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(57) A computer-implemented method for evaluating
ambulatory electrocardiographic (ECG) monitoring of
cardiac rhythm disorders is provided. A patient (12) is
registered online and medical records for the patient (12)
are assembled. An ambulatory ECG monitor (15) that
includes leadless integrated sensing electrodes inde-
pendently suspended from a flexible housing, is regis-
tered to the patient (12). The monitor is sent to a referral
center, e.g. using a pre-addressed sealable envelope
(18). An electrocardiogram (25) is retrieved from the re-
cording circuitry. The electrocardiogram (25) and the
medical records are evaluated against diagnostic criteria.

Upon making a finding when the diagnostic criteria is
met, the patient (12) is referred to a cardiac rhythm spe-
cialist online, which includes sending the cardiac rhythm
abnormality finding. As a result, both physicians and pa-
tients enjoy an ease-of-use not found with conventional
ambulatory ECG monitors (15). By bypassing determin-
ing whether a referral is needed and separately estab-
lishing the referral, patients (12) can be treated more
completely and more rapidly than through conventional
patient referral, especially for serious illness, with less
cost and less delay.
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Description
Field

[0001] This application relates in general to ambulato-
ry electrocardiographic monitoring and, in particular, to
a computer-implemented system and method for evalu-
ating ambulatory electrocardiographic monitoring of car-
diac rhythm disorders.

Background

[0002] Cardiologists are experts in the diagnosis and
treatment of heart rhythm disorders, such as tachycardia
(excessively fast and abnormal heart rates) and brady-
cardia (excessively slow and abnormal heart rates). Dis-
orders of the heart’s electrical system are the primary
cause of heart rhythm disorders, which, in turn, cause
ineffective pumping of the blood, thereby placing a pa-
tient at risk of loss of consciousness and sudden death.
Under managed care, access to medical specialists,
such as cardiologists and cardiac electrophysiologists
(cardiologists who focus purely on the heart’s electrical
system), requires a patient’s primary care provider to first
make a referral. Primary care physicians typically under-
take their own diagnostic testing and screening before
referring a patient. Evaluating the patient thoroughly of-
ten involves the ordering of tests. Each step preceding
cardiac specialist referral, though, adds on an additional
30 percent of administrative overhead costs on average,
while a failure by a primary care provider to act may force
patients to seek assistance through the emergency room,
thereby increasing emergency services’ already over-
whelming burden.

[0003] The diagnosis of cardiac rhythm disorders is
challenging to address in the brief period of in-clinic ex-
posure to the primary care provider due to the intermittent
and variable nature of most heart rhythm disorders.
Moreover, a patient’s symptoms, such as syncope, pre-
syncope, palpitations, angina, dyspnea, and fatigue, are
consistent with many health problems, other than heart
rhythm disorders, including benign causes. The ability of
a primary care provider to make the appropriate diagno-
sis can be extremely challenging and the tools to aid in
this diagnosis difficult to access. Moreover, an overall
decline in the skills required to diagnose and treat heart
rhythm disease in the general medical community has
made primary care providers ill-equipped to make the
kinds of classic arrhythmia diagnoses required to prevent
or treat a serious illness. Furthermore, primary care pro-
viders are artificially limited in their ability to make patient
referrals to cardiac specialists due to managed care re-
strictions, third-party provider rules, and practical obsta-
clesinaccessing needed diagnostic tools that are usually
not in the same physical location as the primary care
provider.

[0004] Currentforms of diagnostic testing available in-
clinic to primary care providers, typically only the stand-
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ard 12-lead electrocardiogram (ECG), are inadequate to
identify cardiac rhythm disorders in the context of today’s
limitations in time, finances, and obstacles in the patient
referral network. For instance, the conventional 12-lead
ECG test is merely a "snapshot" of a patient's heart
rhythm, lasting approximately 10 seconds. While 12-lead
ECG testing can identify many forms of persistently-pre-
sented heart disease, 12-lead ECG testing is of nominal
assistance in identifying episodic heart rhythm disorders
that rarely are present during clinic visits.

[0005] Other forms of ECG testing are more effective
at identifying cardiac rhythm disorders but are seldom
ordered by primary care providers because of the admin-
istrative and cost hurdles incurred in attempting the use
of such tools. For instance, U.S. Patent No. 3,215,136
issued November 2, 1965 to Holter et al. discloses an
electrocardiographic recording and playback means,
more commonly known as a "Holter monitor" named after
its inventor, Norman Holter in 1949. Holter monitor is now
used synonymously with long-term heart rhythm record-
ing, usually lasting at least 24 hours. With use of a Holter
monitor, episodes of ventricular tachycardia, asystolic in-
tervals, and ectopic heart beats are sensed and recorded
by electrodes placed on the patient’s skin. ECG rhythm
disturbances recorded by the Holter monitor can then be
identified. In less constrained times, such abnormalities
would be seen by cardiologists, who have been contract-
ed to overread the Holter recordings and provide diag-
nostic information to the referring primary care provider.
These cardiologists would, in turn, care for the patient
should a serious rhythm disorder be identified. Times
have changed, however, and this older model of health
care is no longer easily used or, if used, taken to the next
step of referral and care by a cardiac specialist because
of logistical and cost constraints.

[0006] The value of ambulatory ECG or Holter moni-
toring and the appropriate use of this technology, espe-
cially by primary care providers, suffers from several
drawbacks. First, under managed care, ambulatory ECG
monitoring is usually physically inaccessible to primary
care providers in their offices. Such monitoring requires
areferralto atesting laboratory, plus an additional referral
to a cardiologist to interpret any findings, presuming the
results of the Holter recording actually make their way
back to the referring primary care provider, which is not
necessarily a guaranteed event. Further obstacles arise
by virtue of the need for the patient to be compliant with
accessing, properly using, and returning the monitor to
the pickup location, as well as communication burdens
that arise between the referring physician, the overseeing
cardiologist, and feedback to the patient following the
outcome of the test. This communication complexity of-
ten leads to patients either not receiving the diagnostic
equipment, not having the test results communicated to
them, or not having an appropriate follow up with a knowl-
edgeable physician. Too commonly, no one calls the pa-
tient post-monitoring. In essence, the patient is left out-
side the health care channel and must wait until, and if,
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he is informed of test results and follow up care. In addi-
tion, the reading of recorded ECG data usually requires
an analysis by a heart disease specialist, which incurs
additional cost and loss of time in making the patient di-
agnosis. Such back-end burdens can dissuade or even
prevent a primary healthcare physician from ordering am-
bulatory ECG monitoring in the first place.

[0007] U.S. Patent application, Publication No.
2007/0255153, filed November 1, 2007, to Kumar et al.;
U.S. Patent application, Publication No. 2007/0225611,
filed February 6, 2007, to Kumar et al.; and U.S. Patent
application, Publication No. 2007/0249946, filed Febru-
ary 6, 2007, to Kumar et al. disclose a non-invasive car-
diac monitor and methods of using continuously recorded
cardiac data. A heart monitor suitable for use in primary
care includes a self-contained and sealed housing. Con-
tinuously recorded cardiac monitoring is provided
through a sequence of simple detect-store-offload oper-
ations that are performed by a state machine. The hous-
ing is adapted to remain affixed to a mammal from at
least seven days up through four weeks. The heart mon-
itor can include an activation or event notation button,
the actuation of which increases the fidelity of the ECG
information stored in the memory. The monitor is specif-
ically intended to provide monitoring continuously and
without interruption over an extended period, after which
the stored information can be retrieved and analyzed of-
fline to identify ECG events, including determining the
presence of an arrhythmia.

[0008] Finally, U.S. Patent application, Publication No.
2008/0284599, filed April 28, 2006, to Zdeblick et al. and
U.S. Patent application, Publication No. 2008/0306359,
filed December 11, 2008, to Zdeblick et al., disclose a
pharma-informatics system for detecting the actual phys-
ical delivery of a pharmaceutical agent into a body. An
integrated circuit is surrounded by pharmacologically ac-
tive or inert materials to form a pill, which dissolve in the
stomach through a combination of mechanical action and
stomach fluids. As the pill dissolves, areas of the inte-
grated circuit become exposed and power is supplied to
the circuit, which begins to operate and transmit a signal
that may indicate the type, A signal detection receiver
can be positioned as an external device worn outside the
body with one or more electrodes attached to the skin at
differentlocations. Thereceiver caninclude the capability
to provide both pharmaceutical ingestion reporting and
psychological sensing in a form that can be transmitted
to a remote location, such as a clinician or central mon-
itoring agency.

[0009] Therefore, a need remains for a way to provide
primary care providers with direct on-hand access to am-
bulatory ECG monitoring without adding significant pro-
cedural obstacles, cost or time burdens, and which work
within the confines of managed care, while simultane-
ously providing important diagnostic information and ap-
propriate care directly to the patient through a closed
health care loop.
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Summary

[0010] A computer-implemented system and method
for inexpensive and readily accessible ambulatory ECG
monitoring is provided. The ambulatory ECG monitoring
is particularly adapted for use in managed healthcare by
primary care physicians and their patients. Each ambu-
latory ECG monitor includes leadless sensing electrodes
and low cost recording circuitry for short term or extended
wear monitoring. The patient wears the monitor for a set
observation period and preferably maintains an electron-
ic, vocal, or paper diary contemporaneous to monitoring.
A unique identifier is assigned to the monitor that is used
throughout the remainder of the diagnosis and referral
process. The patient sends the monitor (or its ECG data
recordings) and diary, if created, to a monitoring, consul-
tation, and specialistreferral center ("referral center") that
retrieves and evaluates the recorded ECG data. In one
embodiment, the referral center retains a cardiac spe-
cialist to interpret any ectopic findings and provide a for-
mal medical diagnosis. As a key and unique feature of
this system, when appropriate, the patient is directly re-
ferred by the referral center to a cardiac specialist and
an appointment is set up for definitive patient evaluation
and care, if the monitoring results indicate, rather than
having the patient report back to his primary care physi-
cian. Additionally, the patient can proactively track the
status of and make inquiries concerning his test results
through the unique identifier, rather than relying on his
primary care provider’s office staff or the physician him-
self. The primary care physician is also informed, but is
not required to be involved in any manner. This process
results in arapid diagnosis, and importantly, rapid access
to a specialist, who can initiate definitive patient care,
when needed while enabling the patient to play an active
role throughout each stage of the monitoring process.

[0011] One embodiment provides a computer-imple-
mented method for evaluating ambulatory electrocardi-
ographic (ECG) monitoring of cardiac rhythm disorders.
A patient is registered online and medical records for the
patient are assembled. An ambulatory ECG monitor that
includes leadless integrated sensing electrodes inde-
pendently suspended from a flexible housing that enclos-
es ECG recording circuitry connected to the electrodes,
is registered to the patient. An electrocardiogram is re-
trieved from the recording circuitry. The electrocardio-
gram and the medical records for the patient are evalu-
ated against diagnostic criteria, which includes statistical
correlations of cardiac disease states and cardiac rhythm
patterns. Upon making a finding of a cardiac rhythm ab-
normality when the diagnostic criteria is met, the patient
is referred to a cardiac rhythm specialist online, which
includes sending the cardiac rhythm abnormality finding.
[0012] A further embodiment provides a computer-im-
plemented method for diagnosing cardiac rhythm disor-
ders through recorded ambulatory electrocardiograms.
A patient is registered online with a referral center. Med-
ical records for the patient are assembled in a centralized



5 EP 2 438 848 A2 6

database maintained by the referral center. A tracking
number is assigned to the monitor in relation to the am-
bulatory electrocardiographic (ECG) monitoring and the
tracking number is matched to the patient in the data-
base. An ambulatory ECG monitor thatincludes leadless
integrated sensing electrodes independently suspended
from a flexible housing that encloses ECG recording cir-
cuitry connected to the electrodes, is registered to the
patient. Following completion of ambulatory ECG moni-
toring by the patient, analysis and referral are performed
through the referral center. A status is provided upon
demand regarding the analysis and referral to the patient
keyed to the tracking number an electrocardiogram is
retrieved from the recording circuitry. The electrocardio-
gram and the medical records for the patient are evalu-
ated against diagnostic criteria, which includes statistical
correlations of cardiac disease states and cardiac rhythm
patterns. Upon making a finding of a cardiac rhythm ab-
normality when the diagnostic criteria is met, direct re-
ferral is undertaken. An appointment for the patient is set
with a cardiac rhythm specialist online, which includes
sending the electrocardiogram, medical records, and
cardiac rhythm abnormality finding. The patient is notified
of the appointment with confirmation.

[0013] Astill further embodiment provides a computer-
implemented method for automated diagnosis and follow
up ambulatory electrocardiographic monitoring. A patient
is enrolled in a referral center. An ambulatory electrocar-
diographic monitor is registered to the patient. An elec-
trocardiogram is retrieved from the recording circuitry of
the ambulatory electrocardiographic monitor following
ambulatory monitoring. The electrocardiogram is evalu-
ated against diagnostic criteria, which include statistical
correlations of cardiac disease states and cardiac rhythm
patterns appearing in the electrocardiogram during the
ambulatory monitoring. Follow up care of the patient is
performed through the referral center based on outcomes
from the evaluation of the electrocardiogram.

[0014] Primary care physicians are empowered with a
type of ambulatory ECG monitoring that, in conjunction
with a referral center, ensures proper data interpretation
and medical follow up. A primary care physician need
only apply an ambulatory ECG monitorin-clinic or provide
a monitor to a patient through a prescription called into
a pharmacy or other dispensary point-of-sale. Subspe-
cialty expertise in arrhythmia diagnosis need not be res-
ident in the provider’s clinic, nor must the patient be re-
ferred to a separate ambulatory ECG testing laboratory.
The low cost of each monitor encourages use when pa-
tient symptoms urge access to ambulatory ECG moni-
toring data. The backup system of support for the general
physician helps minimize the risk of misdiagnosis and
the need to even establish a referral, which is often not
a simple decision or a simple process to ensure. Addi-
tionally, the combination of low cost and convenience of
access to expertise encourages testing when appropri-
ate to evaluating new medications or other changes im-
portant for the conduct of high-quality medical care.
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[0015] Another key feature is that patients are empow-
ered with the ability to self-screen a potential arrhythmic
condition through ambulatory ECG monitoring. Access
to cardiac rhythm expertise is difficult for a variety of rea-
sons. Patients save both the costs and inconvenience of
undertaking intermediate diagnostic testing, as typically
required when undergoing conventional Holter-type am-
bulatory ECG monitoring, as well as avoid the risk of non-
reimbursement that arises when they seek help outside
their managed care plan. Patients are able to stay in-
formed of their test results and follow on care without
having to passively wait for follow up to occur. Moreover,
wasted time is avoided by all interested parties.

[0016] Finally, as part of the system employed by pri-
mary care providers, cardiac specialists are empowered
with receiving complete patient referrals and critical ECG
data that enable them to effectively diagnose and treat
arrhythmic conditions without the usual repetitive phone
calls and requests to access medical information be-
tween doctors offices. Medical information and patient-
generated diary entries are communicated to the referral
center as part of the ambulatory ECG monitoring proc-
ess, which is provided to cardiac specialists as part of a
complete referral.

[0017] Still other embodiments will become readily ap-
parentto those skilled in the artfrom the following detailed
description, wherein are described embodiments by way
of illustrating the best mode contemplated. As will be re-
alized, other and different embodiments are possible and
the embodiments’ several details are capable of modifi-
cations in various obvious respects, all without departing
from their spirit and the scope. Accordingly, the drawings
and detailed description are to be regarded as illustrative
in nature and not as restrictive.

Brief Description of the Drawings

[0018]

FIGURE 1 is a diagram showing, by way of example,
a method for evaluating ambulatory electrocardio-
graphic monitoring of cardiac rhythm disorders in ac-
cordance with one embodiment.

FIGURE 2 is a flow diagram showing the tracking of
actions by a referral center as used in conjunction
with the method of FIGURE 1.

FIGURE 3 is a screen shot showing, by way of ex-
ample, a Web page for the tracking of actions by a
referral center as used in conjunction with the meth-
od of FIGURE 1.

FIGURE 4 is a diagram showing, by way of example,
in-clinic application of the ambulatory ECG monitor
of FIGURE 1.

FIGURE 5 is a diagram showing, by way of example,
an ambulatory ECG monitor in accordance with one
embodiment.

FIGURE 6 is a diagram showing, by way of example,
delivery of the ambulatory ECG monitor of FIGURE
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1.

FIGURE 7 is a diagram showing, by way of example,
evaluation of patient ECG data retrieved following
the ambulatory monitoring of FIGURE 1.

FIGURE 8 is a block diagram showing, by way of
example, levels of triage use by the referral center
of FIGURE 6.

FIGURE 9 is a diagram showing a reimbursement
scheme for health care provisioning participants in
accordance with one embodiment.

Detailed Description

[0019] Tothe average internal medicine or family prac-
tice physician, conventional forms of ambulatory ECG
monitoring are only indirectly accessible and are rarely
used because of the cost and inconvenience of access,
diagnosis and follow-up referral to patient and physician
alike. This situation hampers the evaluation of patients
with sporadic symptoms like syncope, palpitations, and,
dyspnea, that are often not present at the time of visiting
the doctor. Equipping these physicians with proper diag-
nostic tools is critical to proper patient management.
Such tools must be highly-accessible, yet low-cost to en-
sure use when needed. At the same time, patients need
a sense of transparency in healthcare provisioning. Un-
dertaking diagnostic testing is an accepted part of the
healthcare process, yet once testing has been complet-
ed, patients can feel that they are at the mercy of the
healthcare system in terms of receiving follow up infor-
mation and guidance. Such feelings of helplessness are
only exacerbated as the waiting time for information and
referral after test completion continues for days or weeks.
[0020] Both of these primary care physician and pa-
tient needs can be met through a system that forms a
closed-loop using ambulatory ECG monitoring. FIGURE
1 is a diagram showing, by way of example, a method
for evaluating ambulatory electrocardiographic monitor-
ing of cardiac rhythm disorders 10 in accordance with
one embodiment. Briefly, an ambulatory ECG monitor is
packaged as an adhesive patch that can be applied in-
clinic by a primary care provider, or at home by the pa-
tient. ECG data is recorded and subsequently read by a
monitoring, consultation, and specialist referral center
("referral center") with which the patient can automatical-
ly be enrolled using tracking information specific to the
patient and embedded into the monitor using, for in-
stance, aradio frequency identification tag. Based on the
recorded ECG data, diagnosis and referral to cardiac or
other medical specialists, as appropriate, are made. The
referrals are made by the referral center, not the physi-
cian who applied or prescribed the ECG monitor. Like-
wise, the referrals do not require further in-clinic primary
care services, which is a key feature of that is particularly
helpful to the patient. Moreover, the patient can track and
make inquires regarding the status of his test results on
demand throughout each stage of diagnosis and referral
by tracking the information and the results of the infor-
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mation contained in his ECG monitor. Thus, by assuring
access to expert medical specialist referral by automat-
ically scheduling an appointment for the patient with the
most pertinent physician based on the patient’'s ECG find-
ings and by enabling the patient to be a part of the post-
monitoring process, the key omissions in conventional
patient management are resolved.

[0021] The scenario for use will take the following
course. A patient 12, possibly suffering from cardiac ar-
rhythmia, experiences classic symptoms, such as syn-
cope, presyncope, palpitations, angina, dyspnea, and fa-
tigue (step A) will become concerned and sees his pri-
mary care physician 14 for an in-clinic appointment. Dur-
ing the appointment, the physician 14 or an assistant,
such as a nurse, applies an ambulatory ECG monitor 15
to the patient’s chest when presented with indications for
ambulatory ECG monitoring (step B), as further de-
scribed below with reference to FIGURE 4. (The size of
the monitor 15 in FIGURE 1 et seq. is exaggerated for
clarity.) Alternatively, the physician 14 may give the pa-
tient 12 the monitor 15 to be applied later on by the patient
12 himself or by an assistant in another place, such as
at home. In a further embodiment, the patient 12 could
self-screen by obtaining an ambulatory ECG monitoring
kit over-the-counter or, if required, under a prescription
called into a pharmacy by his primary care physician,
such as described in commonly-assigned U.S. Patent
application, entitled "Computer-Implemented System
and Method for Mediating Patient-Initiated Physiological
Monitoring," Serial No. 12/901,455, filed October 8, 2010,
pending, the disclosure of which is incorporated by ref-
erence. The self-screening monitoring kit would include
instructions on how to either physically return the monitor
15 or to electronically transfer the recorded physiological
data from the monitor 15 to the referral center following
monitoring.

[0022] Either priorto seeing the physician 14 or follow-
ing application of the monitor 15, the patient 12 is regis-
tered with the referral center, if he was not already reg-
istered before. The patient 12 also receives instructions,
such as from his physician’s nurse 16, regarding physi-
cally sending the monitor 15 (or its ECG data recordings)
to the referral center following monitoring and on how to
track the status of the test results and follow on care
online (step C). A tracking number ("TN") 19 is assigned
to the monitor 15 that follows the monitor 15 throughout
monitoring of the heart beat, reading its output, follow up,
diagnosis and referral, which is also provided to the pa-
tient 12. The nurse 16 electronically matches the tracking
number 19 to the patient 12 in a database centrally main-
tained by the referral center online. The nurse 16 also
uploads the patient’s personal medical information,
thereby creating a complete medical record that can be
used by a cardiac specialist in the event of referral.
[0023] In one embodiment, the patient 12 is given a
sealable envelope 18 or similar container in which to
physically enclose and send off the used monitor 15 to
the referral center. The envelope 18 includes an RFID
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tag 20 and a detachable tracking ticket 22. The nurse 16
uses an RFID transceiver-equipped computer, including
a desktop, notebook, or tablet computer, or mobile com-
puting device, such as a smart telephone, to read from
and record into the RFID tag 22. The computer includes
those components conventionally found in general pur-
pose programmable devices, such as a central process-
ing unit, volatile memory, input and output ports, user
display, keyboard or other input device, network inter-
face, and non-volatile mass storage. Other components
are possible. The nurse 16 records the tracking number
19 into the envelope’s RFID tag 20 and onto the tracking
ticket 22. Alternatively, the tracking number 19 could orig-
inate as a pre-generated code already printed on the
tracking ticket 22 and be recorded into both the enve-
lope’s RFID tag 20 and an RFID tag provided with the
monitor 15, as further described infra. The patient 12 is
instructed to detach the tracking ticket 22 on which the
tracking number 19 has been recorded prior to sending
off the monitor 15. In a further embodiment, the patient
12 electronically transmits the recorded ECG data to the
referral center following completion of monitoring.

[0024] At the same time that post-monitoring instruc-
tions are received, the patient 12 is given a diary 17 to
help chronicle physical symptoms, subjective feelings,
and activities at the time of symptomatic onset during
monitoring. A related challenge facing physicians is a
lack of contemporaneous subjective data from the patient
himself concerning his complaints at the time of occur-
rence. Toaddress this concern, the patient 12 is expected
to maintain the diary 17 throughout the time that the mon-
itor 15is worn. Inone embodiment, the patient 12 is either
provided with a form of electronic or traditional paper di-
ary 17 or instructed on accessing a dictation service that
makes diary entries for the patient. In a further embodi-
ment, where the patient obtains a monitor 15 over-the-
counter or through a prescription called in by the primary
care provider 14, the monitoring kit includes a diary 17.
[0025] The diary 17 can be implemented in the form
of software, technology-assisted dictation, or conven-
tional writing that is later electronically transcribed. A soft-
ware-implemented diary can be provided in several
forms. For instance, the diary software could be distrib-
uted on machine-readable media, or downloaded online,
which, when installed on a computing device, locally ex-
ecutes an electronic diary application. The computing de-
vice can be a computer workstation, personal computer,
personal digital assistant, programmable or "smart" mo-
bile telephone, such as an iPhone or Blackberry, respec-
tively licensed by Apple Inc., Cupertino, CA and Re-
search In Motion, Waterloo, Ontario, Canada, intelligent
digital media player, mobile tablet computer, or other pro-
grammable stationary or portable electronic device. The
computer includes those components conventionally
found in general purpose programmable devices, such
as a central processing unit, volatile memory, input and
output ports, user display, keyboard or otherinput device,
network interface, and non-volatile mass storage. Other
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components are possible. Alternatively, the diary soft-
ware could be a virtual application loaded from a remote
server, such as a Web-based application that executes
in a Web browser on the patient’'s computing device. As
well, the diary software could be part of an existing soft-
ware application, like a personal information manager
and communications program, such as Outlook, licensed
by Microsoft Corporation, Redmond, WA, or a social net-
working and microblogging service, such as Twitter, li-
censed by Twitter, Inc., San Bruno, CA. Preferably once
a day or as appropriate, the patient 12 types or dictates
entries into the diary 17. A technology-assisted dictated
diary uses an existing electronics infrastructure to accept
spoken diary entries from the patient 12, who is asked
to telephone a call monitoring center to dictate his diary
entries daily. This form of diary is particularly apropos for
those patients who lack access to or knowledge of using
a computing device. When dictated, voice recognition
software executing at the call center converts patient’s
spoken words into text, or the speech can be manually
transcribed into text offline by a third party transcription
service. A conventional written diary is typically a bound
notebook or other form of printed material into which the
patient 12 manually chronicles his daily activities and
physical complaints. Diary entries are later converted into
electronic form by the referral center or a third party tran-
scription service. Other forms of diary are also possible.
[0026] During monitoring (step D), the patient 12 en-
gages in activities of daily living , while the monitor 15
unobtrusively monitors and records ECG data. Continu-
ous and uninterrupted wear of the monitor 15 over the
entire course of monitoring may be impracticable for eve-
ry patient. Skin sensitivities, allergies, irritation, and sim-
ilar factors have an effect on a patient’s ability to tolerate
the wearing of the monitor 15 for an extended period.
Similarly, oil on the skin’s surface, perspiration, and over-
all physical hygiene can affect monitor adhesion. Thus,
each monitor 15 includes a flexible housing and standoff-
separated skin adhesion assembly. The housing can be
separated from the skin adhesion assembly to allow the
patient 12 to reposition or replace the skin adhesion as-
sembly. Either the same housing or a new housing can
be used during successive periods of monitoring. When
the same housing is reused, the recording circuitry com-
pensates for disconnection and reconnection of the sens-
ing electrodes by stopping recording of ECG data during
the gap in monitoring, as sensed by disconnection from
the set of sensing electrodes. The recording circuitry
thereafter resumes recording upon being reconnected.
If necessary, the patient 12 may choose to take a break
and allow her skin to "breathe" between applications of
the skin adhesion layer.

[0027] Throughout the monitoring period, the patient
ideally makes regular entries in his diary 17, as described
infra, which provides context that can help relate patient
symptoms to the recorded ECG data, even where there
are gaps in the monitoring due to replenishment of the
skin adhesive layer or other factors. In a further embod-



11 EP 2 438 848 A2 12

iment, the monitor 15 includes an actimetry sensor, which
measures gross motor activity undertaken by the patient,
such as through walking, running, changing posture or
sleep position, and other body motions, that can be tem-
porally matched with diary entries during post-monitoring
evaluation. Monitoring ends when the patient 12 removes
the monitor 15 from his chest. Thereafter, the patient 12
sends the monitor 15 (or its ECG data recordings) to the
referral center, along with his completed diary 17 (step
E), as further described below with reference to FIGURE
6. Upon receipt, a laboratory technician 23 or other per-
sonnel retrieves the recorded ECG data 25 and, if pro-
vided, the actimetry, from the monitor 15 (step F) for anal-
ysis, post-monitoring diagnosis, follow up, and referral,
as further described below with reference to FIGURE 7.
[0028] The tracking number 19 allows both the referral
center and the patient 15 to follow the use of the monitor
15 from application through reading, diagnosis, and re-
ferral. In-clinic, the primary care physician 14 or his as-
sistant use a computer, including a desktop, notebook,
or tablet computer, or mobile computing device, such as
asmarttelephone, to access the RFID tags of the monitor
15 and envelope 18. The ability ascertain the wherea-
bouts and status of the monitor 15 and its recorded data
at any point in the process is empowering. Thus, in re-
sponse to an inquiry sent to the referral center by the
patient 12 and keyed to the tracking number 19, the pa-
tient 12 can determine the status of ambulatory ECG
monitoring, data retrieval, ECG data evaluation, any clin-
ical findings, including findings of a cardiac rhythm ab-
normality, or a referral to an appropriate medical special-
ist. Primary care physicians can establish patient com-
pliance. Cardiac specialists are able to reconstruct the
steps leading up to a referral. The referral center main-
tains positive control. And patients are granted the ability
to close the loop on their health care provisioning by
knowing where they are in the diagnostic process, and,
equally important, where they are headed in the process
of their follow-up, subsequent care and therapy. In sum,
patients are provided closure for their problem, which is
increasingly infrequent in today’s healthcare system.
[0029] Each monitor 15 and its recorded data are
tracked using a combination of the tracking number 19
and a series of scheduled actions. The actions are
tracked and coordinated by the referral center through
anonline database. FIGURE 2 is a flow diagram showing
the tracking of actions 30 by a referral center as used in
conjunction with the method 10 of FIGURE 1. The actions
include:

(1) Each monitor 15 is expected to be sent off by the
patient 12 and received at the referral center within
a fixed amount of time following completion of mon-
itoring (block 31). For instance, a period of 48 hours
may be allotted for a patient 12 to provide the monitor
15 or its recorded data to the referral center, where
the data is transmitted electronically in lieu of phys-
ically sending the monitor 15. Upon the expiry of 48
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hours or other allotted time (block 32), the referral
center will initiate follow up (block 33), which can
include contacting the carrier, such as Federal Ex-
press, or the patient 12. Follow up may be electronic,
for instance, by accessing an online package track-
ing database or sending text messages, or via phone
or mail communication.

(2) Analysis and diagnosis is performed by the re-
ferral center within a fixed amount of time upon re-
ceipt of each monitor 15 or its recorded data (block
34). For instance, a period of 24 hours may be allot-
ted for completing data analysis and diagnosis. Fail-
ure to complete analysis and diagnosis within the
allotted time (block 35) is flagged for internal follow
up by the referral center (block 36). A physician, ei-
ther primary care or referred, or the patient 12 is per-
mitted to inquire with the referral center into the na-
ture of any delay.

(3) Follow up with the patient 12 is by the referral
center is guaranteed within a fixed amount of time
following completion of analysis and diagnosis
(block 37). For instance, a period of 24 hours may
be allotted for patient follow up, which can include
contacting the patient 12 with status information,
generating a referral to a cardiac specialist, and no-
tifying the patient 12 of their cardiac specialist ap-
pointment. Failure to complete patient feedback
within the allotted time (block 38) is flagged for inter-
nal follow up by the referral center (block 39). A phy-
sician, either primary care or specialist, or the patient
12 is permitted to inquire with the referral center into
the nature of any delay.

(4) Where a referral to a cardiac specialist is gener-
ated, the test results and patient medical records
must be sent to the referred physician within a fixed
amount of time following patient follow up (block 40).
For instance, a period of 24 hours may be allotted
for forwarding the test results. The test results can
be transmitted electronically to the referred physi-
cian. Patients 12 and authorized physicians can ac-
cess the test results through a secure Web page.
Failure to forward test results within the allotted time
(block 41) is flagged for internal follow up by the re-
ferral center (block 42). A physician, either primary
care or specialist, or the patient 12 is permitted to
inquire with the referral center into the nature of any
delay.

(5) The patient 12 is expected to confirm his appoint-
ment with the referred physician within a fixed
amount of time following patient follow up (block 43).
For instance, a period of 24 hours may be allotted
for the patient 12 to confirm. The patient 12 can con-
firm electronically, for instance, by email or text mes-
sage, or manually. Upon the expiry of 24 hours or
other allotted time (block 44), the referral center will
initiate follow up with the patient 12 (block 45). Follow
up may similarly be electronic, voice or mail.
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[0030] Inoneembodiment, the referral center provides
Web-based applications for physicians, their staff, and
patients that enable them to access the database with
proper authorizations and privacy protections, as further
described below with reference to FIGURE 3. Addition-
ally, the referral center can send electronic status up-
dates via email, text message, or automated telephone
calls to the patients, as well as others, upon the comple-
tion of each of the foregoing actions, as well as other
actions. In a further embodiment, the physicians, their
staff, and the patients can also contact the referral center
manually, such as via a toll free telephone number. For
instance, a patient 12 may wish to speak to an on-call
nurse at the referral center concerning the test results or
their scheduled referral. Other ways to interface with the
referral center are possible.

[0031] In one embodiment, status can be checked by
accessing the referral center’'s Web site and entering the
tracking number. FIGURE 3 is a screen shot showing,
by way of example, a Web page 47 for the tracking of
actions 30 by a referral center as used in conjunction with
the method 10 of FIGURE 1. The Web page is viewable
using a Web browser or similar application with online
access as executed using a Web-capable device, includ-
ing computer workstation, personal computer, personal
digital assistant, programmable or "smart" mobile tele-
phone, intelligent digital media player, mobile tablet com-
puter, or other programmable stationary or portable elec-
tronic device.

[0032] The Web page 47 displays the status of the ac-
tions 30 undertaken following completion of ambulatory
ECG monitoring. The patient 12 retrieves the Web page
47 by entering the tracking number 48 or other identifying
information. The status of the testing 49 is then presented
in a secure manner than ensures patient privacy, for in-
stance, by using secure socket layer (SSL) communica-
tions security. The status information can include, for in-
stance, a summary of the patient information on file and
a history of the actions undertaken by the referral center.
Other kinds of status information, forms of processing
status inquiries, and of presenting status information are
possible.

[0033] The monitor provides frontline primary care
physicians with a simple and low-cost form of ambulatory
ECG monitoring without the obstacles inherent in acquir-
ing the device, the complexities and inefficiencies of call-
ing and contacting referral offices, and the unacceptable
costs in terms of time and repetitive travel that are at-
tendant to conventional ambulatory ECG monitors. FIG-
URE 4 is a diagram showing, by way of example, in-clinic
application 50 of the ambulatory ECG monitor of FIGURE
1. To encourage proactive diagnosis of arrhythmias or
other conditions of medical concern, the ambulatory ECG
monitors are provided as single use monitoring packages
that are low cost and readily dispensable, such as de-
scribed in commonly-assigned U.S. Patent application,
entitied "Ambulatory Electrocardiographic Monitor and
Method of Use," Serial No. 12/901,444, filed October 8,
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2010, pending, and U.S. Patent application, entitled "Am-
bulatory Electrocardiographic Monitor for Providing Ease
of Use in Women and Method of Use," Serial No.
12/901,428, filed October 8, 2010, pending, the disclo-
sures of which are incorporated by reference. Other types
of ambulatory ECG monitors could also be used.
[0034] The low costand convenience of access of am-
bulatory ECG monitors encourages rapid patient diag-
nostic testing, which is currently underutilized in primary
care medicine because of the inconvenience and diffi-
culty generally encountered in accessing conventional
ambulatory ECG monitors and the difficulty of diagnosis
and receiving actionable information. Here, a primary
care physician 14 can keep a set of the pre-packaged
ambulatory ECG monitors 52 readily at-hand (step A),
for instance, in his laboratory coat pocket 53 or on an
examination room table. Ambulatory ECG monitoring
can be undertaken in a wider range of circumstances
than practicable with conventional forms of ambulatory
monitoring, which entail significant care giver, patient,
and financial burden. For instance, a primary care pro-
vider 14 can use the ambulatory ECG monitors 52 for
evaluating the efficacy of new medications or other
changes to patient care. Similarly, a series of ambulatory
ECG monitors 52 can be used over the course of several
months to establish a trending analysis for a patient 12
with particularly sporadic symptoms, such as episodic
paroxysmal atrial fibrillation. The threshold of use is low
enough and the back up reading support and expert re-
ferral, when necessary, are integral parts of the system.
Thus, a primary care provider 14 can freely apply the
ambulatory ECG monitors 52 without distraction from
managed health care limits or concerns of being outside
his range of expertise, both in the case of interpreting
ambulatory ECG monitoring data and, importantly, in
managing its results. In turn, the patient 12 receives in a
timely manner the full spectrum of appropriate responses
to his symptoms.

[0035] During examination, as appropriate, the prima-
ry care provider 14 takes a patient history 55 and per-
forms a physical examination 39 (step B). A complete
patient history 55 indicates how frequent the patients pre-
sumed arrhythmia arises, its duration, the severity of
symptoms, heart rate, drug and dietary history, system-
atic illnesses, and family history of rhythm disturbances.
The patient history 55 elicits major cardiovascular symp-
toms and how they may have varied over time. Classic
cardiovascular symptoms can include chest discomfort,
dyspnea, fatigue, edema, palpitations, syncope, cough-
ing, hemoptysis, and cyanosis. The physical examination
39includes findings from physical inspection, palpitation,
percussion, and auscultation, which may help provide
clues that link disparate aspects of the patient’s presen-
tation. Findings from the patient medical history 55 and
physical examination 39 are used during subsequent on-
line diagnosis by a server operated as part of the referral
center, as further described below with reference to FIG-
URE 7.
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[0036] Through use of the monitor 15, both physicians
and patients enjoy an ease-of-use not found with con-
ventional ambulatory ECG monitors. Ambulatory ECG
monitoring can be initiated when indicated by patient con-
dition or when otherwise considered appropriate by the
physician 14. Referring briefly ahead to FIGURE 5, each
monitor includes a pair of leadless sensing electrodes
63a, 63b exposed on the underside of an adhesive layer
62 and connected to low cost ECG recording circuitry
integrated in a compact single-use housing 61. Each
monitor also includes an RFID tag 66 containing a unique
identifier for the monitor that is either integrated with the
ECG recording circuitry, or is embedded into the moni-
tor’'s housing, such as within a foam-constructed cover.
The RFID tag 66 is used during monitoring to associate
a monitor 15 to a patient-specific tracking number 19 that
can be used by the patient 12, referral center, and phy-
sician or staff to track the physical whereabouts of the
monitor 15 and to determine the post-monitoring status
of diagnosis and follow up care. The RFID tag 66 is ac-
cessed using standard RFID transmitter and receiver
units.

[0037] Referring back to FIGURE 4, the monitor 15 is
placed on the patient’s chest at midline, covering the
center third of the sternum between the manubrium and
the xiphoid process that is s found at the inferior limit of
the sternum (step C). The monitor 15 can be applied by
the primary care physician 14, or an assistant, such as
anurse. This unique location for ECG monitor application
and the monitor’'s small size allow for a uniformity of ap-
plicability by minimally trained physicians or even lay in-
dividuals. Application of the monitor 15 is no more difficult
than applying a bandage over a wound. Monitor applica-
tion takes a few seconds and is significantly more time
and cost efficient than both making a cardiac specialist
referral, which often requires writing letters and making
telephone calls, or sending a patient to a hospital or major
cardiology practice to access an ambulatory ECG mon-
itor. Unlike application of the twelve leads used by stand-
ard Holter systems, non-expert individuals have the abil-
ity to successfully apply the monitor 15 without needing
medical training or separate instruction. In addition, the
midline sternum-centered location is ideal for demon-
strating key ECG features of atrial activity, such as P-
waves, as well as ventricular activity, such as R-waves.
[0038] Inafurtherembodiment,ambulatory ECG mon-
itoring can be initiated through self-care. Where available
without a prescription, the patient 15 can simply obtain
and apply an ambulatory ECG monitoring kit over-the-
counter. Alternatively, the primary care provider 14 can
call in a prescription to a pharmacy or other dispensary
point-of-sale for the patient 12 to obtain a single use am-
bulatory ECG monitoring kit. The patient 12 may have
already performed his own research as to his condition
or spoken to a physician, nurse practitioner, or other
health care professional about his perceived health con-
cerns through telephonic "on-call" patient services. The
patient 12 can request his primary care provider 14 to
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callin a prescription for an ambulatory ECG monitor. The
patient thus avoids the need to see the primary care pro-
vider 14 in-person through an in-clinic appointment and
can apply the monitor 15 himself.

[0039] Physical application of the monitor 15 is the only
step required to initiate ambulatory ECG monitoring. Min-
imal to no primary care provider involvement need be
undertaken prior to starting ambulatory ECG monitoring.
Conventional follow up appointments with an ECG mon-
itoring laboratory and a primary care physician-referred
cardiac specialist are unnecessary, at least at this point.
Instead, the patient 12 takes care of returning the monitor
15, or, in a further embodiment, just the ECG data re-
corded by the monitor 15, for reading and follow up by
the referral center, along with the diary 17 as maintained
by the patient 12 throughout monitoring.

[0040] Finally, contemporaneous to application of the
monitor 15, the primary care provider 14, or an assistant,
electronically matches the monitor 15 to the patient 12
using the monitor’s unique identifier that is stored in the
RFID tag 66 (step D). Each monitor 15 is registered for
use by the patient and is generally for one-time use. An
RFID transceiver-equipped computer 58, including a
desktop, notebook, or tablet computer, or mobile com-
puting device, such as a smarttelephone, scans the RFID
tag 66 and records the monitor’s unique identifier into a
database centrally maintained by the referral center on-
line.

[0041] A small, anatomically adaptive, and single-use
ambulatory ECG monitor is applied in-clinic by a primary
care provider 14, at home by the patient 12, or by other
healthcare or lay individuals to record ECG data over an
extended time period, while the patient 12 engages in
activities of daily living. FIGURE 5 is a diagram showing,
by way of example, an ambulatory ECG monitor 60 in
accordance with one embodiment. The monitor 60 is
placed on the midline of the patient’s chest and centered
over the sternum. Conforming fit and secure adhesion to
the inherently uneven surface of a midline sternum-cen-
tered location are provided through two interconnected
structures: a flexible housing for the electronic circuitry
and standoff-separated skin adhesion assembly specif-
ically designed to adapt to a variable contour sternal sur-
face. A waterproof housing 61 encloses ECG recording
circuitry. The housing 61 is independently suspended
through a set of standoffs that forms a gap 64 of about
2.5mm (0.lin) between an adhesive layer 62 that con-
formably adheres to the patient’s skin and the housing
61. A set of at least two electrodes 63a, 63b are received
in holes or "gel wells" formed through the standoffs and
are exposed at the bottom surface of the adhesive layer
62.

[0042] Physically, when viewed from above, the mon-
itor 60 has an elongated triangular shape with rounded
vertices with dimensions of approximately 3.8cm (1.5in)
wide and 7.6cm (3.0in) long. The monitor 60 weighs
about 14.2g (0.50z) when assembled with electrodes and
a waterproof housing for the ECG recording circuitry, al-



17 EP 2 438 848 A2 18

though a weight of up to 28g (1.00z) would be acceptable.
The electrodes 63a, 63b are spaced less than 6¢cm apart,
and, when adhered to the patient, are aligned and placed
midline sternum-centered. In one embodiment, two elec-
trodes are used, although three or more electrodes could
also be used. When adhered onto a patient’s sternum,
the narrowest part of the monitor 41 faces downwards
towards the patient’s feet. On afemale patient, the narrow
part of the monitor 60 fits partway into the upper inter-
mammary cleft. In a further embodiment, the monitor 60
includes a patient-operable button 65 that allows the pa-
tient 12 to set an electronic marker in the recorded ECG,
such as when she feels the onset of a symptom or epi-
sode. During post-monitoring evaluation, each electronic
marker is matched to the ECG and diary entries.
[0043] Ambulatory ECG monitoring begins with clinic
application of a monitor and ends upon removal of the
monitor by the patient, who must then provide the record-
ed ECG datatothereferral center. FIGURE 6is adiagram
showing, by way of example, delivery 70 of the ambula-
tory ECG monitor 15 of FIGURE 1. The referral center
71 is an organizational entity typically independent from
the primary care provider’s clinic. The referral center 71
provides ambulatory ECG data reading, analysis, diag-
nosis, and patient referral and follow up, such as de-
scribed in commonly-assigned U.S. Patent application,
entitled "Computer-Implemented System and Method for
Facilitating Patient Advocacy through Online Healthcare
Provisioning," Serial No. 12/901,433, filed October 8,
2010, pending, the disclosure of which is incorporated
by reference.

[0044] To encourage appropriate use by primary care
physicians and patients alike, the referral center 71 offers
several channels for receiving used monitors 15. First,
the monitor 15 can be physically sentto the referral center
71 via a package carrier, delivery service, or postal serv-
ice. Delivery can be as simple as placing the monitor 15
into a pre-addressed sealable envelope 18 received from
the primary care physician’s office and dropping the en-
velope 18 into delivery box 71, post office, shipping cent-
er, and the like. Second, the sealable envelope 18 could
be sent using a courier or delivery service that is con-
tracted to specifically deliver used monitors 15 to the re-
ferral center 71. The patient 12 places the monitor 15
into the sealable envelope 18, which is then dropped into
a kiosk 72 or other pickup location designated by the
courier or package delivery service. Finally, the patient
12 could just return the monitor 15 in the sealable enve-
lope 18 to administrative personnel 73 at the clinic, a
"help" desk at a hospital, or other locations manned by
health care staff.

[0045] In a further embodiment, instead of physically
returning the used monitor 15 to the referral center 71,
the recorded ECG data can be delivered electronically.
For example, the monitor 15 can include a USB or similar
standardized data exchange interface 74 for plugging in-
toa computer 75, including a desktop, notebook, or tablet
computer, or mobile computing device, such as a smart
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telephone. Alternatively, the monitor 15 could include a
removable standardized memory module, such as a Se-
cure Data memory card. The personal computer reads
the recorded ECG data and patient information and elec-
tronically transmits the data read to the referral center,
either by dedicated private communications circuit or
publicly-available data communications network, such as
the Internet. As well, the monitor 15 could incorporate a
wired data connection, such as an IEEE 802.3 Ethernet
interface, or a wireless transmitter using, for instance,
Bluetooth or Wireless Fidelity ("WiFi") technology to wire-
lessly relay the recorded ECG data to the referral center
71. Other forms of physical or electronic delivery of re-
corded ECG data are possible.

[0046] The low cost ambulatory ECG monitor facili-
tates flexible implementation with consistent and clinical-
ly-sound medical follow up that ensures resolution of the
patient’s arrhythmic heart disorder concerns, in other
words, a closed loop system from the patient’s perspec-
tive. FIGURE 7 is adiagram showing, by way of example,
evaluation 80 of patient ECG data retrieved following the
ambulatory monitoring of FIGURE 1. The referral center
performs datainterpretation and follow up with the patient
directly.

[0047] The referral center first processes receipt of the
monitor 15. If the monitor 15 is physically sent in a seal-
able envelope 18, a laboratory specialist 81 first ensures
that the tracking number or other confirmatory informa-
tion assigned to the monitor 15 correctly matches the
sealable envelope 18 (step A). If mismatched, the labo-
ratory specialist 81 notifies the primary care provider 14
that a problem exists with either the wrong sealable en-
velope having been provided to the patient 12, or incor-
rect encoding of the monitor 15. If the monitor 15 and
sealable envelope 18 pairing is confirmed, the laboratory
specialist 81 electronically retrieves the recorded ECG
data 82 from the monitor 15 into a computer workstation
or other intermediate electronic data repository (step B).
The laboratory specialist 81 also processes any further
patient medical information provided with the sealable
envelope 18, such as the patient’s diary 17. The first two
steps are skipped if the recorded ECG data is electron-
ically sent directly to the referral center 71.

[0048] The referral center 71 maintains a database 83
within which recorded ECG data 82, medical records and
other quantitative information, and diary entries and other
qualitative information are stored for each patient 12, as
identified using the tracking number 19. A server 84, or
similar centralized computational device, evaluates the
recorded ECG data 82 to identify cardiac rhythm abnor-
malities. The server includes those components conven-
tionally found in general purpose programmable devices,
such as a central processing unit, volatile memory, input
and output ports, user display, keyboard or other input
device, network interface, and non-volatile mass storage.
Other components are possible.

[0049] The electrocardiogram recorded by the monitor
15, like all electrocardiograms, is amplified, filtered, and
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digitized over the range of 0.05 Hertz (Hz) to 150 Hz
bandwidth for adults, and up to a 250 Hz bandwidth for
children with a sampling rate of between one Kilohertz
(KHz) and two KHz. ECG tracings are compared by the
server 84 to medical diagnostic criteria to identify specific
cardiac abnormalities. The criteria may be the sole basis
for initial diagnosis. However, the initial diagnosis may
also be correlated against any clinical, physiological, or
pharmacological findings available in the patient’s elec-
tronic medical records. The most common diagnostic cri-
teria are based on statistical correlations between well
known cardiac and other potential disease states with
particular cardiac rhythm patterns appearing in ECGs
and are well represented in many textbooks of cardiolo-
gy, such as P. Libby et al., "Braunwald’s Heart Disease
- A Textbook of Cardiovascular Medicine," Chs. 11 and
12 (8t ed. 2008), the disclosure of which is incorporated
by reference. Innumerable diagnostic algorithms have
been devised to identify various disease states for these
disorders. Consequently, for purposes of both clarity and
brevity, the discussion herein focuses on the sequence
of events that unfold should a particular rhythm disorder
become manifest on an ECG.

[0050] In diagnosing cardiac arrhythmia, some ar-
rhythmias are highly symptomatic, yet are not associated
with any adverse outcomes, such as premature ventricu-
lar complexes. Other arrhythmias may present with no
symptoms, yet may still present a significant risk of
stroke, such as atrial fibrillation. Accordingly, in addition
to the diagnostic criteria of the purely ECG-based data,
the patient's medical history and the daily entries in the
patient’s diary 17 can be persuasive in reaching a diag-
nosis, or guiding further diagnostic testing or physician
referral. Inquiry into the patient’'s medical history exam-
ines:

- mode of onset of arrhythmic episodes: For example,
palpitations that occur while exercising, or when
frightened or angry, signify different cardiac procliv-
ities than palpitations that occur at rest or which
awaken the patient from sleep. Similarly, lighthead-
edness or syncope when frightened or having blood
drawn is significantly different than syncope without
warning, with the latter carrying a more serious im-
plication and is more often associated with serious
rhythm abnormalities.

- mode of termination of ectopic episodes: Palpita-
tions reliably terminated by breath holding or the per-
formance of the Valsalva or other vagal maneuvers
can be a reliable indicator of a congenital rhythm
abnormality, like atrioventricular nodal re-entry.

Other inquiries are possible, such as those regarding car-
diac or lung disease status, or overall health. The diary
entries can be temporally matched to cardiac rhythm pat-
ternsin the recorded electrocardiogram, which can assist
with pairing physiological symptoms identified in the am-
bulatory ECG data to the patient’s activities of daily living
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and contemporaneous symptomatic complaints. Other
uses of the diary entries and patient medical history are
possible.

[0051] Based on established diagnostic criteria, a set
of diagnostic findings 85 is generated by the server 84
(step D). The findings 85, along with the patient’s diary
entries, can then be provided to a clinical specialist 86
(step E), such as a cardiologist, who has pre-contracted
with or been retained by the referral center 71 to interpret
diagnostic findings 85 and to make a formal medical di-
agnosis 87. The diary entries help temporally link objec-
tive symptomatic data recorded by the monitor to sub-
jective observations made by the patient concerning his
activities and physical complaints during the monitoring
period. Diary entries are particularly helpful in placing
patient symptomatic complaints in context. Unfortunate-
ly, acommon outcome in modern managed care medical
practices, where patients rarely see the same physician,
key circumstances attendant to a complaint may be over-
looked or forgotten by the original attending physician
who ordered the ambulatory ECG recording in the first
place. By storing the patient’'s medical history, electronic
medical records, ambulatory ECG recording, and diary
entries in one centralized database 83 maintained by the
referral center 71 and by pre-contracting with expert as-
sistance in the geographic area in which the patient lives,
a patient can be given immediate and, importantly, per-
tinent referrals and thereby pertinent medical care.
[0052] Based on the diagnosis 87, the referral center
71, and not the initial source of ECG monitor application,
that is, the primary care physician 14, performs medical
follow up directly with the patient 12, which can include
sending the diagnosis 87 to one or more clinical special-
ists 88a-c (step F), such as cardiologists or cardiac elec-
trophysiologists when the findings indicate a cardiac
rhythm disorder, and notifying the patient 12 of the follow
up referrals that were arranged. This step not only jump
starts the patient management process in the event of a
serious diagnosis, but also ensures that patients receive
appropriate care and are not lost in the confusing shuffle
of modern medicine. The patient 12 remains an active
part of the care provisioning and can inquire at any stage
as to the whereabouts and status of his test results and
follow up and the health care loop is thereby closed, with-
out the patient being left in the open, that is, as a passive
actor awaiting notification that may, or may not, happen.
The primary care provider 14 is also notified of the type
of follow up taken, butis not a part of the continuing health
care provisioning process. Other forms of patient follow
up are possible.

[0053] The referral center 71 triages medical follow up
using, for instance, a three-tiered referral scheme. FIG-
URE 8 is a block diagram showing, by way of example,
levels of triage 90 use by the referral center 71 of FIGURE
6. At the highest level "red" 91, a potentially life-threat-
ening cardiac rhythm disorder is diagnosed, such as ven-
tricular tachycardia, asystole or heart block. An appoint-
ment is automatically booked with a clinical specialist
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88a-c, and the patient 12 is notified of the appointment
immediately. His primary care provider 14 is also provid-
ed the diagnosis 87 and notice of the patient’s cardiac
specialist appointment and the urgency behind the refer-
ral. In a further embodiment, several clinical specialists
88a-c can receive the diagnosis 87 and the clinical spe-
cialist 88a-c that is ultimately assigned the referral is se-
lected based on a selection criteria, such as first-to-re-
spond or round-robin. Other selection criteria are possi-
ble, forinstance, closest geographic location, earliest ap-
pointment opening, field of interest or expertise, such as
a cardiac electrophysiologist specializing in heart rhythm
disorders, and the like.

[0054] At the second level "yellow" 92, a non-cardiac
rhythm diagnosis 87 is made and the patient 12 is referred
to a non-cardiac rhythm specialist (not shown). For ex-
ample, an ST segment depression warrants referral to a
cardiologist specializing in coronary disease manage-
ment, and not to a cardiac electrophysiologist. As well,
widening of the QRS complex may best indicate the need
for a referral to a heart failure expert, while QT interval
variation indicates appropriate follow up with an internal
medicine physician to consider, for instance, drug-in-
duced QT prolongation and the need for alternative drug
therapy, for example, a different antibiotic. A loss of con-
sciousness, despite normal laboratory ECG findings, im-
plies non-heart rhythm problems and may indicate a need
for referral to a neurologist or vascular surgeon. Other
types of healthcare disorders can be diagnosed and re-
ferred tothe appropriate physician in atimely and efficient
manner without wasting time for either the patient or the
primary care provider.

[0055] At the lowest level "green" 93, the patient 12 is
considered normal or healthy, or at least with no discern-
ible illness. No referral need be made and the patient 12
can be reassured, such as through a message from the
referral center 71, that their heart rhythm is normal or that
the symptoms may arise from a non-rhythm problem.
Other levels of referrals and triage are possible.

[0056] Reimbursement for medical services provided
is a reality of managed care. The ambulatory ECG mon-
itor 15 can be used within a medical insurance reimburse-
ment structure that compensates the major service pro-
viders commensurate with the work performed. FIGURE
9 is a diagram showing a reimbursement scheme 100
for health care provisioning participants 14, 71, 86 in ac-
cordance with one embodiment. Each of the primary care
provider 14, the referral center 71, and the retained clin-
ical specialist 86 provide services respectively in the in-
itiation of ambulatory ECG monitoring, data collection
and initial analysis, and interpretative over read of a pa-
tient’s ambulatory ECG data 82, activities that can entitle
each party to some form of compensable reimbursement.
For instance, the primary care provider 14 can receive
reimbursement comparable to in-clinic laboratory testing
for application of a monitor 15 to the patient 12. The re-
ferral center 71 bears the onus of the costs for consum-
able goods, infrastructure, and liaison between the pa-
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tient 12, the primary care provider 14, and, when appro-
priate, cardiac specialists 97a-c. Thus, the referral center
71 can receive reimbursement for providing the consum-
able goods, that is, the monitors 15, sealable envelopes
18, and diaries 17 to the primary care providers 14, or
through over-the-counter or pharmaceutical channels, as
appropriate.. The referral center 71 also can receive re-
imbursement for consolidating patient medical histories
and electronic medical records and for the reading,
processing, and storage of recorded ECG data 82. Fi-
nally, the retained clinical specialist 86 can receive reim-
bursement comparable to a professional reading of med-
ical findings. Other reimbursement schemes and tiers
are possible.

[0057] Whilethe invention has been particularly shown
and described as referenced to the embodiments thereof,
those skilled in the art will understand that the foregoing
and other changes in form and detail may be made there-
in without departing from the spirit and scope.

Claims

1. Acomputer-implemented method (10) for evaluating
ambulatory electrocardiographic (ECG) monitoring
of cardiac rhythm disorders, comprising:

registering a patient (12) online and assembling
medical records for the patient (12);

registering an ambulatory ECG monitor (15) that
comprises leadless integrated sensing elec-
trodes (63a, 63b) independently suspended
from a flexible housing (61) that encloses ECG
recording circuitry connected to the electrodes
(63a, 63b), to the patient (12);

retrieving an electrocardiogram (25) from the re-
cording circuitry;

evaluating the electrocardiogram (25) and the
medical records for the patient (12) against di-
agnostic criteria comprising statistical correla-
tions of cardiac disease states and cardiac
rhythm patterns; and

upon making a finding (85) of a cardiac rhythm
abnormality when the diagnostic criteria is met,
referring the patient (12) to a cardiac rhythm spe-
cialist (86) online, including sending the cardiac
rhythm abnormality finding (85).

2. Amethod (10) according to Claim 1, further compris-
ing:

assigning a tracking number (19) to the monitor
(15) in relation to the ambulatory ECG monitor-
ing and matching the tracking number (19) to
the patient (12) in the database;

providing the tracking number (19) to the patient
(12); and

in response to an online inquiry by the patient
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(12), determining a status of the evaluation and
referral keyed to the tracking number (19).

A method (10) according to Claim 2, wherein the
status concerns one or more of the ambulatory ECG
monitoring, the retrieval of the electrocardiogram
(25), the evaluation of the electrocardiogram (25),
the finding (85) of a cardiac rhythm abnormality, and
the referral to a cardiac rhythm specialist (86).

A method (10) according to Claim 3, further compris-
ing:

setting a time period for one or more of the com-
pletion of the ambulatory ECG monitoring, the
retrieval of the electrocardiogram (25), the eval-
uation of the electrocardiogram (25), the finding
(85) of a cardiac rhythm abnormality, and the
referral to a cardiac rhythm specialist (86); and
undertaking follow upon expiry of one or more
of the time periods.

5. A method (10) according to Claim 2, further compris-

ing:

providing an envelope to the patient (12) with
which to send the monitor (15) for the evaluation
upon the completion of the ambulatory ECG
monitoring;

associating the tracking number (19) with the
envelope; and

tracking the physical whereabouts of the monitor
(15) through the tracking number (19) of the en-
velope prior to receipt of the monitor (15) for the
evaluation.

A method (10) according to Claim 1, further compris-
ing:

electronically sending the electrocardiogram
(25) for the evaluation from the recording circuit-
ry directly upon the completion of the ambulatory
ECG monitoring.

A method (10) according to Claim 1, wherein the
monitor (15) is placed on the patient’s chest at mid-
line, covering the center third of the sternum and
centered between the manubrium and the xiphoid
process on the inferior border of the sternum.

A computer-implemented method (80) for diagnos-
ing cardiac rhythm disorders through recorded am-
bulatory electrocardiograms, comprising:

registering a patient (12) online with a referral
center (71) and assembling medical records for
the patient (12) in a centralized database (83)
maintained by the referral center (71);
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assigning a tracking number (19) to the monitor
(15) in relation to the ambulatory electrocardio-
graphic (ECG) monitoring and matching the
tracking number (19) to the patient (12) in the
database (83);

registering an ambulatory ECG monitor (15) that
comprises leadless integrated sensing elec-
trodes (63a, 63b) independently suspended
from a flexible housing (61) that encloses ECG
recording circuitry connected to the electrodes
(63a, 63b), to the patient (12);

following completion of ambulatory ECG moni-
toring by the patient (12), performing analysis
and referral through the referral center (71),
comprising:

providing a status upon demand regarding
the analysis and referral to the patient (12)
keyed to the tracking number (19);
retrieving an electrocardiogram (25) from
the recording circuitry; and

evaluating the electrocardiogram (25) and
the medical records for the patient (12)
against diagnostic criteria comprising sta-
tistical correlations of cardiac disease
states and cardiac rhythm patterns; and

upon making a finding (85) of a cardiac rhythm
abnormality when the diagnostic criteria is met,
undertaking direct referral, comprising:

setting an appointment for the patient (12)
with a cardiac rhythm specialist (86) online,
including sending the electrocardiogram
(25), medical records, and cardiac rhythm
abnormality finding (85); and

notifying the patient (12) of the appointment
with confirmation.

9. A method according to Claim 8, the diagnostic crite-

ria further comprising at least one of:

identifying physiological symptoms comprising
one or more of arrhythmic episodes and ectopic
episodes, as recorded during the monitoring pe-
riod;

determining a mode of onset of each arrhythmic
episode;

determining a mode of termination of each ec-
topic episode; and

comparing the physiological symptoms, the
mode of onset of each arrhythmic episode, and
the mode of termination of each ectopic episode
to statistical correlations of cardiac rhythm pat-
terns indicating possible cardiac disease states.

10. A method according to Claim 8, further comprising

one or more of:
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timing receipt of the monitor (15) from the patient
(12) following the completion of the ambulatory
ECG monitoring;

timing performance of the analysis and referral

of the patient (12); 5
timing notifying the patient (12);

timing sending of the sending the electrocardi-
ogram (25), medical records, and cardiac
rhythm abnormality finding (85); and

timing confirmation of the patient’s appointment, 70
wherein a time period for follow up is triggered

if any one of the timings exceed a set time period.

11. A method according to Claim 10, wherein the follow
up is undertaken by the referral center (71). 15

12. A method according to Claim 8, further comprising:

registering an electronically-stored diary (17) to
the patient (12) with the referral center (71) un- 20
der the tracking number (19);
recording entries into the diary (17) as provided
by the patient (12) contemporaneous to the am-
bulatory ECG monitoring;
temporally matching the diary entries to cardiac 256
rhythm patterns found in the electrocardiogram
(25); and
pairing the physiological symptoms with the di-
ary entries.
30
13. A method according to Claim 12, further comprising
one or more of:

directly recording the diary entries into the diary
in electronic form; 35
electronically transcribing the diary entries from
dictated verbal form; and
electronically transcribing the diary entries from
written form.

40

14. A method according to Claim 8, further comprising:

sensing disconnection of the recording circuitry
from the electrodes (63a, 63b) during the mon-
itoring; and 45
sending reconnection of the recording circuitry

to electrodes (63a, 63b) and resuming the mon-
itoring.

15. A method according to Claim 8, wherein the medical 50
records for the patient (12) comprise one or more of
monitored patient identification data, prior electro-
cardiograms (25), laboratory results, physical exam-
ination results, exercise testing results, and medical
history. 55
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