
COMPUTER SYSTEM AND METHOD FOR CLOSED-LOOP SUPPORT .OF  PATIENT
SELF-TESTING BACKGROUND OF THE INVENTION # 011 Field of the Invention (002]
The present invention relates, in general, to computer systems and their
related  methods and, in particular, to computer systems and methods for
the support of patient  self-testing. [O 03] Descriyti  noftbe  Related Art
. . [0)04] The. management of medical conditions and their associated
therapies in a non- clinical or otherwise remote setting can create a
variety of support issues related to  regulatory compliance documentation,
logistics and patient convenience. For example,  the management of medical
conditions that require anticoagulation therapy frequently  necessitates
that patients adhere t6 .a prescribed regimen of medication and diagnostic
testing (e.g., diagnostic monitoring of prothrombin-time IPT) and/or
International Normalization Ratio [1NR]) . The results of the diagnostic
testing can be used to adjust  medication dosage and, thereby, prevent
adverse events such .as strokes  or'bleeding. [00051 For-medical
conditions that require relatively frequent and routine diagnostic  testing
(e.g., on a weekly or  daily'basis), patient convenience suggests that the
diagnostic testing be conducted as a patient self test (PST) rather than
solely in-,&  clinical point-of-care (POC) environment. In this regard, the
United States Food and  Drug Administration (FDA) has approved various
PT/INR,diagnostic monitoring  devices for patient self-testing. Per the
FDA, however, a prescription -is required before  such a diagnostic
monitoring. device can be made available to-a patient. In addition,
patients are required to complete a training program in the proper use of
the diagnostic  monitoring device prior to its being dispensed. These
requirements create logistical  support issues in that a diagnostic
monitoring device cannot be dispensed to a patient  -1 



,without the healthcare professional or the entity distributing product to-
the patient  verifying in some manner that the patient has a legitimate
prescription and has been  successfully trained. ~~006J In many medical
management scenarios, the results of patient self-testing are  provided on
a regular basis to the patient's healthcare provider (e.g., treating
physician). The healthcare provider then uses the patient self-test results
to monitor the  patient's status and determine whether modifications are
needed to the patient's  prescribed medication regimen. Since patient self
testing can conceivably occur at  anytime and at any location (e.g., at the
patient's home), support issues arise .with  regard to communicating
patient self-test results to the healthcare provider, as well as
communicating any modifications of a prescribed medication regimen back to
the patient. In addition, the healthcare provider should: be in a position
to proactively track  I  a patient's self-test results in order to confirm
that patient self-testing has occurred per the prescribed regime. In
today's medical practice environment, this type of closed- loop support of
patient self-testing can be an -onerous and time-consuming task.. 10007]
Financial reimbursement support issues can also arise during the management
of medical conditions and their associated therapies. For-example, Federal
Regulation  CFR 410.33, entitled "Indepenndent  Diagnostic Testing Facility
(IDTF)," has established guidelines under which payments can be made when
'R medical  management service is provided by an 1DTF.  One such guideline
provides that  services performed by an IDTF must be specifically ordered,
in writing, by a patient's  physician and the physician must use the
results Of the ordered service in management  of a patient's medical care.
Furthermore, firiancial. reimbursement under Medicare and.  other
governmental or private medical reimbursement entities can also be subject
to  guidelines. For example, proper documentation of clinical activity
(e.g., medication,  diagnostic testing and adjustment of
medication'dosage) is often necessary to ensure  physicians comply with
'regulatory requirements for Medicare billing. Therefore,  



insuring compliance with the various guidelines in order to secure
reimbursement- is yet 2 another support issue that must be addressed during
management of medical conditions.  and their associated therapies. 100081
Still needed in. the field, therefore, a system and method for the support
of  patient self testing that provide a simple and expeditious solution to
the logistical,  closed-loop support; regulatory compliance and financial
reimbursement-requirements  of patient self testing. SUMMARY OF Tl
INVENTION 00091 Computer systems and methods in accordance with the resent
invention  mvention  provide for the closed-loop support of patient self
testing (e.g., patient self-testing that  -includes PTIJNR diagnostic
monitoring) by automating,.simp] ifying and expediting  prescription and
training validation, diagnostic monitoring device dispensation, : closes d-
loop reporting and evaluation of self-test results and financial
reimbursement activities.  Use of computer systems and methods according to
the present invention can,  therefore,. provide a complete, unified
(integrated) best practices approach to the  management of medical
conditions and associated therapies that involve patient. self  testing.
[06101, A computer system for the clos d l  to an exemplary embodiment of
the present invention includes a data i repos tory  module, a healthcare
provider interface module, a training interface module, a supplier  Module.
'a patient interface module and an analysis module. Alternatively, the,  



computer system also includes a reimbursement interface module. [011] The
data repository module of the computer system is configured to store-
patient enrollment information and patient self-test result information.
The  configuration of the healthcare provider interface module is such that
the-healthcare  provider interface module can receive patient. enrollment
information and modified  patient prescription information furnished by a
healthcare provider and transfer these to oop support of patient
self-testing according the data repository module for storage. The l
ealthcare  provider interface module is.  also configured to communicate
patient self-test result information to a healthcare- provider. [0012] The
training module is configured to receive patient diagnostic monitoring
device training information furnished by a training site and to transfer
that information  to the data repository module for storage. The supplier
module is configured to send  notification information to a diagnostic
monitoring device supplier (e.g., a supplier of a.  l'T/INR  diagnostic
monitoring device). [0013] The patient interface module of the computer
system is configured to receive  patient self test result information
furnished by a patient for' whom patient enrollment  information has been
received by the healthcare provider interface module- The patient
interface module is also configured to transfer the patient self-test
result information t o  the data.repository module for storage, as well as
to'communicate modified patient  prescription information received by the.
healthcare provider. interface module to the  patient. 10014] The analysis
module is configured to (I) validate a patient's enrollment  information
stored in the data repository module; (ii) schedule training for a patient.
once the patient's enrollment information have been validated; (iii)
evaluate patient  .diagnostic device training information and patient
self-test information stored in the  data repository module; (iv) compile
guideline compliance information based on  



patient enrollment information, patient diagnostic, device training
information and  patient self-test information stored in the data
repository module; and (v) send  notification information to the supplier
module based on the evaluation of patient  diagnostic device training
information, the notification information being sufficient-to  enable the
provisions of a diagnostic monitoring device to a patient by.a diagnostic
monitoring device supplier. 4 ~0015 ~ Since the computer system encompasses
each of a data repository module,  healthcare provider interface module, a
training module, a  supplier'module,  a.patient  interface module
and'analysi s module, each configured as described above, the  computer
system is able to'provide  a total, integrated, closed-loop Support of
patient  self-testing. 10016] A process for the closed-loop support of
patient self-testing according to an  exemplary embodiment of the present
invention includes storing patient  eixrollmert  information in a data
repository module of a computer system. The. patient .enrollment
information stored in the data repository. module is, thereafter,
validated. Subsequently;  training in the use of a prescribed diagnostic
monitoring device for a patient-  seIf-testing  is scheduled. However, such
scheduling only occurs for those patients. whose  enrollment information
has been validated. The patient is then trained in the use of the
diagnostic monitoring device and patient, diagnostic monitoring device
training  information is stored in the data repository module of the
computer system. Based on  the patient diagnostic monitoring device
training information, a diagnostic monitoring  device is'-dispensed  to the
patient. . 10017] Once a patient has been dispensed a diagnostic monitoring
device, the patient  conducts a patient self-test(s) using the diagnostic
monitoring device. The result of  such a patient self-test(s) is a patient
self-test result (e.g., a  PTT1NR value). Thereafter,  the process includes
storing the patient self-test result in the data repository module of  



the computer system, transferring the patient self-test results to a
healthcare provider  for evaluation and communicating, via the computer
system as necessary, modified  patient prescription information to the
patient. BRIEF DESCRIPTION OF THE DRAWINGS 00181 A better understanding of
the features and advantages of the present invention '  will be obtained by
reference to the following detailed description that sets forth 4
illustrative embodiments, in which the principles of the invention are
utilized; and the  accompanying drawings of which: 00191 FIG. 1 is a block
diagram of a computer system for.the closed-loop support of  patient
self-testing according to one exemplary embodiment of the present
invention;  and [0020] FIG. 2 is .a flow chart illustrating a sequence of
steps in a process according to  one exemplary embodiment of the present
invention. DETAILED DESCRIPTION OF THE INVENTION (0021) To be consistent
throughout the present specification.and for clear  understanding of the
present invention,the following explanation is hereby provided for a term
used therein: [0022] The term "patient prescription" can include a
prescribed regimen of medication  and diagnostic testing (e.g.,, patient
self-testing conducted using a prescribed diagnostic  monitoring device),
and/or physician prescribed algorithms for calculating medicine  dosages;
'and/or contingent patient self-testing schedules, and/or a patient care
plan  identifying various patient self-test result alert levels (e.g.
standard alert and emergency- alert levels) or other prescription
information useful in the management of a patient's  medical condition and
associated therapy. 0023] FIG.1 is .a block diagram of a computer system
100"(wlthin the dashed lines)  for the closed-loop support of patient
self-testing according 'to one exemplary  



embodiment of the present invention. Computer system 100 includes a data
repository.  module 102,-a healthcare provider interface module 104, a
training interface module.  106, a-supplier module 108, a patient interface
module 110,'a reimbursement interface  module 112 and an analysis module
114. Modules 102; 104, 106, 1.08, 110, 112 and  114 can be implemented
using, for example, software resident on 'a server computer  such that the
modules are in operative communication with one another. Such a server
computer can be. any suitable server computer known in the art; including
those  commercially available from Sun Microsystems or IBM.
Computerprogramming, languages and web page protocols known to those
skilled in the art, such as C, C++,  HT ML ("HyperText Markup Language"),
Java, DHTML and JavaScrpt, can be used  for-such implementation. It is
recognized, however, that any suitable computer.  programming language or
web page protocol can be used, including custom. languages and protocols.
[0024] Alternatively, each or any combination of modules 102, 104, 106,
108;- 110, 112 ..  and 114 can be implemented on server computers or other
hardware at separate  locations and configured such that the modules-are in
operative communication with one another. In addition, it is contemplated:
that computer system 100 can be operated  under the control of an IDTF or
other similar entity, thus relieving healthcare providers  of the burden of
maintaining the computer system. 10025] Data repository module 102 is
configured for storing patient enrollment  information and patient
self-test result information. The patient enrollment istfonnation stored in
data repository module 102 can include, for example, the following items:
- physician's (or other healthcare provider's) name, address, state license
number, system. username, system password, phone number and facsimile
number; patient Information, such as patient's name, system usernarne,
system  password, mailing address, e-mail address, phone number, facsimile
number and billing option  (1~.g., IDTF billing, self-billing or patient
out-of-pocket); and 



- a patient prescription. [90261 The patient self test result information
stored in data repository module 102 can.  include, for example, the result
of a diagnostic monitoring. test conducted by-the patient  (e.g., a PT/1NR
diagnostic monitoring test result or blood glucose test result), patient.
self-test ancillary information (e.g., the date and time of a particular
patient self-test),,  patient responses to standardized questions and other
patient provided medical  information. Furthermore, data repository module
'102 can be optionally configured  such that each patient is associated
with the appropriate healthcare provider.(e.g., a 7 physician who is
responsible for the management of that patient's medical condition.  and
associated therapy). 10027] Data repository module 102 can be implemented,
for example, as a relational  database or any other suitable database known
to one skilled in the art including, but  not limited to, an Oracle
relational database. . example., the followingfunctions:  Perform, for -
receive patient enrollment information furnished by healthcare providers
(e.g.,  Physicians, pharmacists, or other medically and legally qualified
healthcare provider); - transfer the patient enrollment information to the
data repository module for  storage; - communicate patient self-test result
information to healthcare providers; and  - receive modified patient
prescriptions or other therapeutic information (e.g., instructions to avoid
certain foods) from healthcare providers and transfer the modified patient
prescriptions to the data repository module for storage. 10029)
Furthermore, if desired, healthcare provider interface module 104 and/or
reimbursement interface module 112 (described in detail below) can be
configured to  provide Health Plan Employer Data and Information Set
(HEDIS) reports to a  



healthcare provider or reimbursement entity, respectively. In such a
circumstance,  computer system 100 would be configured to determine, for
example, the frequency of  patient self-testing on a patient-by-patient
basis -(e.g., all patients under a given  physicians came). Such
frequencies can then be compared to local or national patient  self-testing
frequencies, correlated to adverse events, and/or correlated to the
duration a  .patient is in a: therapeutic medication range. These
comparisons can then serve as aids  in measuring care effectiveness and
establishing a best practices. benchmark. pm]. Healthcare provider
interface module 104 can receive the. palient enrollment.,  information and
modified patient prescriptions and communicate  patient-seif-test result .s
information via any known data receipt/communication  method including, but
not.'  limited to, interaction via voice transmission, touchtone-based
entry, keyboard-based  entry, wireless transmission, and/or. direct
download from a peripheral device. Furthermore, the communication of
patient self-test result information can also be'  accomplished via fox,
e-mail, pager or standard mail techniques under the control of the
healthcare provider interface module 104. 100311 Receipt of the patient
enrollment information and modified patient prescriptions '  and
communication-of  patient self-test result information via a wide area
network, for  example a public network (e.g., the Internet), is
particularly beneficial in terms of  providing an automated and expeditious
means for receiving and communicating  information. In addition; the use.
of a distributed communication network, such as  broadband Internet, is a,
relatively non-cumbersome and inexpensive communication  medium. Such wide
area and distributed communication networks can be any type of .  suitable
network including a public networ , a private network, the Internet (Le.,
"&  global intemetwork or networks), an Intranet, an Extran  a virtual
private network  (VPN), a non-TCP/IP network or a wireless network, [0032]
In the embodiment of FIG 1., healthcare provider  inierfacc module 104. is 



shown as linked to a healthcare provider device (HCP) via Internet 200. The
HCP  device can be any suitable.lntemet -enabled device capable of
communicating via the  Internet, including communication via voice and the
display of images. Such an  Internet-enabled device can be, for a ample, an
internet-enabled personal digital  assistant (PDA), an internet- enabled
personal computer -(PC), an internet-enabled  cellular phone, or an
interactive television that is employed by a healthcare provider for
interacting with computer system 100. One skilled in the art will recognize
that  although a single HCP device is illustrated in FIG. 1, computer
systems according to.  the present invention can be configured to operate
with a plurality of HCP devices. f0b33]  Training interface module 106 is
configured to receive patient diagnostic  monitoring device training
information furnished by a training site and to the transfer patient
diagnostic device training information to the data repository module, 102
for  storage. The patient diagnostic monitoring device training information
can include, for  example, patient name and/or other identifying
information.(e.g,,  social security  number), a patient's training status
(e.g.; untrained, failed training or .passed training),  and patient
training date, in the embodiment of FIG. 1, healthcare provider interface
module 106 is shown as linked to an intemet -enabled training device (TD) v
ia'lntemet  200. However, training interface module 106 can receive the
patient diagnostic  monitoring device training information via any known
data r eceipt/communication  method including, but not limited to,
interaction via voice transmission,  touchtone- based entry, keyboard-based
entry, and/or direct download from a peripheral device. [0034] The
internet-enabled training 'device (TD) can comprise, for example, a kiosk.
with a. self-contained computer, a touchscreen  and/or display  device.for
interaction .with,.  a patient. In such a kiosk, software resident on the
computer can be configured to, for  example, enable identification of a
patient, a patient's trainer and a diagnostic  monitoring device for which
the patient has undergone or is  undergoing-training. If  desired, upon.
completion of a patient's training, an exam can be administered to.a  



patient via the computer, touchscreen  or other display device to
measure.the  effectiveness of the training. The exam results can then be e
ornmunicated'to training  interface module 106 as patient diagnostic
monitoring device training information. [0035) Supplier module 108 is
configured to send (e.g ,, electronically transfer).  notification
information to a diagnostic monitoring device supplier ( referred.to simply
as "Supplier" in FIG. 1) via any suitable means, such as the Internet 200.
It is  contemplated that such notification information will be used by a
diagnostic monitoring  device supplier for delivery (i.e., dispensing) of a
prescribed diagnostic monitoring device to a patient. Such diagnostic
monitoring devices include, but are not-limited to, I'T/INR  kits for the
quantitative determination of Prothrambin  time (PT) and/or r in. capillary
and venous whole blood as an aid in monitoring Warfarin therapy by
laypersons in the home for the purposes of patient self testing (PST). Such
kits can.  include, for example, a meter, disposable reagent test strip and
lancet(s). 10 100361 Patient interface module 110 of computer system 100
is. configured to perform,  the following functions in support of patient
self testing: receive patient self-test result information furnished by ;k
patient for whom  Patient enrollment information has been received by the
healthcare provider interface module;,  - transfer the patient self-test
result information to the data repository module  for storage; and
communicate updated patient treatment instructions. received by the  .
healthcare provider interface module to the patient, 10037] In the
embodiment of FIG. 1, patient interface module I10 is shown  as'linked to
an internet -enabled patient device (PD) via Internet 200. The
internet-enabled, patient:  device can be, for example, integrated into the
diagnostic medical device used-  by'the  patient for patient self-testing
by including a serial data port or other suitable hardware.  and software
within the diagnostic medical device.. Alternatively, patient. interface  



module 110 can receive the patient diagnostic monitoring device training
information  via any known data receipt/communication method
including,'but  not limited to,'  interaction via voice transmission,
touchtone-based entry, keyboard-,based entry, direct  download from a
peripheral device, andlor  wireless transrrllssion . [4038) Reimbursement
interface module 112 is configured to store and retrieve  guideline
compliance information from data repository module 102 and transfer the
-guideline -compliance information to a reimbursement entity ( e.g.,'the
Centers for  Medicaid and Medicare Services [CMS) or a private insurance
entity) to facilitate the  provision of fees to various entities involved
in the. management of an enrolled patient's  medical condition and
associated therapy. Such fees can include, for example, fees due  to
healthcare providers or an IDTF  based on guideline compliant services
rendered.  Reimbursement interface module 112 can transfer the guidance
compliance information  using any suitable transfer means including
electronic means, such 'as via the Internet. II [D039). In the embodiment
of FIG. 1, reimbursement interface module 112 is shown as  linked to the
CMS via Internet 200. Alternatively, reimbursement interface module.  112
can transfer the guidance compliance information via any-known  data
receipt/corrimunication  method including, but. not limited to, interaction
via voice  tmnsmission,touchtone -based entry, keyboard-based .entry,
direct download from a  peripheral device, standard mail, e-mail, and/or
wireless 'transmission. [0040) Analysis module 114 of computer system 100
is adapted to perform the  following functions in support of patient
self-testing:' validation of a patient's, enrollment information stored in
the data.repository  module (fur exarnpie,  validation of a patient
prescription by assessing whether a physician's.  signature is on the
prescription and whether the physician has a valid medical license); ' -
scheduling of training for a particular patient once the particular
patient's  enrollm cnt information have been validated; 



= evaluation of patient diagnostic device training information stored in
the data  repository module (e.g., validating that a particular patient has
successfully completed training  by, for example, assessing whether an
appropriate healthcare professional  has-signed a -patient"  training
verification document); - evaluation of patient self test information
stored in the. data repository nodule; and - compilation of guideline
compliance information based on patient enrollment  information, patient
diagnostic device training information and patient self-test information .
stored in the data, repository module; and - sending of notification
information to the diagnostic monitoring device  supplier module based on
the evaluation of patient diagnostic monitoring device training
information, the notification information being sufficient to enable :the
provision of a  d,jagnos'ti monitoring device to a patient by a diagnostic
monitoring device supplier. [/041) In the circumstance that patient
self-testing requires a diagnostic monitoring.  device that utilizes a
consumable (e.g., a disposable reagent test strip),  analysis-module 114
and supplier module 108 can be optionally configured'to send notification
32 information sufficient to enable the provision (dispensing) of such
consumables to a  patient. (0042] Furthermore, if desired, analysis module
114 can -be configured to  perfo'rih.a  variety of information management
functions including tracking prescription  information -history and
medication interactio'ns/interferences  for each enrolled patient.:
Computer system 100 can also be configured to immediately alert a
healthcareprovider..  when a patient's self test result information is not
in compliance with relevant patient.  self-test alert levels. 10043] FIG. 2
is a flow chart illustrating a sequence of steps 'in a process 300 for the



closed-loop support. of patient self-testing according to one exemplary
embodiment of  the present invention. First,- at step 202, patient
enrollment. information is stored in a  data repository module of a
computer system. Next, the'patient  enrollment information'  stored in the
data repository module is validated, as set 'forth in step 204. This . .
validation. can include, for example, validation of a prescribing
physician's license- and . otherwise reviewing the patient enrollment
information for errors. [0044] Next, training in the use of a prescribed
diagnostic monitoring device for a patient self-testing is scheduled, as
set forth in step 206, Such scheduling only occurs.  for those patients.
whose enrollment information has been validated. if desired, the
scheduling can occur automatically upon validation of patient enrollment
information  and such scheduling can be automatically communicated to the
patient and a training  site. [~045] The patient is then trained in the use
of the diagnostic monitoring device, as set  forth in step 208, followed by
storing of patient diagnostic monitoring device training'  information in
the data repository module of the computer system, as set  forth-in step
210. Based on the patient diagnostic monitoring device training infbrmat
ion, 'a diagnostic -monitoring device is dispensed to the patient, as
reflected in step 212., For  example, diagnostic monitoring devices will
only be dispensed to patients, who have 13 successfully completed the
diagnostic monitoring device training as indicated by the.  diagnostic
monitoring device training information. [0046) Once a patient has been
dispensed a diagnostic monitoring device, the patient  conducts.a patient
self-test using the diagnostic monitoring device, as set forth instep  214:
The result f h 



i  . o suc a pat ent self-test is patient self test i  PT/INR value and
patient self-testing ancillary information). [0047) As illustrated in FIG.
2, process 300 also includes the steps of storing the. patient self-test
result information in the data repository, module of the computer system
(step 216), transferring the patient self test result information to a
healthcare provider  for evaluation (step 218) and communicating, via the
computer system, modified  patient prescription and, optionally, other
therapeutic information to the patient (step  '220). 100481 Once apprised
of the present disclosure, one skilled in the an. will recognize that
process 300 can be implemented using computer'system 100 described above
arld. that  processes according to the present invention can be adapted to
encompass any of the  functions described above with respect to computer
system l 00. : For example, any of  the scheduling/storing/communicating
.steps can be accomplished via,the Internet. [0,049] Optionally, process
300 can include additional steps to compile guideline  compliance
information in the data repository module. and transfer the guideline
compliance information to a reimbursement entity (e..g ,'the CMS). (0050]
'.Computer systems and methods according to the present invention can be
efficiently impletttented  via software and hardware, for 'examp'le a
modular'C/C-H- programming language library on an operating-system with. an
in-memory database.  Moreover, one skilled in the art will recognize that
other programming languages (e.g.,  



Java, Per], Visual Basic and Pascal) and a variety of operating systems
(e.g., Windows,  Solaris and Linux ) can be utilized to implement the
present invention. 14 jg051 ) Exemplary embodiments, of the present
invention have been described with . respect to patient self-testing
related to anticoagulant therapy (i.e., PT/INR monitoring).  However, one
skilled in the art will recognize that computer systems and methods
according to the present invention can be utilized in support of a 'wide
variety o patient  self testing including, but not limited to,  PT/INR
self-testing and blood glucose patient '..  self-testing. [00521 It' should
be understood that various alternatives to the embodiments of. the
invention described herein may be employed in practicing the invention. It
is intended  that the following claim s defIne the scope of the invention
and that structures and  methods within the scope of these claims and their
equivalents-be covered thereby. 1S CLAIMS That which is claimed is. A
computer system for the closed-loop support of patient self testing, the .
computer system comprising: . a data renositorv.module  for storing patient
en. roll rent-informstion and -patient self-test  result information; a
healthcare provider interface module configured to: . receive patient
enrollment Information furnished by a healthcare provider;  .transfer the
patient enrollment information to the data repository module for storage;
communicate patient self-test result information to a heal hcare  provider;
and  receive modified patient prescription information from a healthcare
provider aid transfer the modified patient prescription inforrnatlor-  to
the data repository module for  



forage; a training module configured to: receive patient diagnostic
monitoring device training information furnished by a  training site; and
transfer patient diagnostic device training information to the data
repository' module for storage; a supplier module configured to send
notification information to a diagnostic  monitoring device supplier; .   a
patient interface module configured to: receive patient self-test  result
information furnished by a patient for whom  patient enrollment information
has been received by the healthcare provider interface module; transfer the
patient self test result information to the data repository module for -.
storage; and communicate modified patient prescription information received
by the  healthcare provider interface module to the patient; and . an
analysis module configured to: . . 16 validate a patient's enrollment
information stored in the data repository module;  schedule training for a
patient once the patient's enrollment information have been validated;
evaluate patient diagnostic device training information and patient
self-test  information stored in the data repository module; compile
guideline compliance information based on patient enrollment  information;
patient diagnostic device training information and patient self-test
information stored in the data repository module; and send notification
information to the supplier module based on'the  evaluation of  



patient diagnostic device training information, the notification
information being sufficient  o enable the provision of a diagnostic
monitoring'device  to a patient by a diagnostic monitoring  device
supplier. 2 The computer system of claim 1 further comprising:  a
reimbursement module configured to:' retrieve guideline compliance
information from data repository module; and  transfer the guideline
compliance information to a reimbursement entity. 3 The computer system of
claim 2, wherein the data repository module, healthcare .  provider
interface module, training interface module, supplier module, analysis
module and reimbursement, module are resident on a server computer. . 4.
The computer system of claim 1, wherein the healthcare provider interface
njodule  is configured to receive at least one of the patient enrollment
information and patient  p escription  information via the Internet, S.,
The computer system of claim 1, wherein the patient interface module is
configured to receive patient self test result information and communicate
modified patient.  prescription information via'the Internet. 17 6. The
computer system of claim i , wherein the supplier module is.conhgured  to
send notification -information to $ diagnostic monitoring device supplier
via the Internet. 7. The computer system of claim 2, wherein the
reimbursement module is .  configured to transfer the guideline compliance
information to a reimbursement entity via the  Internet. 8. The computer
system of claim 1, wherein the healthcare provider interface  ttiodul e is
configured to communicate patient self-test result information to a
healthcare.  rovider  that has been associated with the patient who
furnished the patient self-test information. 



9. The computer system of claim 1, wherein the analysis module and supplier
module are configured to send notification information sufficient to enable
the provision .of  cpnsumables  to a patient. 10. The computer system of
claim 1,-wherein:  the healthcare provider Interface module is further
configured to receive  therapeutic information from the healthcare provider
and transfer the therapeutic  information to the data repository module for
storage; and 'the patient interface module is further configured 'to
communicate the therapeutic  ir;forrsiation received by the healthcare
provider module to the patient. 11. The computer system of claim 10,
wherein the patient interface, module is  further configured to communicate
modified patient prescription information and therapeutic  information via
the Internet. 12. A method for the closed loop support of patient self
testing, the method  comprising: storing, in a data repository, module of
"a computer system, patient enrollment information; 18 module; validated;
validating the stored patient enrollment information stored in the data
repository scheduling training for a patient whose patient enrollment
information has been training of the patient in the use of a diagnostic
monitoring device; storing of patient diagnostic monitoring device.
training information in the data repository module, of the computer system;
dispensing of a diagnostic monitoring device to the patient based on the
patient  diagnostic monitoring device braining information stored in the
data repository module; conducting by the patient, a patient self-test
using the diagnostic monitoring. 



device, thereby producing patient self-test result information; storing the
patient self-test result information in the data repository. module of the
computer system; transferring the patient self test result information to
'a healthcare provider for . evaluation; communicating, via the computer
system, modified patient prescription.  information to the patient. 13. The
method of claim 12, further including the steps of compiling guideline
compliance information in the data repository module; and  transferring the
guideline compliance information to a reimbursement entity, 1.4. The method
of claim 12, wherein the scheduling step occurs automatically upon
'Validation of the stored patient enrollment information. 15. The method of
claim 12, wherein at least one of the scheduling step, storing steps and
communicating steps are accomplished via the Internet. 16. The method of
claim 12, wherein the dispensing step includes dispensing a,  pt/fNR
diagnostic monitoring device to the patient. 19 17. The method of claim 12,
wherein the transferring step includes transferring the  patient self-test
result information to a healthcare provider for documentation and the
communicating step includes communicating therapeutic information to the
patient. 20  


