time stamped and transfemred to the server wherein the said data is
30 " available for a authenticated practitioner in real hme,
v generation of the prescnptlon at the doctors end and further storage of the same at the
- remote system level and doctors en{i;
v generation and transmission of customized and pre-programmed reports for the medical
practitioners at his /her focal machine through the internet in a pre determined format;
35 v rﬁaintaining secured data and Infonmation for various stake hblders at including said
associaled device; '



2. A method according to claim1 wherein the patient nedication
system conprises a package system conprising: 27 a dispensing
system wi t yhefRisAnal product outlet provision; an enmggdgef,saslosm
conprising data | ogging and storing neans conprising optlonaPIy a
data processi ng neans, conmunication / interaction neans; a power
source built-in or optionally induced; non-accessible conpartnent

for the said operating system a separaise non-accessi bl e product -
cont ai nment ; 08, f Q) AUt i [ . ] chi a .
pattern or a 7r SRR G0 e ag AubER BB 7 460 o o BN AR Y i pchhils
optional di spl ayhe heaineare, ehain ccrenting statiglicaleandi efhernmeperts thalaganale aergssed by
/[ deacti vat es Upealthtars BgEHEicd Grélips bl Rieal iRdhilfidg WidbomBs g sikackage; " means
to establish 9onneﬁt|@§.of t he ftﬁ r_sour.ce vvltth t he said operating
system wher e} n %Y LYTERHP g %‘5"339%?%‘%%@ YfSgured with the
sensi ng freansY afagilityayh theqphatmagistsi end t@ srdtbe triedigihe end desages eniried by the medidal
in the said  CcoppaidoRaNtaotBPioPing palifit SBhe WP RRARMIZR UicH S ABRLR blalitoners

connected with sai d contal nnent; wherein. the sard package is |
aut henti cat ed bJaTHPaPS M ISHRRTE COFPANGRBRMAFOR PSRt i ng pr oduct
consunpt i on; ¥heentadet/ alen piovgiondadistibtorsechis Realpiaetite/cothpsipehsagh tésktop -
sai d operating t: L IS, / H;g% | . time
product di spensg&% e{"?fgpr\rs/aiﬂgrpébg’lﬁtd I'n (;e&r_(g%?)?}gha?r/pggm fbl{:g#%ﬁarrﬁggﬁs to
the -rentt e de(i aeess fachaddistitytor e Ha dtagaseupn et saichramoty pystess abayt the sell
conpr om'.sed{ t.aﬁaﬂéﬁiﬁ@arﬁ&ﬂarﬁsfﬂiﬂbhﬁﬁdi&ﬁ@?ﬁdﬁoﬂ%&%ﬁlb%_brﬁb;l_ wherein the
patient medicatlon .system _conprises: .a package.cqnt ai ni.ng . ..

medi cati on an'g Bﬁi"é‘ﬁﬁ" S "l"ﬁfag} TRy rt%lbgfa]f ﬁg’cg%gvﬂ"ﬁ@e i‘%gn?"i &?fm%"ftor? 7ad
package;  and b)regienighstock though Hedatabasai t h whi ch the package is -

engagabl e, -t he jiA%ARG ilhetedaid RBalASA SageRHBY! ol Ynddicak BhokiBndrdCusers,
renpte systemand registraple . with the -rempte system. and recordin ,
[ nf or ekt on r el BRTFANG SRR oY 145 RaTTRSS RHER PRPAETS, phamaceltioal

associ at ed devi ecumpanies,dmmtapceygeeiss gther eby upon engagenent of the’ _
{ registered pharan;la oomhany can frack stocks available with all distributors- and
' replénish stock through the database; EE ~ ,
v interééﬁoh of insuré'nr:,e agency directly with the patient and-thrb'ugh the remote system
20 . as well;

to the patient.



package and associ ated device the said recorded information is
conparable with the information of the2gackage to determ ne whet her
or not the information of the engaged package corresponds with the
said recorded information ; and optionally providing informtion
fromthe remote systemto the associ Bl&IMSdevi ce to indicate whet her
the status of the package and/or identity of the patient corresponds
with the Wi ckaimati on relating to the healthcare reginme and/or the
identity of patient. 4. A nethod according to claim3 for registering

the patient v hethb§ opﬁde‘?d]ﬁ J”ﬁ ﬂeﬁme%YtﬁEEF@ r‘h eﬁl' ém felating
providing a ugif ﬁfé SYRiEH I %t % %f Gnd &t
Phe pati ont f’gg "'p e ﬁa“ r%?e éﬂg i i§e'§§§95{c.r%m§|e&@¢?e*eaﬂd
ii. optionall %ﬁ? AREOF8 ’SI gnal of the registration
fromthe re ?é”% qrﬁmg regl sterl ng the patient with the

associ at ed devi E@’ﬂ‘?”f‘ﬂe  eWRfineds hiealihgarei (egimegiost ke wgtiele in a remote
heal t hcare regi Festem tand patiorally ptherhdateenelating yditastly vor émdjeagitigtor e
package of the pesithearemeginesti on systeminto the associated device;
vi . conpari fig t peovidingta & paficrtrepatent wedidaticrl systemtapnprisinglent i ty
of the package andawhackagescsm@riithgi B bRRriuaS FOEi disEsShdiRy iRl Miformation
remote system Wi t hreldihd toftRe TéntR) oPthe picigekage engaged with the

associ at ed devi c% 59 a@g&ag@dﬂ&a\)ﬂwmrwﬁi h"cﬂég"c%ﬁab ﬁﬁa{;é}fﬂe@co 10e

engaged package I on; and

vii. providad t H? { Eﬁ F’ es t
stored inf @rma h ti‘ a |Jrjlgg 18 %% %{ggcj@%qm@&a&gfg@ to Qﬁe remots
reglsterlngthe gkﬂg (g in the re

syst em V\/nel”ebyr‘? bfogma 9” ?'6‘ dé% 'F%’ %'Sf@ SPaGAIEN ﬁlﬂeﬁ' nt
the package anf! @Pa?tyéﬁﬁrﬂé’\w”%@oﬁ syptemeantbwherriayr @Q%@ﬁsﬁ@ﬂ%ﬂgﬂﬁ
patient so as tBrodughihesaigtieeatdashinfarmation isawinparableowitbfthe lirformation
medi cat i on packabéhe gankage fo Betexmine dwbtherc or diohdhe dnfanypatiore offthe rsaid
precedi ng cl ai nprdduct delispensing syt acoreespiontdse Wil | ¢mt  wiidh tdrerded
heal t hcar e regi orntdtiorheal thcare regine requiring adm nistration of
medi cation gt appadieg abniheest ida¥e orfchBea®idipd agtfé?@résddmmuh?catlon port
storing the heaE&MﬁﬁIrﬁcélﬂ@hﬁi?e&fo {hBGeRfte 8Détehnt the renote device;

i1) periodigall EE GOGESID %& th ‘f’orﬂ?attfoﬁnf'el ‘i&‘tthS”.d\%}‘.ﬁﬁPH} e patient

communi cably | i %r P\S ﬁe}’csfkesg]from the patient medication system to
the remote system;
vii.  comparing the information periodically transmitted to the remote system

with the healthcare regime recorded for the patient in the remote system
to ascertain whether the information corresponds with the recorded
healthcare regime;

viii.  optionally providing information from the remote system to the patient
medication system to indicate whether the status of the patient
medication system and/or identity of the patient corresponds with the
information relating to the healthcare regime and/or the identity of patient;

iX.  providing information from the remote system to the at ieast one
healthcare agency indicating that a periodic transmission of information
has been received by the remote system;

whereby the first healthcare agency and at least one other party, the said other
party being selected from the patient and at least one other healthcare agency
transmit and/or receive via the remote system information relating directly or
indirectly to the healthcare regime of the patient.

2. A method according to claim 1 wherein the patient medication system
comprises a package system comprising:



iii1) where the patient nedication system has not been conmmuni cably
linked to the renpte systemafter a pregetermined tinme to validate
adherence to the healthcare regine, generating and transmtting a
nmessage to the patient to link the patient nedication systemto the
renot e syst eny aidigpansigesyshempeith enoptiedalqabdoct citlet erovisionpt

communi cabl y | ankethiienldetihesysmt eosipsiseny afdtar Ieggri@- apt delriyg frheans

the time of teanphAsiag optiohallyhe Ae85RISrocesHiRP mebhs, JehMUNtGtBAd/
transmtting ﬁ\téfggﬁ@}gﬁ]éa(hsat | east one of the medical practitioner

of the patienty |+ ating non-conpliance
of the patient &btagezesfﬁﬁetb ?fqin bpggﬂél%,ﬁ Ina{%@é@ﬁ%&i&@?&ﬁft I ent

nmedi cati on Sy{-; conm %"gge\ @ i

recording info R PR & SR PO to the tine of
the Iink and tﬂem?a@%tf?&y aﬂg%taqw § 98 e S8 %oa alerg or @
access to the SHIM RAWSRAN HMATKERACORRINBUINHINGERTT i oner, wherein

t he heal t hcar eoREyIakgispiat igtasactive meansenot e devi ce by inputting

t he heal t hcar earsgjising imeanse hati sdtivatesii/cdeadivates tuponadigpensing of the
conmmuni cat i ng prodeichiainttheqraekagei ne from t he patient nedication
system to the mesmsdo estaliemcandesticr ohihet beweegbOr:d With fige E&iddRerating
system 29 6.gystamt hod according to any one of the preceding clains

for generati ngwﬁeﬂg',q:scrl ption identifier for a patient to whoma

nedi cal prescr % %?%rcﬂﬁ'&ﬁ ét%ﬁPEiQ &Yn uRGR! i Ctﬂ{ee s&%iNGYmeans and

h -

preferably a g:

generation by (?Orﬁ %[t L i g&ﬂcat%ﬁzzg{ ’gﬁ eJSc?rq in éhe thssr:d
presentation o FOSETERE] ?ﬂ@? ﬁnFE 'Sc%?ﬁf? i Gnefted with the
heal t hcare reg? C&H 'n'HFBJFmat ion rel ati ng to the patient; or b)
generation by ¥ %rer'l%dl cal practitioner of prescription identifier
conpri sing t hethgeiaid Raekage @@Lﬁﬁelﬁm‘t@%bbihﬁﬁmfﬁr%ﬁﬁmng to the
patient; ii) cepHanalyaremgtingergiustconpumptiomdentifier to the renote
systemvia a ibensaidisemsingnmeans fensekitoh grbduphdispanset ther saig dpembting
practitioner dateraceessis atiditeinsniifse/ poeatmiiteonealdénti groduct dispense
retrieved by tdwaphabsa@dh®iradtionm ddhemuhRAEDA nsdAi<Ld tHEQBmAE dedicat | on
of the prescrighdenng W%békﬁe @ utetictio cag@'éﬁcb'ﬁp%}ﬁls@%ﬁ'ﬁférsﬂa

package of the patient A et hod according to any one

precedi ngz ¢l ai FBbHoAREEY % claim 1 wherein the patient medication system

comprises:

a) a package containing medication and which has information relating to
the identity of the package; and

b) an associated device with which the package is engagable, the
associated device being communicably linked to the remote system and
registrable with the remote system;

and recording information relating to the identity of the package in the

associated device or remote system whereby upon engagement of the

package and associated device the said recorded information is

comparable with the information of the package to determine whether or

not the information of the engaged package corresponds with the said

recorded information ; and

optionally providing information from the remote system to the associated

device to indicate whether the status of the package and/or identity of the

patient corresponds with the information relating to the healthcare regime

and/or the identity of patient.

4. A method according to claim 3 for registering the patient with the patient
medication system comprising:



conpliance of the patient wth the healthcare regine conprising: i)
providing information relating to the @&8te, tinme and nedi cati on taken
by the patient to the renote system by comruni cably |inking the
patient mnedication systemto the renpote system ii) comunicating

i nf or mati on- r &l atArayding a bisiqdietidentifierdontng assaciated idevideeofrtbdipadiehband
i n the package t oetcordingtie Eesyiierewitartte degithcarggredimnat ofi theopatkirit dm the
with the heal t hcaemotegystent @ dgistsmhaeissotblecddsdceor ot herw se by
the patient w.th dgienapakédsiang & e@nftmation %1 IherdtHef rdli Yt rofh the
integrated heal t hggyo®e Gpstagenent system rela ng to a patient which

th'eptﬁéffty ' Y?hgﬁggg @thgr@%?ﬂg@ %ﬁgs ﬁ&dmame rEfidhe Stem;
1 r th&are e & SVS
registering a defangga q%ﬁ E]B%&‘eaegeggfnﬁyef d"}at'f}ﬁ' ;{é%@ e'f'n?gﬁﬂpe)me

and at | east one 0

system and opti off& tarelatln dlrectl or indirectly

t%e healthcgfe rCQQ’i mgltl he receided lOWeWBtﬁihl f‘é‘ﬁteﬁﬁbéﬁ@éﬂﬂﬁntlty of the
medi cati on syst ePaglage Bodmficjs &top%d: knde asnvcidted dgvieediroanate system
whi ch has i nf or matiihotherisfonmiatign tof thé packafEnengygead withéhe askagjatedaelice
b) an associ at ed tdalatermninetwhethieclortrive thackfigmationesigtigabhgagedl package
be readabl e by t herresposdsimtt tidevhterecb e diRfFiaibadadevi ce being
comuni cabl wil. i nkeslvided tihe Hes@iRioty df &AL aPsc=RE &bfréggb@hd@ th thENstored
remote system i iihthrh 866K deltfingn i@ Rt id?—;'ﬁtlﬁ?'c?ft {H%g ké g rd ge{e‘rﬁwg e

the package in t % kB3 WRRLn IS b&é\&f
wher eby upon \Qh I}Si fb(ilm%gtlomg %ﬁ? ?%“ %@Q gﬁctg E%fn‘}ﬁr%gg age
§ doIma ol t Q35,10

i s conparabl e orna

whet hrenr) or not 'ﬁ&h SF?\ Hbe ber
corresponds wi &M ﬁé‘u Ca %BPﬁéﬁg'?Wtﬁ?’hﬁ thermedigatipy pagk %@ﬁ e o
the at | east one healthcare agency a comruni cati on port communi cabl y

| i nked t 09t e methode aggarding @) apyr podi ehlthg presgding (claimsriont defacting
relating to theomplavdetsf tbe patienpaith ém healthaare redgiones ttiae healtficaraeegime
package from thequpslgi adrminsttitioatofanedigatiemat a grbdeteremddetisies tlesmmettiod
conparing the ¢ofiprigimgyi on periodically transmtted to the renote
system with tije heﬁbtshgm@hé@lmdﬁerr ATedSthE YatieReinPRki refHotd Belide;
remote systemiyto asaRidiciily VHIcRRYg thet | T RBEEAN FRRIEERRNLS s Nis
the recorded communicably linked to the remote system;

iii)) where the patient medication system has not been communicably
linked to the remote system after a predetermined time to validate
adherence to the healthcare regime, generating and transmitting a
message to the patient to link the patient medication system to the
remote system;

iv) where the patient medication system is not communicably linked to
the remote system after a pre-set delay from the time of
transmission of the message in step iii}, generating and transmitting
a message to at least one of the medical practitioner of the patient or
a nominated individual indicating non-compliance of the patient with
the healthcare regime; and

v) where the patient medication system is communicably linked to the
remote system, recording information in the remote system relating
to the time of the link and the identity and status of the package and
providing access to the said information to the medical practitioner,

wherein the healthcare regime is stored in the remote device by inputting
the healthcare regime in the patient medication system and communicating
the healthcare regime from the patient medication system to the remote
system and storing the regime in the remote system.



heal thcare regime; vii) optionally providing information fromthe
renote systemto the patient nedicati @ systemto indicate whether
the status of the patient nedication systemand/or identity of the
patient corresponds with the information relating to the healthcare
regi me an@/ or Atmethateactarding topany eme; of/ttia premedinglclaims rfoograerating a
from t he renot presgapion identifier fat al paiEnt tmevhohealrhédiaalepragemstion has been
i ndi cating t halssaegebiyodi thdalthnsarssagensy, Fréf@ramyl an méwisalbegActitioner
recei ved by theompr®ihg: system whereby the first heal thcare agency
and at | east on%,tﬁgher arty, t he a| d other party being sel ected

fromthe patient angy aielBasin 0{,};9 rmieal td?cgr % ﬁb‘ﬁ)ﬁnt r(f’é?ﬁ*tﬁ}e} on

and/ or receive via t direc
or indirectly to the % afiort hgo 'ﬁg' the

r@ 8!
and associ at ed device rﬁ@f%arer{fgﬁ%%ép ﬁq s ?%”91 @&p@‘atiqrbldentlﬁer

ackage for carryin
(F:)ommgl cate wit hyan as® f@ﬂr&jﬁ@ema!@ca%@qw@@@em&fmmlrﬁ@tlag to the
plurality of contai nmb@isndapted to receive a product, each

cont ai nnment  bigi ng edrogeumicatingghe presdriptinntitent!fies to thameesmste sylsterns aiada
plurality of contatomennicatiancgort forwhichtbe eharrhatisgonmedila ptadtiiahdry
I nt erconnect ed; si ghad agedsr ati ng neans adapted to convey to an
associ ated device information relating to one or nore of the

contai nment s; \ﬁhéﬂénﬁ’ihé eﬁlﬂloﬁhﬂgnﬁ%rr‘ig r%mé\féﬂaﬂ) Whe h%ﬁrrﬂgéistf the
gf”f;gg: Cgr g@%tbtﬁQ ﬁ%h@ Lo *bﬂr} §r2d to
imaRe evm‘% C?ﬁﬁé pac g gnal sen3| ng for

adapted to communic er I
detecting,a signal fromth si gnal ener |n nmeans sj gna
sensi ng opt i orfal N§OGhH P?‘yﬁ g?: "W?Pﬂ gp[ﬁﬁﬁd P&i mggttering
i nput, storingtB 'ﬂ%’lﬁe OdeE(E’é‘F'ﬁ@t ‘é[ﬁ"c!lt@ pealthgan %@f@%@?ﬁ‘mﬁﬁi'ﬁﬁtl ng
means adapt ed Bo coprevidingirbormatonelaingeiontae dateatimessicimedinatien daken
sai d signal gener atbngheramtient $o dhe peswde isystene macdnmpawkiegaly lnkity the
t hat, on comuni catpatrendintdditdtondeystens, to tthe rangteesysgemner at i ng  nmeans
provi des i nf oriifat i ogommiuatdatiggtinformeition reteigofo tHee daw)ttmhéd il statdsdof
the signal sensing t#eanedicatibhén & a iR G/ st PRI bARBhing
the information is GaMAGIEAIROWRKLES ﬂ@btb(ca% gﬁné% ofof r?é'bémbnéme
purpose of conpari ﬁ%&ﬂ%n&@ﬁbﬂ %ﬂéh%[tﬁ%ﬁ hbaith&it F&

e

record; and the net urt rising: recorg1ng I n ormatlon

relating é_o tRemét(fjl%Hto Bfo%gjlntghaen Pn";[‘é:gr% % healtthcare management system

relating to a patient which is interactive between a first healthcare agency

and at least one other party, the said other party being selected from the

patient and at least one other healthcare agency,

the method comprising :

i) registering a defined healthcare regime for the patient in a remote

system and optionally other data relating directly or indirectly to the

healthcare regime;

i) providing to the patient a patient medication system comprising:

a) a package containing medication and which has information relating to the
identity of the package; and

b) an associated device with which the package is engagable so as to
be readable by the associated device, the associated device
being communicably linked to the remote system and registrable with
the remote system;

iii) recording information relating to the identity of the package in the
patient medication system or remote system and whereby upon
dispensing of the product the said recorded information is comparable
with the information of the package to determine whether or not the

information of the said product dispensing system comesponds with the said

recorded information;




associ ated device or 31 renpte system whereby upon engagenent of the
package and associated device the sai @0recorded information is
conparable with the information of the package to determ ne whet her
or not the information of the engaged package corresponds with the
sai d recordediv)i nf opraMidiog to thaat &aatml hgalfhcave digegcl ef comutunication
fromthe renpte sypodmotrniri@bhsSmbked mitbe rabectesgstem; i ndi cat e whet her
the status of vihe paritkiigily proditiing iforemtioh yelatingttb thepigimtignas tee patspandior

with the informatiofme stetuslof e geekideeidia e M@hﬁm@@ﬁem SREPto thee
i dentity of patlentren%te AydBhhod according to claim8 wherein the

smart package s se ftl’ié’ orRafidt! FBreaiRR/ tSha% %ﬁbr}é‘iﬁ%’ st
the form of on€ or I‘r'fh%H taMhC% a?js{gﬁa sg@(ﬁn p% ht L}?,ﬁo@ 2 il

lam na to contain t e

attached to the fir tﬁ "aav i (st LA e

product in the sal d ‘:éq{ aces; the said containnment/s and / or
closure/s bei N§) nonolétl"?a'@”MFtrﬁl" g mfermaatinrefroaythe wmetersystrrpde the
product cont ai nnentpﬁtr'ﬁﬂtﬁéeﬁ&aﬁcﬁ"f systemxiohindlipatemhathemtbeestat paof
of the sane mat eri alhd patieal ededicatmmeystenwnt/onidéntty of the petient neans
in the formof a proumspordswitiihe mforasatiordictating & thg hpalthcass egimesagtied
generating means pribeiidedtyiof pafemt;sai d product entrapment and

di spensing prayi si pravigaa)inforalion Rain themBivte §fstéhao M@ gUehst 'op@ t he
said contai nment pediiHeard &FaHcy Indichting MRkt peiodRd tratsprigdiorPBnfo étion

Fecel ver means. s fﬁé& "e{ﬁg.ﬂ*f%%’&e"@ iﬁd t;,a;ﬂ:;fi @a”a g

: t nd7at least orie , the
provi ded with op_enl ree n g rire
spaces of the said gg ﬁgﬁc st% 9?%6\ ﬁgc W‘SvY’gE e\qurHoe ysem

ass through the saj
Ber for at edgpeel abl &n %?W‘ﬁ'%ée %WS\H‘"@E@HV OEdﬂq‘@gb’ode@d"Qﬁﬂhﬁﬁredﬁg'QWegf the
with the locations RAtieitie said rupturable |am na of the package such
that when the product in the package is renoved, the said perforated
portion corresponttiepgckage drat agmooidtert devicedieing htﬁmwd;andrmnnmisingge
conprising a pl uralsrsrt phckane fr oaryihg a protbet draf which packagsis el
lami na in which esmmunicate! witel an Yasebciat@l deoides BRE §sackage f MBS a
contain the produgifsity &f eseinnwiritd adat88 99 feceive a product, each containment
being closed or optionally with closure means, the said plurality of
containment/s and / or closure/s being non-electrically
interconnected; signal generating means adapted to convey to an
associated device information relating to one or more of the
containments; a chip, the said chip being optional when signal generating
means itself is a chip and optionally transmitter and / or receiver means;
the said associated device comprising
a housing adapted to communicate with the smart package;
signal sensing for detecting a signal from the signal generating means
said signal sensing optionally comprising acquiring means configured with
data input, storing, output, decoding and processing and communicating
means adapted to communicate with an external data record;

wherein said signal generating means is disposed in the said package
such that, on communication with the device, the signal generating
means provides information relating to one or more of the containments
to the signal sensing means in the said associated device and optionally
the information is communicated extemally of the said system for the
purpose of comparison of the information with the extemal data record;

and the method further comprising:

recording information relating to the identity of the package in the
associated device or



package rupturable lam na attached to the unforned portion of the
first package lamna to seal the prodidt(s) in the said encl osed
spaces; the said containnment/s and / or closure/s being
non-electrically interconnected; chip and optionally transmtter and
/ or receiver meangmotahsystem twherehy dupert kengagesnaritaot dthbe paeckage rand
first and the secoagsdciatedhaegicetthe sadirdcomiedi infprisitignals gemparbien gvith
means in or optiontld ynformatien cefintiee npekabe, torddtemine Wikkthenar| fotothe
the said cl osure/ sinfiatid® of heBhdRRdasRREGE &grréébo’hﬂg viathethef sofid AdcdtRded
8, 9 wherein the sprrinaBGtkagfd SAUSPAIIP G5 o@{dfrfgr %‘o §t‘ﬁ5n iRph "Ge remote
mul tiple contai ”meg%té pﬁ)“h‘?esa%@élé\&@g'cﬁ@n w?dl rt @%’Fa us of the
mi {1 pl e cor  esponfiiiaUs A by IFhd s (§ Ety i Hprrgior
the upstanding ca eﬁﬁgic?ﬁ‘\g *@%@bcﬁae SIS 835 ga t?@&ond
surface of th first sheet so as to provide closures over

mul tiple Bpen ﬁ'@)%thpa acRarding tq C|3§H§e\f’ﬁe"z§’i'fht BR&RCkagR s s@ected from

i ndi vi dual signatures and bei ng di sposed adjacent correspondi ng

cl osures such & ffenm cempdsingaerdaigment/sds the tormsofonennt plarality of enclosed
det ect abl e onl spadestthened doarfiestjamiiantp cdrdainrtbe produdtriiesdd withMsec@hd
the respecti verupturableclatsina attholed tetredrst Menida %6 f@rhrea CREBLS So as to seal
respectively steyredutitntihie saRCoitlosdibgiaRiRPasd §8gopeni ngs to
correspondi Ny sRRhMAEAS SR & 6]6&%@6&%5'rﬁa’?»e!@ﬂﬁilc‘é/ﬂﬁrﬁér%ohﬁécted
substantially detectable signatures conprise respective nagnetic

fields: respegg w%%@g'b‘?ﬁéé ot 36 eHﬂ'r‘ﬁ E?ﬁﬁﬁ‘é%%ﬁ o%q‘[%‘?( HI%%%%@%E
A

di sposed upon
upsfandl ngIO coff q?@ rﬁﬁﬁ@g e?%l ? fg'ufggpgﬁlp clogure
detectabl e si gRSE0P é'% T GPIOdUGLERE g f{sPenginggproyis OnAS’Qna|
met hod accor di 9§T8URG{N %’PV'@IE | ‘85@'@ Predupicdiraprerd angdippensing
package for caPOyisHy BggNsdYeh teaimemayes of theppreduet frgmdhageid hat
i ncl udes; an e¢ntaipment pogiproresuds dogeaenatianf sifinal and / oe @itfeetioa of the
closure that emgrhallseblptami piohally trainshiittert dred £ot regpivenimasegd, on  pri or
toits renoval and that all ows passage of the product fromthe
ent rapnent regh form wherein cardiegeyaiprisgconponent havi ng si gnat ures
and being di sppsed I@fﬁlr@cﬁrﬂb]dbhﬁtmﬂrl Op&rifgs BHRBshOing e 115 SAaYMESH | S
substanti al Iy geiiesdpbhscdttng saldSadRRWIRH that the said formed enclosed
spaces pass through the said openings;
a second lamina provided with perforated peelable portions provided
corresponding to or
aligned with the locations of the said rupturable lamina of the package such
that when
the product in the package is removed, the said perforated portion
corresponding to that product is also removed;
the package comprising
a plurality of containments in the form of a first package lamina in which
oneora
plurality of enclosed spaces are formed to contain the product(s) ciosed
with a second
package rupturable lamina attached to the unformed portion of the first
package lamina to seal the produci(s) in the said enclosed spaces;
the said containment/s and / or closure/s being non-electrically
interconnected; chip and optionally transmitter and / or receiver means,
wherein
the said package is placed between the first and the second lamina of the
said carding;
signal generating means in or optionally on the containment/s, or in or
optionally on the said closure/s.



intact; a reader that includes, a sensor to sense signature when a

product is disposed within the entrapmant region; and a receptor

regi on contoured to receive at |east a portion of the product

package that includes the entrapnment region and to align the sensor

wi th thel@nt rApmethodragtooding do peryndne stckimg &f9 whersinghatsmart maickage

to renoval of comerisé®sure while the product is disposed within the

entrapment regadist diset/amidatligsie wontaigment eapbiled lugstaidigg from a first

including: firstrfsed therbef aag dih'fe%l:!!otn'éﬂ t‘é)eFéHe% IriiVidGalPROEREE t8RE and

encoded with fmru‘&ime'd&fn%f Bahdnﬂ ?n?! Egﬁa&é of $hd 'Sheet to the
e%?%g ekt

secured to the Othgestec§ a
rocessing cir iat tSH

!an or mat i gn an]‘%é Efﬁmg'efg%cong t%n?ér ‘E(H%Hﬁ Vl?{ Ig ?%eé“ EE Irst
and storage cf %‘?{Hp?'ﬁ Yi %ﬁ?ﬁﬂqp ”Q ISpged
processing ci? QP?'F' 4, :CoBrespRA F‘@ *'f‘tr d@?@@%ﬂ‘@o@iﬂr@@“@é are
recei ve a sensdibsiaplaly detectable %yﬁﬁhelé@@(rpsporaﬂlngcmsgln%ﬁ aieniptadted

by the signal generator; and a communi cation interface to conmunicate
i nformation ewaereémltyetr@spewver eani@onehtst inciuden déspatctive difcretee magnets
i nparting of arespgotilelgesecatesid toy thHee séqpml gleastr adbmsositehr opgiings  to
free space in tdreesuindanyre0pstaBdirgn tonthiensrnsepsules; handbsgRerRiPT the
the product witantidlg estecebE N ﬁaﬁgféy‘comiﬁké' Fbsp@'bf?@@%ﬁé tic fields;
circuitry COUplle%ﬂeEvaé Eéﬁ’l' \’Sﬁeﬁtssfﬁemb r%'s ofrdtib &y &E dl s%%ltL'Jp%h
of the signat uj ”'o?) ﬁF\ g\c%t%oﬁg %‘ dmg

nﬁgﬁ’ A ot e

i nfornmation ex#}&{tg é’nt
i ncl udes an entraprrent

t he signature
clains 8 to 12 %BF%‘? Hestpﬁ,g lgt?rg}a[g
region to contain a product; a reader t hat I ncl udes, a signal
gener at or t o inmpart a si gnal across a free space; a sensor to sense
the si gnall.gerfematler Bocardingstogy onfenkelains 84e 1ssherein the smart
package for carrying a product comprises:
a product package that includes;
an entrapment region to contain a product;
a removable closure that encloses the product within the entrapment region
prior to its
removal and that allows passage of the product from the entrapment region
upon its removal;
a component having sighatures and being disposed adjacent the closure
such that the signatures is substantially detectable only if the closures is
intact;
a reader that includes,
a sensor to sense signature when a product is disposed within the
entrapment region; and
a receptor region contoured to receive at least a portion of the product
package that includes the entrapment region and to align the sensor with
the entrapment region to permit sensing of the signature prior to removal of
the closure while the product is
disposed within the entrapment region.

12. A method according to claim 11 further including:
first data storage circuitry secured to the package and encoded with first
information; second data storage circuitry secured to the reader and
encoded with second information;
processing circuitry associated with the reader to process the first
information and the second information to authenticate the package; and
storage circuitry and the second data storage circuitry and the processing
circuitry;



free space; a receptor region sized to receive at |east a portion of
t he product package that includes the3éntrapnent regi on and
contoured to align the signal generator and the sensor with the
entrapnment region to permt the signal generator to inpart a signal
through a free space in the entrapnment region to the sensor in the
absence of thewpemglnct within the entrapnment region, wherein the
smart package prodeBsingaenithsesupléd &1 reteive & bonauresighdlsnditatvesefreteipt
to the packageopadigit nagsHad b thd ighal §irERri &g second data
storage circui fihniRGHIcEforl Ritériscd RAGShmBRE Wﬁgﬁﬁﬁ%tmﬁéxtggf:ﬁ@gethe

i nformation; pg ggClrcuitry associate e rea
i

ecfer ) . !
process the fi i | . nf,or mat.i on tQq
aut henti cate t&l@ﬁcﬁ t'gg Y éﬁ@gﬁfﬁigg%é%%maﬁﬁﬁﬁﬁe&ﬁ}@ﬁ? g&\natlgenerator
conmuni cate in 5?'!@?? %Go?tween the first data,storage circuitry and
the second dat 3PaGGV4HE SWAPIIGT FeAAR 1@ Hae SRR da dhe gheenea Pk thg;product
processi ng ci r¥ithinthe &hlisgpaient6edieBei ve a sensor signal indicative
of receipt of a signal inparted by the signal generator; and a second
communi cat i on Wheegifiace to communicate information externally to the
reader that i spicwessiagicireuitfy ddupledripareceivg apbersarigimedl ingdioathat efd by
the signal gedeleation of theosighatarsgdnd ree space in the entrapnent
region to the geBaMhuhiBaflidiCintsRRCR QmibdRicals GG atMrl BktBridlg to the
entrapment T eGicfier at i€ TRAINE GASRRIAL Wo!RuRilir RS Bbelt HRldHred 1O

13 wherein the smart package inclu trapnent region t
contain a product; a renovable closure that encloses the product
wi thin the,entra nt_regi.on rior tq its r | and that al]|o
passage ofs‘t he 'EF qc %Hgltﬁgnyé’ﬁ‘?rogpﬁl?éw f%ﬁwﬂ%ﬁ tB??”’@é’LB%@Ta,ge
a magnetic matBFlYPSassociated with the closure; a reader that
i ncl udes, a seRRENIrABMEEHERDIAN fmERRiAInca It i nparted by the
magneti ¢ nat erd a¢adegibat inpeidesoduct is di sposed within the entrapnent
regi on; and a @ &tgsnel genergirdn impartaisigdat acroes aifiee spadesast a portion
of the producta spaskagednisatthe signal generated by the signal generator across the
free space;
a receptor region sized to receive at least a portion of the product package
that includes
the entrapment region and contoured fo align the signal generator and the
sensor with the entrapment region to permit the signal generator to impart a
signal through a free space in the entrapment region to the sensor in the
absence of the product within the entrapment region,

wherein

the smart package further comprises first data

storage circuitry secured to the package and encoded with first information;
second data storage circuitry secured to the reader and encoded with
second information;

processing circuitry associated with the reader to process the first
information and the

second information to authenticate the package;

a first communication interface to communicate information between the
first data storage circuitry and the second data storage circuitry and the
processing circuitry; processing circuitry coupled to receive a sensor signal
indicative of receipt of a signal imparted by the signal generator; and

a second communication interface to communicate information externally to
the reader

that is indicative of the imparting of a signal generated by the signal
generator through a



i ncludes the entrapnment region and to align the sensor with the
entrapnment region to permt the magnetd3dc material to inpart a
magnetic signal to the sensor prior to renpoval of the closure while
the product is disposed within the entrapnent region; first data

st orage circui freg spacairetha entrapmentciegipn tarttie secsdeih thetabsthcs of the

i nformati on; spaoouwdt dithim theeragenoantcagipny secured to the reader and
encoded with second information; processing circuitry associated with
the reader to process the first information and the second

informatiop ta rﬁ@fﬂbﬁrﬁémlﬁgtté‘%n?%ﬁlléaﬂgeoiai%sfé EcﬁﬁSQ\ﬂ{E?Hl?n' gétsh%ﬂ ackage

interface to c cate I nformati on between t first ata St rag

d dth
et T I SRR i v o e
and a second cBrﬁ’ﬁJtﬁl “?I é Q"?ﬁ?ﬁ‘ﬂﬁl‘ggv m e

external |y to SRFRPHEELEGIAMMEROR §S ro/aP¥al i ve of the | rrpartl ng of a
si gnal by the admpangtic material aggociaied néthslbgsdesura; t he absence of the
product wi t hi naréadenrthatipeksies, regi on. 15. A nethod of providing an

i ntegrat ed heaé sknsortonsEmagenmagnselis tigmal mepartet by thommgnetiv enaiérislhe
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patient In a riprhfatensdinthe
second information to authenticate the package;
a first communication interface to communicate information between the
first data storage circuitry and the second data storage circuitry and the
processing circuitry; processing circuitry coupled to receive a sensor signal
indicative of receipt of a signal
imparted by the magnetic material; and
a second communication interface to communicate information externally to
the reader that is indicative of the imparting of a signal by the magnetic
material to the sensor in the absence of the product within the entrapment
region.

15. A method of providing an integrated healthcare management system
according to any one of the preceding claims for providing
pharmacovigilance data relating to a patient which is interactive between a
patient and a healthcare agency, the system comprising :

i. providing to the patient means to provide feedback of information
from the patient to the remote system said information relating to the
condition of the patient and/or response to medication taken under
the healthcare regime;

. periodically providing information relating to the condition of the
patient and/or
response to medication taken under the healthcare regime to the
remote system.



and optionally other data relating directly or indirectly to the

heal thcare regine; ii) providing to t38 patient a patient nedication
system conprising: a. a package conprising a product for dispensing,
information relating to the identity of the package; and b. an

associ ated device with which the package is engagable so as to be
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the patient aid/ oran hesegiatedsleyice With pdikuthe packagelie epgagalie so as to
medi cati on syst em te rehdablednpthe asgstimbed devigeconpari ng t he
i nformatiin pethodatait eticatiomsysteth being RenmreomiteblyYBkemto the Ferhbte
heal t hcare regisyetane @bdgH th@bsédtfatedtdetfe; i N the renote system to
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vii)  comparing the information periodically transmitted to the remote system
with the healthcare regime recorded for the patient in the remote system to
ascertain whether the information corresponds with the recorded
healthcare regime;
viii)  optionally providing information from the remote system to the patient
medication
system to indicate whether the status of the patient medication system
and/or
identity of the patient corresponds with the information relating to the
healthcare
regime and/or the identity of patient;
ix) optionally providing information from the remote system to the party
carrying out
the clinical trial indicating that a periodic transmission of information has
been received by the remote system;
whereby the party carrying out the clinical trial may determine whether the
patient has complied with the healthcare regime.

17. Anintegrated healthcare management system relating to a patient which is
interactive between a first healthcare agency and at least one other party,
the said other party being
selected from the patient and at least one other healthcare agency, the
system comprising:



i nteractive between a first healthcare agency and at | east one ot her
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patient. 18. Aosgpttem according to claim 17 wherein the patient

medi cati on information and/or to receive information relating to the healthcare regime
of the patient by transmission of information between the communication
port and to the remote system;
the arrangement being such that the first healthcare agency and at least
one other party, the said other party being selected from the patient and at
least one other healthcare agency transmit and/or receive via the remote
system information relating directly or indirectly to the healthcare regime of
the patient.

18. A system according to claim 17 wherein the patient medication
system comprises a package and associated device comprising
a smart package for carrying a product and which package is adapted to
communicate
with an associated device, the package comprising a plurality of
containments adapted
to receive a product, each containment being closed or optionally with
closure means, the said plurality of containment/s and / or closure/s being
non-electrically interconnected; signal generating means adapted to convey
to an associated device information relating to one or more of the

containments; a chip, the said chip being optional when signal
generating means itself is a chip and optionally transmitter and /or receiver
means;

the said associated device comprising
a housing adapted to communicate with the smart package; signal sensing
for detecting



system conpri ses a package and associ ated device conprising a smart
package for carrying a product and whi &7 package is adapted to
comuni cate with an associ ated devi ce, the package conprising a
plurality of containnments adapted to receive a product, each
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20. A system according to claim 17 wherein the patient medication system
comprises:
a dispensing system with an optional product outlet provision;
an operating system comprising data logging and storing means
comprising optionally a data processing means, communication f/interaction
means;
a power source built-in or optionally induced;
non-accessible compartment for the said operating system;
a separate non-accessibie product containment;
a means for authentication such as an encoded chip or a pattern or a
random pattern or a marker or combinations thereof;
optional display / interactive means;
a sensing means that activates / deactivates upon dispensing of the
product from the package;
means to establish connection of the power source with the said operating
system; wherein the said operating system is configured with the sensing
means and optionally with authentication means and is housed in the said
compartment wherein the said compartment is operably connected with the
said containment;
wherein



for the patient so as to enable authentication of the identity and/or
status of the package to determ ne cor§sl i ance or otherw se of the
patient with the healthcare reginme. 20. A system according to claim
17 wherein the patient nedication system conprises: a dispensing
system wi t h anthsp3aid package suautheoticated pydhe seronte systemper at i ng
syst em conpr i sopiiproalyproogging prachect coosumgtiomans conpri si ng
optionally a ditcasgid seasipgngeamasensesthiaprodatt dispdrisel eleasiit @perating
nmeans; a power sydeimcecBkid dnd frafsmROY bomahdnicatad Ye8idime PASHIAS eRspRinBL €
conpar t nent f ogafanga SaicineR8E@id NortinfdBtiondn SRR RAbieteoRe! DI e
product contai w%?zng%hgﬁéegagﬁghn%ﬁtﬁﬂfdiﬁ%b@’bﬁ% rér%isﬂef‘blt% ﬁg;.
ando rker or comnbi natlon

chip or a pattern or~a pattern or a na

t hereof; optional display / interactive nmeans; a sensing neans that
activates / deactivates upon di spensing of the product fromthe
package; neans to establish connection of the power source with the
said operating system wherein the said operating systemis
configured with the sensing mneans and optionally w th authentication
means and is housed in the said conpartnent wherein the said
conpartment is operably connected with the said containnent; wherein
38 the said package is authenticated by the renote system
optionally pronpting product consunption; the said sensing neans
senses the product dispense, the said operating systemrecords and
transmts / communi cates real tinme product dispense data via said
interaction / conmunication neans to the renote device, rendering

t he package un-authentic in case of conprom se / tanpering.



