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SYSTEMS AND METHODS OF MANAGING TREATMENT OF A
CHRONIC CONDITION BY SYMPTOM TRACKING

[0001]
BACKGROUND OF THE INVENTION

[0002] The present invention generally pertains to management of chronic conditions, in
particular chronic conditions that are treated utilizing administration of pharmaceutical or other

therapeutic compounds.

[0003] While medical treatments utilizing administration of pharmaceutical or therapeutics are
widespread, the effectiveness of a given treatment may vary widely from patient to patient,
particularly when administered over a long period of time for treatment of a chronic condition.
Even when the efficacy of a given treatment has a high degree of predictability in most patients,
the success of treatment may still vary considerably based on the patient’s compliance with the
prescribed treatment as well as the ability of the physician to prescribe an appropriate treatment
regimen for a given patient. In addition, certain chronic conditions may vary in intensity over time
and patients may experience occasional relapse or an increase in symptoms that require changes in
treatment. It can often be difficult to recognize these periods of relapse or increase in symptoms
before their effects are full-blown causing escalating symptoms or prolonged periods of relapse
unnecessarily. These difficulties can become even more problematic when the effect of a
treatment and associated pharmaceutical or therapeutic is less predictable, or vary considerably

between patients.

[0004] Given the complexities and challenges posed by conventional treatments utilizing
administration of pharmaceuticals, there exists a need to improve treatment management of
chronic conditions. There further exists a need to provide a means to prevent relapse of the

chronic condition.

Date Recue/Date Received 2021-06-01
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BRIEF SUMMARY OF THE INVENTION
[0005] The present invention generally pertains to management of chronic conditions,
particularly those conditions treated by administration of pharmaceutical or other therapeutic
compounds. In particular, the invention pertains to tracking of one or more symptoms associated
with a chronic condition to facilitate identification of changes in symptoms to improve

management of the chronic condition being treated, prevent relapse and improve patient outcomes.

[0005a] Accordingly, there is described a method for monitoring a chronic disease or disorder
associated with an outwardly visible facial symptom in a patient, comprising: measuring a
plurality of physiological parameters including facial parameters, said measuring including
capturing a plurality of patient facial images over a period of time, wherein said plurality of facial
images is captured by the patient at about the same time of day at regular intervals over said period
of time, wherein said measuring comprises: receiving a first facial image of the patient on a server
comprising a processor, wherein said first image is captured at a first time on a first day during the
period of time; measuring, from said first facial image using said processor, at least one facial
dimension that remains constant, and at least one facial dimension of a changeable portion of the
face, wherein each of said measuring of at least one facial dimension comprises determining a
distance between an eye and another facial feature; receiving a second facial image of the patient
on the server, wherein the second facial image is captured on a second day subsequent to the first
day at about the same time as the first time; measuring, from the second facial image using the
processor, the at least one facial dimension of a changeable portion of the face wherein said
measuring of at least one facial dimension comprises determining a distance between an eye and
another facial feature; receiving said patient facial images and facial dimension measurements in a
symptom tracking system in communication with the server; comparing the at least one facial
dimension measurement of the changeable portion of the face captured from each of the first facial
image and the second facial image using a processor to determine a change in the outwardly
visible facial symptom; calculating a slope using the processor by dividing the change by the
duration of time between said facial dimension measurements; and determining a change or trend

of change of a facial dimension based on the calculated slope.

[0005b] There is also described a system for monitoring a chronic disease or disorder associated

with an outwardly visible facial symptom in a patient, the system comprising: one or more image

2
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capture devices adapted for capturing a plurality of facial images of the patient sequentially during
a monitoring period, said plurality of facial images comprising a first facial image and one or more
subsequent facial images; a server configured for receiving and storing the plurality of facial
images of the patient in an information system; and a processor communicatively coupled with the
server and having instructions recorded on a non-transitory recording medium, the instruction
being configured for: measuring a plurality of physiological parameters including facial
parameters, said measuring including capturing a plurality of patient facial images over a period of
time, wherein said plurality of facial images are captured by the patient at about the same time of
day at regular intervals over said period of time; measuring, from a facial image, a facial
dimension that remains constant, and a facial dimension of a changeable portion of a face, wherein
each measuring of a facial dimension comprises determining a distance between an eye and
another facial feature; calculating a slope by dividing the change between said facial dimension
measurements of at least two facial images of the plurality by the duration of time between said
measurements of the two facial images of the plurality; comparing the at least one of the facial
dimension measurements and the slopes from the at least two images of the plurality of facial
images of the patient to determine a change or a trend of change of a facial dimension; and

determining a change or trend of a facial dimension based on the calculated slope.

[0005¢] There is also described a method for monitoring a chronic disease or disorder associated
with an outwardly visible facial symptom in a patient, the method comprising: measuring a
plurality of physiological parameters including facial parameters, said measuring including
capturing a plurality of patient facial images over a period of time, wherein said plurality of facial
images are captured by the patient at about the same time of day at regular intervals over said
period of time; capturing said patient facial images and facial dimension measurements in a
symptom tracking system using a processor, and wherein said capturing comprises: a) capturing,
from a first facial image, at least one measurement of a facial dimension that remains constant, and
at least one measurement of a facial dimension of a changeable portion of the face; and b)
capturing, from each subsequent patient facial image, at least one measurement of a facial
dimension of a changeable portion of the face, wherein each facial dimension measurement
comprises determining a distance between an eye and another facial feature; comparing a first

patient facial dimension measurement of the first facial image of the plurality to a subsequent
2a
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patient facial dimension measurement of a subsequent patient facial image using said processor;
calculating, with the system, a slope using the processor by dividing a change between the facial
dimension measurements from the first and subsequent facial image to determine a change or
trend of change of a facial dimension based on the calculated slope; outputting using the
processor, multiple facial images to a display so that the multiple facial images are viewable
simultaneously or in rapid succession to facilitate identification of a trend in changes between the
facial images; and determining a change or a trend of change of a facial dimension based on the

calculated slope.

[0005d] There is also described a method of monitoring a chronic condition or disorder
associated with an outwardly visible facial symptom in a patient, the method comprising:
measuring a plurality of physiological parameters including facial parameters, said measuring
including capturing a plurality of patient facial images over a period of time, wherein said plurality
of facial images are captured by the patient at about the same time of day at regular intervals over
said period of time; wherein said plurality of patient facial images comprises: 1) a baseline patient
facial image captured at a first time of day on a baseline day and including at least one
measurement of a facial dimension that remains constant and at least one measurement of a facial
dimension of a changeable portion of the face, and i1) a subsequent patient facial image captured
subsequently during the period of time at about said first time of day on a day subsequent to said
baseline day during the period of time, and including at least one measurement of a facial
dimension of a changeable portion of the face, wherein said at least one facial dimension
measurement comprises determining a distance between an eye and another facial feature; wherein
said at facial dimension measurements comprise determining a distance between an eye and
another facial feature; receiving said patient facial images and facial dimension measurements in a
symptom tracking system comprising a processor and an information management system,
comparing a subsequent patient facial dimension measurement to the baseline patient facial
dimension measurement using said processor; calculating, with the system, a slope using the
processor by dividing the change between two of said facial dimension measurements from the
plurality of facial images; determining a change or trend of change of a facial dimension based on
the calculated slope and outputting a report tracking the patient facial dimension measurements

and/or the determined change or trend of change.

2b
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BRIEF DESCRIPTION OF THE DRAWINGS

[0006] FIG. 1 illustrates a graphical system overview of example embodiment of the invention.

[0007] FIGS. 2A-2C illustrate screenshots of an example symptom tracking system for

management of a chronic condition relating to establishing a patient profile.

[0008] FIGS. 3A-3C illustrate screenshots of an example symptom tracking system for
management of a chronic condition relating to the patient dashboard, profile and facial image

information.

[0009] FIG. 4 illustrates screenshots of an example symptom tracking system for management

of a chronic condition relating to selection and entry of symptoms by the patient.

[0010] FIGS. SA-5B illustrate screenshots of an example symptom tracking system for

management of a chronic condition relating to reports or alerts regarding tracked symptoms.

[0011] FIGS. 6A-6C illustrate a screenshot of an example symptom tracking system for
management of a chronic condition relating to tracking of patient symptoms over time and

establishing a baseline and goal to assess progress.

[0012] FIGS. 7A-7D illustrate screenshots of an example symptom tracking system for
management of a chronic condition relating to entry of patient data to further inform symptom

tracking and assessment.

[0013]

2¢
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[0014] FIG. 8 illustrates a screenshots of a statistical analysis report output by an example
symptom tracking system for use in management of various aspects of treatments for chronic

conditions.

[0015] FIGS. 9A-9K illustrate screenshots of an example symptom tracking system as

displayed on a patient’s smartphone to allow entry and monitoring of data in the system.

[0016] FIG. 10 illustrates an example report output by the example symptom tracking
system on a physician dashboard displaying multiple symptoms over time to facilitate

monitoring and assessment of the condition and associated treatment.

[0017] FIG. 11 illustrates an example report output by the example symptom tracking
system on a physician dashboard displaying facial images over time to facilitate monitoring

and assessment of facial appearance symptoms associated with the condition.

[0018] FIG. 12 illustrates an example of an automated analysis of the facial systems to
determine changes in facial dimensions or shape over time to facilitate monitoring and

assessment of facial appearance symptoms associated with the condition.

[0019] FIG. 13 illustrates an example method using a symptom tracking system in

accordance with embodiments of the invention.

[0020] FIG. 14 illustrates an example method using a symptom tracking system in

accordance with embodiments of the invention.

[0021] FIG. 15 illustrates an example method using a symptom tracking system in

accordance with embodiments of the invention.

[0022] FIG. 16 illustrates an example method using a symptom tracking system in

accordance with embodiments of the invention.

DETAILED DESCRIPTION OF THE INVENTION
[0023] The present invention generally provides a system for use in managing chronic
conditions, in particular, conditions trcated with one or more drugs or therapeutic
compounds. In certain aspects, the system provides a symptom tracking information
management system (e.g. database and the like) in which attributes relating to a patient
having the chronic condition and symptoms of the patient are received and tracked over time
to facilitate monitoring of the condition and an associated treatment regimen. Such

information may be output periodically or upon one or more symptoms exceeding a



10

15

20

25

30

CA 02948575 2016-11-08

WO 2015/176062 PCT/US2015/031408

predetermined range or value to alert the patient or medical professional to a change in
symptoms or condition in a particular patient that may necessitate further action. Such action
may include counseling, follow-up visits, further physiological testing and/or modifications
to the treatment regimen. In certain aspects, such information may be collected from multiple
patients and analyzed, such as in a statistical analysis, to alert the medical professions or a
drug developer to trends, correlations, or interactions between certain patient factors,
symptoms and treatment regimens, which may inform and improve prescribed treatment
regimens. In another aspect, methods may further include tracking of one or more factors
associated with the chronic condition that are monitored independently from or in
combination with tracking of associated symptoms. Such factors may include tracking of
various compounds within the patient’s blood, including but not limited to blood glucose,
hormone levels, drug levels and the like. Tracking of one or more additional factors in
combination with one or more symptoms may be further advantageous by allowing
determination of a correlation between symptoms and the chronic condition and/or the one or
more factors or may be used to provide verification of a likely change in the chronic
condition indicated by tracked changes in patient symptoms. In some embodiments, any
information entered by the patient is accessible to the patient to facilitate tracking of the
condition by the patient; all or some of the information is accessible by a medical
professional treating the patient; and all or some of the information is accessible to a drug
developer. At least some of the information entered by the patient may remain confidential to
the patient or to the patient and physician. In some aspects, the information entered by
multiple patients is analyzed and output to a drug developer to provide statistical information
as to the condition, symptoms and treatment based on one or more attributes of the patient
(e.g. age, sex, weight, location, treating physician, treatment duration) or based on one or

more attributes of the prescribed treatment regimen.

[0024] As referred to herein, the term “symptom” comprises any objective or subjective
feature or sign resulting from or of any potential interest in regard to the chronic condition or
illness being treated or management thereof. While classically, the term “sign” refers to test
results (e.g. blood cell count) or features noticed by those other than the patient, within the
context of this disclosure such signs are included within the term “symptom.” Such
symptoms can be identified by any of the patient, a caretaker, physician, medical
professional, or anyone with sufficient exposure to the patient or samples from the patient. In

addition, the term “user” refers to any user of the information system, which may include the
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paticnt, a carctaker, a medical professional, facility, insurer, pharmacy, drug developer or

drug manufacturer or third party.

[0025] In one aspect, the system provides a symptom tracking information system in which
one or more fields of information relating to a patient, physician and drug treatment are
received by the patient and/or medical professional and information regarding one or more
symptoms are entered by the patient over time (preferably at regular intervals) and output to
the patient and/or physician to facilitate monitoring and assessment of the condition. Such
output may be in the form of an e-mailed or printed report and may be provided periodically
(e.g. weekly, monthly) or may be output in response to a condition (e.g. change in treatment
or physicians, one or more symptoms exceeding a certain value or range, or a certain
combination of symptoms). In one aspect, the patient inputs information regarding the one or
more symptoms on a regular basis (¢.g. weekly) so that a tracking of the symptoms can more
accurately reflect stability of the treatment and associated symptoms or an increase in
symptoms, which may be indicative of a relapse or a need to modify the treatment regimen

(e.g. dosage increase).

[0026] An example of a chronic condition that can be difficult to treat is a hormonal
disorder, such as Cushing’s Syndrome. “Cushing syndrome occurs when your body is
exposed to high levels of the hormone cortisol for a long time. The most common cause of
Cushing syndrome, sometimes called hypercortisolism, is the use of oral corticosteroid
medication. The condition can also occur when your body makes too much cortisol. Too
much cortisol can produce some of the hallmark signs of Cushing syndrome — a fatty hump
between your shoulders, a rounded face, and pink or purple stretch marks on your skin.
Cushing syndrome can also result in high blood pressure, bone loss and, on occasion,
diabetes. Treatments for Cushing syndrome can return your body’s cortisol production to
normal and noticeably improve your symptoms. The earlier treatment begins, the better your
chances for recovery.” (available online at http://www.mayoclinic.org/diseases-conditions/

cushing-syndrome/basics/definition/con-20032115).

[0027] A particular form of Cushing’s Syndrome is Cushing's discase, “Cushiog’s discase
15 caused by a tumer or excess growth (hyperplasia} of the pituitary gland. This gland is
focated at the base of the brain,. People with Cushing's disease have excess ACTH, which
stimulates the production and release of cortisel, a stress hormone. Too much ACTH means
toe much cortisol. Cortisol is normally released doring stressful situations. It controls the
body’s use of carbohydrates, fats, and proteins and also helps reduce the immune system’s
response to swelling (inflammation). Treatment involves surgery 1o remove the pituitary

5
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tumor, if possible. After surgery, the pituitary may slowly start to work again and return to
normal. During the recovery process, a patient may need cortisol replacement treatments.
Radiation treatment of the pituitary gland may also be used. If the tumor does not respond to
surgery or radiation, the patient may get medications to stop or decrease production of cortisol. If
such treatments are not successful, the adrenal glands may be removed to stop excess levels of

cortisol from being produced.” (http://www.nlm.nih.gov/medlineplus/ency/article/000348 htm).

[0028] Treatment of endocrine disorders, such as Cushing’s Syndrome, can be particularly
difficult to manage due to less predictable patient response to administration of a synthetic steroid,
such as mifepristone. Mifepristone is a synthetic steroid that binds progesterone and
glucocorticoid receptors and has been employed to treat a number of conditions including
meningioma, uterin fibroids, hyperadrenocorticism, metabolic, oncologic, opthamalogic, central
nervous system disorders and certain psychiatric illnesses. Examples of such metabolic disorders
include diabetes, obesity, antipsychotic induced weight gain, hypertension, and osteoporosis;
examples of oncologic illness include various types of cancers, including ovarian cancer and
prostate cancer; examples of central nervous system disorders include Alzheimer’s Disease,
neurodegenerative diseases, post traumatic stress disorder, and alcohol dependence; and examples
of opthamalogical conditions include glaucoma and central serous retinopathy. It has been
surprisingly discovered that administration of the same dose of mifepristone can produce widely
varying plasma drug concentrations in different patients. For a particular dose of mifepristone, the
plasma drug concentration can differ by as much as 800% from one patient to the next. The varied
plasma drug concentration can result in some patients not receiving an efficacious dose of
mifepristone. For these patients in particular, it is necessary to improve the pharmacokinetics of
mifepristone upon administration. Treatment with mifepristone is further described in the
following commonly-owned application published under publication number US 2013/0131030
filed November 15, 2012 entitled “Optimizing Mifepristone Absorption”. It is understood that the
methods and systems of the present invention may be used in variety of treatments, and are
particularly advantageous when used with complex and difficult to manage treatments, such as any
therapy that requires dose titration over time. The length of such therapies may extend over a
period of weeks, months, a year or many years. Another difficult to manage therapy is
chemotherapy, which often involves administration of chemotherapy agents in a treatment

regimen over three months or more and require tight adherence that may benefit from
6
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symptom tracking. Various conditions, illnesscs and therapies, including any of those
described herein, can be more effectively managed to provide improved patient outcomes by

utilizing the symptom tracking methods and systems described herein.

[0029] Given the vartability of symptoms experienced in a patient having Cushing’s
svidrome, as well as the varied responses to medication, use of a symptom tracker system,
such as described hevein, 1s particularly snited for tracking syraptoms associated with
Cushing’s Syndrome, It i3 appreciated however that the symptom rracker System may be
used with various other chronie conditions, particularty conditions that can oxhibil secrningly
unpredictable vartability in symptoms and/or responses to medications, including but not
limited to various types of inflammation, such as arthritis; disorders of the skin, such as
psoriasis; blood, kidney, eye, thyroid, and intestinal disorders (¢.g., colitis); allergies;

multiple sclerosis; and asthma.

[0030] In one aspect, the Symptom Tracking System utilizes an image-based tracking
feature that is particularly useful for diagnosis and management of chronic diseases or
conditions that exhibit noticeable changes in appearance. In particular Cushing’s Syndrome,
a pituitary gland disorder often causes increases in facial fat resulting in a rounded facial
appearance often referred to as “moon face.” In Cushing’s Syndrome, prolonged exposure to
high levels of the hormone cortisol result in rapid weight gain, particularly in the trunk and
face. A common syniptom of Cushing’s is the growth of fat pads along the collarbone, the
back of the neck and the sides of the face resulting in a widened, rounder face. While a
hallmark sign of Cushing’s, these changes can be difficult to recognize over long periods of
time or differentiate from normal weigh gain, particularly if a patient’s in-person visits to a
clinician are infrequent.Since Cushing’s may be caused by various factors (pituitary disorder,
responsc to medications, tumor, or trauma to the pituitary gland), treatments for Cushing’s
vary and may include surgery and/or medications. In patients where surgery is not suitable,
patients typically are treated by medications and their progress is monitored. Maintaining
proper levels of cortisol can be challenging, however, and hormone levels and symptoms

must be monitored closely to track progress and manage treatment as needed.

[0031] In one aspect, any outwardly visible symptoms may be tracked by image-based
tracking and optionally analyzed by the system. Typically, the patient obtains images and
uploads the images to the symptom tracking system. Obtaining a self-image with a
smartphone and uploading by smartphone is a relatively quick and simple way of recording
objective data of the patient’s facial appearance to help the patient and/or the medical

professional track their progress and assess general trends in the patient’s condition based on

7
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facial appcarance. Such images may allow identification of relatively minor physical
changes that other physiological measurements may not readily identify. In addition, these
changes can be identified by the system without requiring frequent in-person visits to the
clinician. Since in Cushing’s Syndrome, the patient may experience an increase in size and
thickness in fat pads on the sides of their face or on the back of their neck which is
disproportionate from regular weight gain, this development can be more readily identified in
a progression of photographs than merely from merely tracking weight gain in general,
particularly since a patient’s weight may fluctuate for a variety of reasons unrelated to the
chronic condition (¢.g. depression, life changes, injury, etc.) While this image-based feature
relates to outwardly visible symptoms observable from an image, it is appreciated that
various other symptoms suitable for tracking in accordance with the methods described
herein are not necessarily outwardly visible and may be determined from various other
means, including but not limited to various types of testing (e.g. blood testing, blood

pressure, physical testing/examination, ctc.).

[0032] This image-based tracking feature assists in diagnosis and tracking of the outward
symptoms of Cushing’s by comparing images of the subject over time and monitoring the
type and magnitude of changes in physical appearance, especially changes in facial
appearance. These changes may be difficult to quantity and to distinguish from ordinary
changes in weight. The tracking system should be capable of recognizing the patient’s face
sufficiently to allow comparison between images to identify relatively small changes in facial
appearance between images. For example, the system may run a “facial recognition
subroutine” that may recognize the imaged face and/or normalize the images to allow direct
comparison between images. The images may be obtained by a user at home with an
integrated laptop camera or web camera and uploaded onto a server and associated with a
user account to allow tracking of the user’s symptoms. By comparing a series of images over
time, the tracking system can monitor and track subtle changes and general trends that would
be difficult to quantify otherwise and assist in monitoring and treatment of the condition. In
addition, tracking the symptoms over time allows the patient or medical professional to
monitor the progress of the syndrome as well its response to treatment so that treatments can

be adjusted as needed to improve patient outcomes.

[0033] Inone aspect, methods include image-based tracking of symptoms relating to
outward physical appearance using a serics of images uploaded by the patient over time into
the symptom tracking system. In certain aspects, methods of determining changes in facial

shape that may be attributable to Cushing’s Syndrome include any or all of the following:
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tracking of changes in facial shape/appearance based on series of images over time; methods for
determining increased fat deposits based on comparison between images; methods for normalizing
a series of images to allow comparison of features between images; methods for tracking
progression of symptoms based on changes in outwardly visible symptoms; methods for
prescribing treatment based on history of tracked visual symptoms and past treatment;
methods/systems utilizing a “facial recognition routine” to allow comparison between facial
images; and a web-based system allowing user to upload images, compare changes between
images to determine symptoms and provide tracking history of symptoms to user and/or medical
professional.
[0034] Management of a chronic condition using a Symptom Tracking System in accordance
with aspects of the invention can be further understood by reference to Figure 1, which illustrates
a flow chart of an example symptom tracking system. This system includes a symptom tracking
information system provided by the developer of a pharmaceutical used in treatment of the chronic
condition in which fields of information are input by a user (typically the patient, although a
patient and physician may work together to establish a profile). In this example, the system is
accessible online by a patient such that the patient establishes a patient profile in the symptom
tracking system maintained by the drug developer and symptom information on the selected
symptoms is routinely input by the patient over time. The information is stored by the system and
reports based on the data are output to any of the patient, physician or developer upon request, the
differing in type and information based on the recipient and/or query. In certain aspects, the
system analyzes the symptom information according to one or more algorithms or relationships
stored in a processing unit of the system. The relationships or algorithms may be determined by
the processing unit based on statistical analysis of the information or may be input by or more
entities as they become known, such as through clinical studies. In this example, the information
and algorithms are input on a symptom tracking information system maintained by the drug
developer, although it is appreciated that the information and algorithms input into the system can
be received from various different entities or uploaded automatically from various other
information sources.
[0035] Example information systems associated with the management methods and symptom
tracking system are described in US Patent application Publication No. US 2015/0088540 entitled
“Systems and Methods of Treatment Using Intervention Determination and Tasking”.

9

Date Recgue/Date Received 2022-03-02



10

15

20

25

30

CA 02948575 2016-11-08

WO 2015/176062 PCT/US2015/031408

[0036] In another aspect, the system allows for analysis of onc or more symptoms over
time to determine a trend or certain combination of symptoms for use by the physician in
treating the particular patient or to determine statistical information that may be used by the
physician or the drug developer to improve treatment regimens. In one aspect, data relating
to one or more symptoms entered by a patient may be directly accessible by the treating
physician on an as needed basis or may be obtained by the physician from reports produced
on a periodic basis or in response to a trigger condition, such as a symptom exceeding a
specified range or value relative a baseline. In another aspect, the system may provide the
physician with analyzed data, such as a trend of one or more symptoms over time, to assist
the physician in making a determination of the patient’s condition and/or the efficacy of
trcatment. In yct another aspect, the system may perform a statistical analysis on the data
entered by multiple patients and provide sortable data or provide results from a statistical
analysis of the one or more patient symptoms or treatment efficacy in relation to a patient

attribute.

[0037] FIG. 1 illustrates a flow chart in an example symptom tracking system. The
symptom tracking system may include a symptom tracking information system provided and
supported by the drug developer or manufacturer and made accessible to the patient(s),
physician(s), medical facility or third parties online, such as through a mobile device app or
an online portal. The user may input data into the system, for example a patient or caretaker
may input symptoms through a computer accessing the online system or through the mobile
device or smartphone application. The information is stored in the symptom tracker
information system, along with information input by numerous other patients. The
information may be associated with various identifiers or attributes (¢.g. patient name,
physician, condition, treatment, geographical location, etc.) so as to allow further analysis,
such as statistical analysis or trend analysis, based on a community or subset of patients. In
another aspect, determining community trending or statistics based on geographical location
is particularly useful in administrative management of treatment administration by the drug
developer, manufacturer, pharmacy, health care administrator and insurer. In some aspects,
the physician may input data into the system (not shown). The information may then be
output to a user of the information system, shown in dotted line, in the form of reports or
various other means, which may take the form of visual displays on computer screens,
touchpads, mobile devices, e-mails, written print outs or other means of communicating
information to the user. The information may be output directly to the user, such as user

input data in summary or timeline form, or the information may be analyzed, such as by an
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algorithm, statistical or trend analysis, before being output to the user in a report. The output
data may include information pertaining to a particular patient or to a patient community,
such as information pertaining to a community of patient of which the particular patient is
included, or as to any community of patients of which the user requests information. The
report may be output periodically or may be output in response to a particular condition of a
patient or community, or in response to a query by a user. It should be noted that the
information may be output to any user, in many different types or formats by various

different means depending on the data and the user.

[0038] In one aspect, the system is configured to allow one type of user to contact another
type of user. For example, after viewing reported info, the physician may utilize the system
to contact the patient, or may input data associated with the patient profile (such as an update
in regard to the treatment regimen or a message to the patient). In another aspect, the drug
developer or manufacturer may contact the patient directly through the system, such as to
provide information regarding the treatment regimen or management of treatment, to
schedule a physician follow-up or to provide patient support. This may be performed in
response to a report from the system that the patient is in a vulnerable patient population,
such as may be based on a noted trend in symptoms or a community trend. Contact with the
patient may be performed through the patient profile, such as by a message that appears when
the patient logs onto their profile in the system to enter data. The system may be configured
to allow one type of user to contact another type or different types of users, such as the drug
developer contacting each or any of the patient, the physician and the pharmacy. Such
contact may include a report output to the specified user or may further include additional

information or instructions.

[0039] According to sorce embodiments, the symptom tracking information system is
provided as an online accessible system maintained on a server and/or on a cloud-based
systems. A cloud server may be useful for providing information and advanced information
process to a variety of different users accessing the device from various different systems.
Different types of data may be accessible to different types of user and/or based on where the
user 18 gecessing the system. In another aspeet, privileges may be used to protect patient data
and/or community data. Dependent upon the privileges associated with their roles (e.g.,
doctors, insurance agents, paticnts, or third party data analysts or researchers), different
participants may be limited to access only a portion of information relating to the images or a
subset of the processing tools without compromising the privacy of the patients associated

with the patient information,
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[0040] According to some embodiments, a server and/or cloud-based system includes a
data gateway manager to automatically and/or manually transfer information to/from
data providers. Such data gateway management may be performed based on a set of rules or
policies, which may be configured by an administrator or authorized personnel. In one
embodiment, in response to updates to patient information or treatment regimens, the
data gateway manager is configured to transmit over a network {e.g., Infernet or intranet) the
updated information, such as an updated symptom tracking report. In addition,
the data gateway manager may further transfer data amongst multiple data providers that are
associated with the same entity (¢.g., multiple parties associated with one type of user, such
as physicians or the drug developer). The gateway manager may comprise a router, a

computcr, software or any combination of these components.

[0041] FIGS. 2A-2C illustrate screenshots as would be seen by the patient when accessing
the symptom tracker system online to establish a patient profile. As can be seen in FIG. 2A,
the account may be linked to an e-mail of the patient, to a Facebook account or facebook
support group (¢.g. Cushing’s Connection). Upon registering, the patient may select what
types of symptoms should be tracked, such as shown in FIG. 2B. A physician may assist the
patient in determining which symptoms to track or in selecting the symptoms on the patient’s
profile. The patient may also track various other types of information such as date of
diagnosis, dates of surgery and treatment regimen. The more details the patients adds to the
profile, the more effectively the patient and/or medical professional can track the patient’s
symptoms, condition and progress during treatment. When tracking the signed and

symptoms, the patient rates each of the signs and symptoms on a scale of 1 to 5.

[0042] Inone aspect, the signs and symptoms tracking may include tracking of
physiological measurements, including but not limited to weight, blood pressure, and waist
size. These are physiological measurements that may be obtained by a device used in the
patient’s home or at a medical facility and automatically uploaded to the patient’s profile, or
more typically, may be measured by the patient at home and input into the system by the
user. In one aspect, the patient is directed to record certain physiological measurements at
regular intervals, for example weekly or daily weight measurements obtained at about the
same time of day. This improves accuracy of physiological measurements and allows the
patient and/or medical professional to more accurately determine trends over periods of time
as opposed to normal daily, monthly or seasonal fluctuations. In another aspect, the patient
may record subjective attributes of their condition, for example, the patient may record how

they are feeling physically (e.g. energetic, tired, or a “normal” baseline) and/or how they are
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fecling emotionally (¢.g. happy, sad, depressed, ctc.), which may also correlate with changes

in weight or various other physiological measurements.

[0043] In another aspect, the system may further provide registration to and/or access to
one-on-one support or patient outreach programs, such as shown in FIG. 2C, to further
improve patient compliance with the Symptom Tracking System and improve patient

outcomes.

[0044] In some aspects, the patient may enter various additional attributes that may be
useful for monitoring and analysis of the data by the physician and/or in a statistical analysis
for use by the drug developer, such as shown in FIG. 3B. In some embodiments, the patient
may also set whether to receive notification and reminders as to information regarding
treatment and/or their personalized symptom tracking. Since patient’s having Cushing’s
often have gradual changes in facial appearance, such as an increase in fat pad thickness, the
patients are encouraged to select facial appearance as a symptom and to record images of the
their face over time, such as shown in FIG. 3C. The images can be readily obtained with a
smart phone of the patient and uploaded using a smarphone app linked to the symptom
tracking system (sce screenshots of such a mobile app in FIGS. 9A-9K).

[0045] In one aspect, the images can be later viewed by the patient, physician or drug
developer in a format that allows changes in facial dimensions, size and shape to be readily
observed by the viewer. For example, the images may be displayed simultaneously in
chronological order, such as in the photo timeline display shown in FIG. 11. Such a display
format allows the patient and/or physician to more readily recognize changes in facial shape
that may be disproportional from normal weight gain. In addition, since weight may fluctuate
for a variety of reasons, it may be further useful to track other attributes or possible factors
that relate to the one or more selected symptoms but that may also be independent of the
chronic condition. For example, by tracking a patient’s mood (e.g. anxiety level, depression),
it may be determined that a change in weight may correlate more closely an emotional state
rather than a poorly regulated hormonal level. Since interactions may be complicated, the
reports provided to a patient or the physician may include multiple symptoms and patient
attributes displayed simultancously to assist in determining the possible causes and
correlations of the symptoms, such as shown in FIG. 10. These changes are typically
assessed by establishing a baseline for each symptom and/or attribute by which to compare
the variations in the symptom and/or patient attribute. In some aspects, the patient or
physician may establish a goal for a symptom/attribute. While the actual causes of certain

symptoms must often be assessed further in patient counseling and/or through further testing
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(c.g. endocrine or hormonal testing), such reports are particularly advantageous in alerting
both the patient and physician to possible interactions between factors or to correlations that
would otherwise escape notice. In addition, the continuous monitoring of these symptoms by
both the patient and physician using the Symptom Tracking System allows subtle changes to
be identified more quickly than would they would otherwise, thereby allowing the physician
and patient an opportunity to adjust a regimen or improve patient compliance and prevent

relapse of the condition or to reduce the length of a relapse before symptoms escalate.

In another aspect, the factors tracked may be certain compounds in the patient’s blood over
time for use in diagnosis and/or treatment. Such factors may include: blood glucose
measurements, in particular hBalz and OGTT; hormones that provide an overview of the
activity of the HP-axis, which may include but are not limited to, ACTH, CRH and DHEA-S;
and various proteins, RNA molecules, or other compounds, such as FKBP51, mRNA and
GILZ mRNA, which allow the physician to better understand the downstream cffects of
cortisol activity in the body. It is appreciated that tracking of these factors may be analyzed
in isolation, or in combination with various other patient attributes and/or symptoms
described herein. For example, tracking of one or more of the above noted compounds in the
patient’s blood can provide a more comprehensive picture of the patient’s state when
combined with tracking of the patient’s subjective data (e.g. moods, pain), or when combined
with image-based monitoring (e.g. changes in the shape or size of the patient’s face). By
analyzing these seemingly disparate factors, attributes and/or symptoms over a long period of
time, trends and associations that may not otherwise be appreciated from periodic patient
interviews can be determined. Such associations and trends are particularly useful in difficult
to manage treatments, such as those described herein.

[0046] In another aspect, the symptom tracking system may employ algorithms to more
accurately determine subtle changes in facial dimensions of the patient over time from the
multiple images uploaded by the patient. Since certain facial dimensions remain constant
(c.g. distance between eyes, distance between eyes and nose), image analysis algorithms can
be used to determine facial dimensions of changeable portions of the face (typically the sides
of the face) to determine an increase in width of the face over time. This feature allows for
early identification of an increase in the fat pads on the sides of the face. Existing facial
recognition algorithms can be used to identify the locations of eyes and to measure a distance
between the eyes and the sides of the face, as well as the overall height of the face in each of
the images. The measurements can be compared between images to determine an overall

trend in change of the size, and in particular the width of the face. This trend can also be
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represented be displayed as a value or as a graph within another type of report, such as that in
FIG. 10 so that the physician or patient can be alerted to changes in facial shape without

actually viewing the facial images.

[0047] In another aspect, various symptoms,attributes and factors, such as those displayed
in the reports in FIG. 10 and 11, can be assigned a numerical value within an algorithm such
that the system could produce an alert to an impending relapse without requiring the patient
or physician to actually view the symptom or attribute data in advance. In some aspects, the
system may alert the patient or physician to review one or more types of reports in response
to a determination that any of the symptoms or patient attributes input by the patient exceed a
certain threshold value or range of values (e.g. +/- 10% of the baseline value).
Advantageously, the system may allow the user, whether the patient, physician or drug
developer, to customize a report by selecting which symptoms, attributes or combinations
thereof, are desired to be tracked, viewed or analyzed. In some embodiments, the system
may analyze the patient attributes and symptoms and determine which are statistically

relevant and outputs such attributes/symptoms to the user.

[0048] FIGS. 13-18 describe various methods by which a chronic condition or associated
treatment can be managed or by which production/dissemination of drug information can be
managed. FIG. 13 describes a method of management treatment including: establishing a
patient profile of a patient having a chronic condition in a symptom tracking database by a
user input; receiving selection of symptoms associated with the chronic condition for tracking
by a patient and/or medical professional by user input; receiving data associated with the
selected symptoms by the patient input over a period of time; optionally, establishing goals
and/or baselines for one or more of the selected symptoms by patient and/or medical
professional input; outputting reports to patient from the database using the data entered by
the patient in a format suitable for tracking the selected symptoms; optionally, outputting
reports from the database in response to physician query of one or more symptoms for
monitoring or management of treatment; and optionally, outputting from the database select
data to a drug developer or drug manufacturer for monitoring, assessment, or management of
treatment regimens and patient usage.

[0049] FIG. 14 describes a method of treatment management including steps of: receiving
multiple data sets relating to one or more symptoms of a chronic condition in a symptom
tracking information system over a period of time by a patient input; optionally, performing a
statistical analysis to determine a trend in one or more symptoms and/or a correlation

between symptoms; and outputting a report corresponding to the multiple data sets of one or
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more symptoms, the trend and/or correlation in response to a query by a medical professional
administering treatment of the chronic condition or by a developer of a drug used in treatment

of the chronic condition.

[0050] FIG. 15 describes a method of treatment management including steps of: receiving
multiple facial images of a patient diagnosed with Cushing’s Syndrome in a symptom
tracking information system from a patient input; optionally, receiving data regarding
multiple symptoms over time from a patient input, outputting the multiple images to a display
accessible to a medical professional so that the multiple images are viewable simultancously
or in rapid succession to facilitate identification of a trend in changes between images by the
medical professional to assess treatment efficacy; and optionally, outputting a report using
the data of the multiple symptoms so that the multiple symptoms over time are viewable
simultancously or in rapid succession by a medical professional to allow ready identification
of a trend or correlation for use in treatment assessment/adjustment. In another aspect, a
method of treatment management may include steps of: receiving data regarding multiple
symptoms over time from a patient input; and outputting a report using the data of the
multiple symptoms so that the multiple symptoms over time are viewable simultaneously or
in rapid succession by a medical professional to allow ready identification of a trend or

correlation for use in treatment assessment/adjustment.

[0051] FIG. 16 describes a method of treatment management including steps of: receiving
multiple facial images of a patient diagnosed with Cushing’s Syndrome in a symptom
tracking information system from a patient input; performing a facial recognition or analysis
sequence to determine corresponding facial dimensions in each of the multiple facial images
for determination of changes in facial dimensions between images; and outputting a report or
alert to a medical professional administering treatment to the patient and/or to the patient
regarding the determined change in facial dimensions when indicative of a relapse or increase

in symptoms.

[0052] In certain embodiments, the system may further analyze the tracked symptoms and
attributes using algorithms input by a user, medical professional, or drug developer. Such
algorithms may incorporate relationship or information obtained through clinical studies or
may relate to various other concerns, such as various drug supply or administrative processes.
Examples of information that may be utilized within such systems include drug information
relating to the drug treatment of concern. For example, studies indicate that in administration
of mifepristone, plasma levels within the patient drives the drug response. By including this

relationship within an algorithm of the system, the system may identify attributes, symptoms,
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or combinations thercof that correspond with insufficient plasma levels. Such factors may
relate to insufficient titration, low dosages, patient attributes, age, diet, through various
interactions that may be undetermined. Utilizing the system to store, relate and analyze such
factors, however, allows a user to monitor and track various factors and symptoms and
intervene as needed to ensure appropriate plasma levels are maintained and facilitate
optimized treatment outcomes. Advantageously, the system may provide these benefits even
without identifying the relationship to plasma levels or that the plasma level was the factor at
issue. This relationship demonstrates some of the complexities and challenges associated
with managing treatment of a chronic condition utilizing administration of a drug,

particularly in vulnerable patient sub-populations.

[0053] Patients utilizing mifepristone to treat medical conditions require intensive follow-
up to achieve optimal care and resolution of symptoms, which can lead to variable patient
outcomes. Patients in which symptom tracking may be used to improve treatment can be
difficult to identify before treatment is either discontinued by the patient or by the physician.
For various reasons, such as poor patient compliance, reduced response to prescribed
treatment, or influence of external aggravating factors, symptoms may worsen or frequent
relapses may occur leading to discontinued treatment. By tracking patient symptoms, the
methods described herein allows the physician, as well as the patient, to take a more active
role treatment before relapse occurs, which may in turn, improve patient compliance,
treatment efficacy and assist in identifying aggravating factors before significant worsening

of symptoms occurs.

[0054] In some embodiments, the system may utilize any number of algorithms to
determine statistical relevance of one or more attributes and symptoms to a result, the result
being associated with a relapse. By applying statistical analysis, the system can determine
that a relationship is caused by something other than mere random chance so as to determine
if the field of information or combination of fields is statistically significant to the desired
result. The analysis provides a "p-value" representing the probability that the results is
attributable to random chance. In general, a 5% or lower p-value is considered to be
statistically significant, although the threshold of significance and desired confidence level
may be selected or varied as desired to facilitate a desired result or preventing a relapse or

improve treatment approaches.

[0055] In some embodiments, the system may utilize an algorithm that applies a known or
predicted association between one or more fields and a result that is input by a user or

included in a system update. Such algorithms may be determined periodically as associations
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arc identified through clinical studics or otherwise. In some embodiments, the system may
apply statistical analysis to determine associations between one or more fields and a result in
addition to applying an algorithm input into the system such that the statistical analysis of
various fields of information can be reassessed as various other associations are identified
over time. These features provide further improvements as ever more complex interactions
between the fields of information can be identified and alerts or reports outputted as need to

inhibit or reduce adverse effects associated with such interactions and prevent relapse.

[0056] While much has been described with respect to analysis and output of data in regard
to a particular patient for management of individual patients, these and similar aspects
described above may also be applied to collection of symptom data in regard to patient
populations, which is particularly advantageous for managing treatment regimens by patient
population, which includes various administrative considerations. For example, the symptom
tracking system may analyze symptom information from various populations to project or
predict a response or to project when a patient may be having a recurrence. In one example
regarding response to medication: by breaking patients into a dosing cohort (1 tablet / day to
4 tablets per day), one could then see rate of change in symptoms of themselves versus their
and other cohorts, which can be an important tool to the physician in managing treatment. In
another aspect, one could also see how nearly all aspects discussed herein here could be
compared with others. Anytime one calculates a slope (change in a symptom / measure over
time) in regard to an attribute, factor or symptoms, then one could break the information into
cohorts, to compare and provide evidence/information to physicians and patients. These
aspects would be useful to manage treatment of patient communities by determining a subset

of specific cohorts where patients are in disease progression.

{0057} While the examples described above are illustrative of some of the basic concepts
described herein, it is appreciated that these advantages extend to risk factors and interactions
between risk factors that are far more complex, which conventional treatment methods fail to
recognize or address and might otherwise prevent a number of patients from receiving
optimal treatment. The above described embodiments have been described in some detail for
clarity of understanding and by way of example, a variety of adaptations, modifications, and
changes will be obvious to those of skill in the art. Hence, the scope of the present invention

is limited solely by the appended claims.

18



10

15

20

25

EMBODIMENTS IN WHICH AN EXCLUSIVE PROPERTY OR PRIVILEGE IS
CLAIMED ARE DEFINED AS FOLLOWS:

1. A method for monitoring a chronic disease or disorder associated with an
outwardly visible facial symptom in a patient, comprising:

measuring a plurality of physiological parameters including facial parameters,
said measuring including capturing a plurality of patient facial images over a period of time,
wherein said plurality of facial images is captured by the patient at about the same time of day
at regular intervals over said period of time, wherein said measuring comprises:

receiving a first facial image of the patient on a server comprising a processor,
wherein said first image is captured at a first time on a first day during the period of time;

measuring, from said first facial image using said processor, at least one facial
dimension that remains constant, and at least one facial dimension of a changeable portion of
the face, wherein each of said measuring of at least one facial dimension comprises
determining a distance between an eye and another facial feature;

receiving a second facial image of the patient on the server, wherein the second
facial image is captured on a second day subsequent to the first day at about the same time as
the first ime;

measuring, from the second facial image using the processor, the at least one
facial dimension of a changeable portion of the face wherein said measuring of at least one
facial dimension comprises determining a distance between an eye and another facial feature;

receiving said patient facial images and facial dimension measurements in a
symptom tracking system in communication with the server;

comparing the at least one facial dimension measurement of the changeable
portion of the face captured from each of the first facial image and the second facial image
using a processor to determine a change in the outwardly visible facial symptom,;

calculating a slope using the processor by dividing the change by the duration of
time between said facial dimension measurements; and

determining a change or trend of change of a facial dimension based on the

calculated slope.
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2. The method of claim 1, wherein the server is accessible online such that

the first facial image and the second facial image are uploaded by the patient to the server.

3. The method of claim 1, further comprising:

receiving a plurality of facial images including the first and second facial
images, the plurality of facial images being captured sequentially over the period of time at
about the same time each day; and

comparing the plurality of facial images using the processor to determine a trend

associated with the change in the outwardly visible facial symptom.

4. The method of claim 1, wherein the outwardly visible facial symptom is

one of a facial size and a facial shape.

5. The method of claim 4, wherein the chronic disease or disorder is

Cushing’s Syndrome.

6. A system for monitoring a chronic disease or disorder associated with an
outwardly visible facial symptom in a patient, the system comprising:

one or more image capture devices adapted for capturing a plurality of facial
images of the patient sequentially during a monitoring period, said plurality of facial images
comprising a first facial image and one or more subsequent facial images;

a server configured for receiving and storing the plurality of facial images of the
patient in an information system; and

a processor communicatively coupled with the server and having instructions
recorded on a non-transitory recording medium, the instruction being configured for:

measuring a plurality of physiological parameters including facial parameters,
said measuring including capturing a plurality of patient facial images over a period of time,
wherein said plurality of facial images are captured by the patient at about the same time of day
at regular intervals over said period of time;

measuring, from a facial image, a facial dimension that remains constant, and a
facial dimension of a changeable portion of a face, wherein each measuring of a facial

dimension comprises determining a distance between an eye and another facial feature;
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calculating a slope by dividing the change between said facial dimension
measurements of at least two facial images of the plurality by the duration of time between said
measurements of the two facial images of the plurality;
comparing the at least one of the facial dimension measurements and the slopes
from the at least two images of the plurality of facial images of the patient to determine
a change or a trend of change of a facial dimension; and
determining a change or trend of a facial dimension based on the calculated

slope.

7. The system of claim 6, further comprising:
a patient input for receiving the plurality of facial images captured by the one or
more image capture devices from the patient; and

a physician input for receiving patient information.

8. The system of claim 7, wherein the server is accessible online such that
the plurality of facial images are uploadable by the patient through the internet and the plurality

of facial images are accessible by the physician through the intemnet.

9. A method for monitoring a chronic disease or disorder associated with an
outwardly visible facial symptom in a patient, the method comprising:

measuring a plurality of physiological parameters including facial parameters,
said measuring including capturing a plurality of patient facial images over a period of time,
wherein said plurality of facial images are captured by the patient at about the same time of day
at regular intervals over said period of time;

capturing said patient facial images and facial dimension measurements in a
symptom tracking system using a processor, and wherein said capturing comprises:

a) capturing, from a first facial image, at least one measurement of a facial
dimension that remains constant, and at least one measurement of a facial dimension of a
changeable portion of the face; and

b) capturing, from each subsequent patient facial image, at least one

measurement of a facial dimension of a changeable portion of the face,
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wherein each facial dimension measurement comprises determining a distance
between an eye and another facial feature;

comparing a first patient facial dimension measurement of the first facial image
of the plurality to a subsequent patient facial dimension measurement of a subsequent patient

5  facial image using said processor;

calculating, with the system, a slope using the processor by dividing a change
between the facial dimension measurements from the first and subsequent facial image to
determine a change or trend of change of a facial dimension based on the calculated slope;

outputting, using the processor, multiple facial images to a display so that the

10 multiple facial images are viewable simultaneously or in rapid succession to facilitate

identification of a trend in changes between the facial images; and

determining a change or a trend of change of a facial dimension based on the

calculated slope.

10.  The method of claim 9, further comprising:
15 receiving the plurality of facial images regarding multiple outwardly visible
facial symptoms over time from a patient input; and
outputting a report using the plurality of facial images and the facial dimension
measurements of the multiple outwardly visible facial symptoms so that the multiple outwardly
visible facial symptoms over time are viewable simultaneously or in rapid succession to allow

20  ready identification of a trend or correlation.

11.  The method of claim 10, further comprising:
outputting a report or alert regarding the determined change in facial dimensions
when indicative of a relapse of said chronic disease or disorder, or of an increase in a facial

dimension in one or more outwardly visible facial symptoms.

25 12.  The method of claim 10, wherein the chronic disease or disorder

comprises an endocrine disorder.

13, The method of claim 9 wherein the chronic disease or disorder

comprises Cushing’s Syndrome.
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14. A method of monitoring a chronic condition or disorder associated with
an outwardly visible facial symptom in a patient, the method comprising:

measuring a plurality of physiological parameters including facial parameters,
said measuring including capturing a plurality of patient facial images over a period of
time, wherein said plurality of facial images are captured by the patient at about the same time
of day at regular intervals over said period of time;

wherein said plurality of patient facial images comprises:
i) a baseline patient facial image captured at a first time of day on a baseline day
and including at least one measurement of a facial dimension that remains
constant and at least one measurement of a facial dimension of a changeable
portion of the face, and
i) a subsequent patient facial image captured subsequently during the period of
time at about said first time of day on a day subsequent to said baseline day
during the period of time, and including at least one measurement of a facial
dimension of a changeable portion of the face,
wherein said at least one facial dimension measurement comprises determining a
distance between an eye and another facial feature;

wherein said at facial dimension measurements comprise determining a distance
between an eye and another facial feature;

receiving said patient facial images and facial dimension measurements in a
symptom tracking system comprising a processor and an information management system;

comparing a subsequent patient facial dimension measurement to the baseline
patient facial dimension measurement using said processor;

calculating, with the system, a slope using the processor by dividing the change
between two of said facial dimension measurements from the plurality of facial images;

determining a change or trend of change of a facial dimension based on the
calculated slope; and

outputting a report tracking the patient facial dimension measurements and/or

the determined change or trend of change.
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15.  The method of claim 14, wherein the chronic condition comprises an
endocrine disorder, and the method further comprising receiving additional physiological
measurements regarding one or more of weight, fat pad thickness, body composition, skin

discoloration, and blood pressure.

16.  The method of claim 15, further comprising receiving one or more
patient attributes, and wherein the report comprises displaying information based on the
received patient facial images and facial dimension measurements in conjunction with said one

or more patient attributes.

17.  The method of claim 16, wherein said one or more patient attributes is

selected from patient age, sex, location, and date of diagnosis.

18.  The method of claim 16, wherein the report comprises test result

information regarding a compound in the patient's blood.

19.  The method of claim 14, wherein receiving said patient facial images and
facial dimension measurements comprises receiving said patient facial images and facial
dimension measurements from a plurality of patients the method further comprising:

breaking data from the plurality of patients into cohorts; and

reporting information relating to a particular cohort to physician(s) and/or the

patient(s).

20.  The method of claim 19, further comprising:

analyzing the said patient facial images and facial dimension measurements
from the plurality of patients, using the processor, to determine a community trend in a
particular patient community, the patient community being a subset of patients of the plurality
of patients that are identified as being in disease progression based on the patient facial images
and facial dimension measurements received from the plurality of patients;

wherein the report comprises information relating to a community trend.
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21.  The method of claim 14, further comprising receiving a test result
selected from a physiological measurement and compound testing for a compound in the

patient's blood selected from glucose, cortisol, ACTH, FKBP51 mRNA, and FKBP51.

22.  The method of claim 14, wherein the chronic condition comprises

Cushing's Syndrome.

23.  The method of claim 14, further comprising:

receiving, with the system, one or more physiological measurements including
any of: weight, blood pressure and waist size of the patient, wherein the one or more
physiological measurements are captured by the patient at the regular intervals at about the

same time of day.

24.  The method of claim 14, further comprising:
receiving, with the system, one or more subjective attributes of the patient
including any of: a physical state and an emotional state, wherein the one or more subjective

attributes are captured by the patient at the regular intervals at about the same time of day.
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Use the Cushing's Connection™ Symptom Tracker on your desktop,

CUSHING'S tablet or mobile phone to track your symptoms. With it you can

CONNECTION™ SYMPTOM TRACKER record and track recurring symptoms, and easily share information
with your healthcare professional. This innovative application will
help you manage your progress and your health.

SIGN IN REGISTER FOR A FREE ACCOUNT

‘ | REGISTER |
OR
‘ | CREATE AN ACCOUNT WITH FACEBOOK]

SIGN IN ]

Forgot your password?
[ nare

By registering an account with the Cushing's Connection Symptom Tracker, user agrees to
the terms and conditions treated in accordance with the Concept Privacy Policy. Information
gathered will be used for statistical purposes only and user name will remain confidential.

©2013 Concept Therapeutics Incorporated - All Rights Reserved KOR-00105 MAY 2013 JOIN THE
Terms of Use - Privacy Policy - Contact Us CUSHING'S CONNECTION
FACEBOOK COMMUNITY
Use the Cushing's Connection™ Symptom Tracker on your desktop,
CUSHING'S tablet or mobile phone to track your symptoms. With it you can
CONNECTION™ SYMPTOM TRACKER record and track recurring symptoms, and easily share information

with your healthcare professional. This innovative application will
help you manage your progress and your health.

CONGRATULATIONS! Your account has been created.
Please share a little about yourself before we get started.
NAME* | !
TELEPHONE* | ]
REMINDERS []Send me email reminders
SIGNS & SYMPTOMS SCALE OF 1 TO5:(® NUMERICAL VALUE:®
TO TRACK* []Anxiety [ ] Weight
[ | Depression [ 1 Waist Measurement
[]Fatigue [1Dress Size
[]Muscle Pain [(JOother[ ]
[]Insomnia PHOTOS:®
[ ]Mood Swings [JFace
L] Eweagng_ ) [JRed/Purple Stretch Marks
[]Easy Bruisin [ ]Fat Pad
Oother——1  Homert———
C——3 [Yes, sign me up for Cushing's Patient Advocate Program. [“]1 agree to share and publish my
A nurse who knows about Cushing's syndrome will contact you data to the Cushing's Connection

soon to answer questions and offer support with full confidentiality. Community. What's this?

——— [JOPTIONAL TRACKING DATA
SEX OMALE OFEMALE TIME ZONE [T
DATE OF DIAGNOsIs ] PATEQR 7
1ST SURGERY | 1 |
2ND SURGERY | 1 |

( SUBMIT ]

FIG. 2B

Date Regue/Date Received 2021-06-01
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CUSHING'S Welcome
CONNECTION™ SYMPTOM TRACKER My Profile | Logout
® DASHBOARD Il TRACKING + MEDICAL £88 COMMUNITY

SIGN UP FOR ONE-ON-ONE SUPPORT

A diagnosis of Cushing's syndrome can come with lots of questions, anxiety,
and confusion. Do you have questions about your symptoms? Maybe you
suspect you have a recurrence after going through surgery. Or perhaps you
justt nleed someone to listen to your concerns and let you know that you're
not alone.

That's where the Cushing's Patient Advocate Program can help. A Cushing's
Patient Advocate is a special nurse who is focused on Cushing's syndrome
and who offers:
- Answers to any questions you may have about Cushing's syndrome.
- Confidentiality and an unbiased point of view.
- Customized, up-to-date information tailored to help you.
To speak with a Cushing's Patient Advocate one-on-one, simply submit your
telephone number in the form below and a nurse will contact you. If this is
an emergency, call 911 or contact your healthcare professional immediately.
How would you best describe yourself and
your experience with Cushing's syndrome?*

__________________________________________

_________________________________________

I have been diagnosed with Cushing's

I've had pituitary surgery and I'm in remission
I've had pituitary surgery but | still have
Cushing's symptoms

Loved one/family member of a person with
Cushing's

Healthcare Professional

Other

| Last Name

|
| Email Address |
|

| Confirm Email Address

|Telephone Number |

[(dYes, | agree to receive Cushing's
syndrome information and to be
contacted by the Cushing's Patient
Advocate Program*

[ suBMIT ]
*Call your healthcare professional for
medical advice about side effects.

You may report side effects to the
FDA at 1-800-FDA-1088

©2013 Concept Therapeutics Incorporated - JOIN THE

All Rights Reserved KOR-00105 MAY 2013 CUSHING'S CONNECTION

Terms of Use - Privacy Policy - Contact Us FACEBOOK COMMUNITY
FIG. 2C
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CUSHING'S Welcome
GONNECTION™ SYMPTOM TRACKER My Profile | Logout

®DASHBOARD [ W TRACKING | +MEDICAL | 28 COMMUNITY

Thank you for reaching out to us. You will receive a call from a Cushing's
Patient Advocate who can talk to you about questions, concemns, or
thoughts you may have about Cushing's syndrome.

Share this program with your friends.

FIG. 3A

®DASHBOARD | I TRACKING | #MEDICAL | £ COMMUNITY

MY PROFILE

FIRST NAME Not Entered
LAST NAME Not Entered [
EMAIL
SEX Not Entered

BIRTH DATE Not Entered
PHONE Not Entered
TIME ZONE Eastern

DATE OF DIAGNOSIS [ADD DIAGNOSIS |
DATE OF 1ST SURGERY (ADD SURGERY |
DATE OF 2ND SURGERY [ADD SURGERY |

UPLOAD NEW PHOTO |

RECEIVE NOTIFICATION None
REMINDERS

INFORMATION PUBLISHED Yes
TO COMMUNITY

RECEIVE UPDATES AND No
OFFERS FROM CUSHING'S
CONNECTION

| EDIT INFO ] [ UPDATE PASSWORD |

FIG. 3B

®DASHBOARD | I TRACKING | +MEDICAL | 24 COMMUNITY
GIVE US YOUR BEST SHOT

step of the way.

[ CANCEL |{CHOOSE IMAGH

FIG. 3C

Date Regue/Date Received 2021-06-01
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®DASHBOARD i TRACKING + MEDICAL 228 COMMUNITY
SIGNS & SYMPTOMS REPORTS: REMAIL &iPRINT | UPDATEl
| Anxiety | | Depression |

NO DATA ENTERED NO DATA ENTERED
| Easy Bruising | Fatigue

NO DATA ENTERED NO DATA ENTERED

Insomnia | Mood Swings |
NO DATA ENTERED NO DATA ENTERED

|

| Muscle Pain | | Sweating |

NO DATA ENTERED NO DATA ENTERED
| Dress Size | | Waist Measurement |
NO DATA ENTERED NO DATA ENTERED

|Weight | | Face |

NO DATA ENTERED NO DATA ENTERED

Fat Pad | Red/Purple Stretch Marks |
NO DATA ENTERED NO DATA ENTERED

MEDICAL

TEST RESULTS | UPDATE | MEDICATIONS (UPDATE |HISTORY

No data entered No data entered No data entered

FIG. 4
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®DASHBOARD il TRACKING + MEDICAL 228 COMMUNITY
EMAIL REPORTS BACK
You should speak with your
healthcare professional FROM*:

before using the
email feature for

reporting, prior to TO*:
sending them
documentation.
SYMPTOMS*: [] Anxiety [ Depression  []Fatigue
(] Muscle Pain [Insomnia [IMood Swings
[]1Sweating []Easy Bruising []Weight

[JWaist Measurement []Dress Size [JFace

[1Red/Purple Stretch []Fat Pad
Marks

FROM TO
REPORT PERIOD*| | | |

MESSAGE:

*Required Field
[+]ADDITIONAL DATA: []Diagnosis/Surgeries [ ]Medications

[INotes [ Test Results
SUBMIT
FIG. 5A
®DASHBOARD Il TRACKING + MEDICAL 228 COMMUNITY
PRINT REPORTS BACK
SYMPTOMS*: [] Anxiety (] Depression  []Fatigue
(] Muscle Pain [JInsomnia [1Mood Swings
[]Sweating (] Easy Bruising []Weight

[JWaist Measurement []Dress Size [JFace
[1Red/Purple Stretch []Fat Pad

Marks
FROM T0
REPORT PERIOD*:| | | |
[+]ADDITIONAL DATA: []Diagnosis/Surgeries [ ]Medications
[INotes [JTest Results
SUBMIT
FIG. 5B
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®DASHBOARD il TRACKING + MEDICAL 228 COMMUNITY
TRACKING
To keep track of your symptoms, enter all current (
information in the highlighted areas below. SEEESI?LH%I?ND
ENTER LATEST INFORMATION GOAL® BASELINE® REMOVE®
Q@
ANXIETY |- [<] x
Q@
DEPRESSION || (<] x
Q
FATIGUE |- [+] x
Q@
MUSCLE | B - - |
Q@
INSOMNIA |- (<] x
MOOD ol fu
SWINGS | [ X
Q
SWEATING |- [+] x
EASY o=
BRUISING | ] X
Q@
WEIGHT | |Ibs x
WAIST °© | I x
MEASUREMENT In
]
DRESS SIZE | | x
0]
FACE |[UPLOAD PHOTO] X
Q@
RED/PURPLE  |[UPLOAD PHOTO| x
STRETCH MARKS
Q@
FAT PAD |[UPLOAD PHOTO| x
Q
NOTES
[ADD NEW SIGN/SYMPTOMS [2]
Share this program
[ SUBMIT with your friends.
FIG. 6A
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® DASHBOARD il TRACKING + MEDICAL 220 COMMUNITY

TRACKING

What's This?

Talk to your healthcare professional about the

To keep track of your symptomgoptimal levels for each of the symptoms you track,
information in the highlighted arfand enter them in this column.

\/ o rr—
ENTER LATEST INFORMATION GOALeo BASELINEe® REMOVE®

ANXIETY °I= [#] x

| € Cushing's Patient Advocacy Support 1-855-295-9969 REGISTER HERE>

CUSHING'S Welcome /O\
CONNECTION™ SYMPTOM TRACKER My Profile | Logout
®DASHBOARD Iih TRACKING + MEDICAL £a8 COMMUNITY
TRACKING
[What's This? —
To keep track of your symptomg This number represents the value for each
information in the highlighted arlsymptom before you had Cushing's syndrome.
ENTER LATEST INFORMATION GOALo BASELINEV® REMOVE®
°
ANXIETY | -] x
o

| € Cushing's Patient Advocacy Support 1-855-295-9969 REGISTER HERE>

CUSHING'S Welcome /O\

CONNECTION™ SYMPTOM TRACKER My Profile | Logout
®DASHBOARD | Il TRACKING +MEDICAL | 2 COMMUNITY
TRACKING What's This?

If you no longer want to track a symptom you can
remove it from the dashboard view. However, you
To keep track of your symptomgcan add it back at any time and all your previous
information in the highlighted arjdata will be restored.

. avsl
ENTER LATEST INFORMATION GOAL® BASELINE® REMOVE®
0]
ANXIETY |— <] x
Q
| [ |
FIG. 6B
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® DASHBOARD

il TRACKING

+ MEDICAL

228 COMMUNITY

GOALS AND BASELINE

Keep track of your goals and discuss them with your healthcare

professional. Use the baseline to record where you're starting,

andanetyour goale, You can also e thisfeature o help you 31 UPDATED

GOALo BASELINE®
Anxiety |No Data Entered [+] | [No Data Entered []
Depression |No Data Entered [+] | [No Data Entered []
Fatigue |No Data Entered [+] | [No Data Entered []
Muscle Pain [No Data Entered [] | [No Data Entered [-]
Insomnia |No Data Entered [+] | [No Data Entered []
Mood Swings |No Data Entered [+] | |No Data Entered []
Sweating |No Data Entered [+] | [No Data Entered []
Easy Bruising [No Data Entered [+] | |No Data Entered ||
Weight | llbs.| | |Ibs.
Waist Measurement | lin. | lin.
Dress Size | | | |

SUBMIT

FIG. 6C

Date Regue/Date Received 2021-06-01
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TEST RESULTS

SURGERIES

DIAGNOSIS & | @ NEED RECOMMENDATIONS IN
CHOOSING A DOCTOR WHO CAN
HELP YOU THROUGH CUSHING'S?
JOIN OUR CUSHING'S PATIENT

ADVOCATE PROGRAM

® DASHBOARD il TRACKING + MEDICAL &8 COMMUNITY
MEDICAL | Tell your doctor about all o( )
HISTORY | medications you are taking.
> CURRENT PAST ADD MEDICATION
MEDICATIONS MEDICATIONS MEDICATIONS
DOCTORS [--Choose Type-- ]
TEST RESULTS | [[+] ADD MEDICATION
DIAGNOSIS &
SURGERIES
[0x _ [+] |-Frequency--|+|
STARTING DATE
05/10/2013
ENDING DATE
SUBMIT
l CANCEL ]
FIG. 7A
®DASHBOARD | i TRACKING | + MEDICAL | 28 COMMUNITY
MEDICAL HISTORY| DOCTORS a( D)
MEDICATIONS Doctor Name must not be blank.
DOCTORS >| [+] ADD DOCTOR | First Date must not be blank.

ADD DOCTOR

FIRST APPOINTMENT

I SUBMIT |
[ CANCEL |

Date Regue/Date Received 2021-06-01
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®DASHBOARD | WTRACKING | +MEDICAL | 28 COMMUNITY
MEDICAL HISTORY|TEST RESULTS o( D
MEDICATIONS [[[+] ADD TEST RESULT] ADD TEST RESULT
DOCTORS |--Choose Type-- [
TEST RESULTS) RESULT DATE
DIAGNOSIS &
SURGERIES
LAB VALUE RANGE
SUBMIT
CANCEL ]
FIG. 7C
® DASHBOARD i TRACKING | +MEDICAL | &248COMMUNITY
MEDICAL HISTORY| DIAGNOSIS & SURGERIES o 3
MEDICATIONS |[+TADD DIAGNOSIS/SURGERY] | ADD DIAGNOSIS &
DOCTORS SURGERY
TEST RESULTS [--Choose Type-- __[1
DIAGNOSIS &
SURGERIES DATE
SUBMIT
[ CANCEL ]

Date Regue/Date Received 2021-06-01

FIG. 7D




12/23

| € Cushing's Patient Advocacy Support 1-855-295-9969 REGISTER HERE>>

' Welcome
CONNECTION™SYMPTOM TRACKER My Profile | Logout /(\L
®DASHBOARD | Il TRACKING +MEDICAL || 28COMMUNITY |
You don't have to go through Cushing's syndrome alone.
COMMUNITY View the statistics of members below to éam and
STATISTICS understand more around Cushing's syndrome. Make sure

“publish data” is active on your profile so we can
confidentially add your statistics to the community.

|AGES | PATH
'UNDER 20 8% !DIAGNOSIS 9% ! Wanttotalk to
120-29 14%! 1ST SURGERY 51%; Someons about
668 130-39 47%}2ND SURGERY 8% |  JUSNgS
Members in 140-49 16%! 3RD SURGERY 5% | y -
Cushing's Connection | :50-59 3% l .
Community 160-69 5% |SEX : CHE%','E\‘,\?TS
1 ) 1 1
170-79 3% ' MALE 61% ' |ADVOCATE
80+ 3% {FEMALE 39% : PROGRAM

Results _ _
See how the community Symptom Starting From  Filter

is progressing. Use the |ANX|ETY |°| |D|AGNOS|S |"| |ANY SEX |"| | ANY AGE|°|
drop down menus to sort.

COMMUNITY
5 AVERAGE
4
3

- >

1 b bl Lead Lo ol b b ol ved beal o)

FREQUENCY: DAILY
LAST UPDATE:

APR 30 2013
1 2 3 4 5 6 7 8 9 10 11 12
WEEKS SINCE DIAGNOSIS
[shard

Share this program
with your friends.

FIG. 8
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phone to track your symptoms. With it you
can record and track recurring symptoms,
and easily share information with your
healthcare professional. This innovative
application will help you manage your
progress and your health.

SIGN IN

Email Address or User Name

Forgot your password?
OR

REGISTER FOR A FREE ACCOUNT

[ REGISTER

CREATE AN ACCOUNT WITH
FACEBOOK

f Share

By registering an account with the Cushing's Connection
Symptom Tracker, user agrees to the ferms and
conditions treated in accordance with the Concept
Privacy Policy. Information gathered will be used for

statistical purposes only and user name will remain

confidential.

wll AT&T ¥ 10:12 AM 84% | | utll ATRT ¥ 10:12 AM 84% 3| | afll ATAT ¥ 10:12 AM 84% 0
CREATE AN ACCOUNT WITH
FACEBOOK
SN v SYMPTOM TRACKER Password
Use the Cushing's Connection™ Symptom _
Tracker on your desktop, tablet, or mobile
SIGN IN

©2013 Concept Tl

- All Rights R d
KOR-00105 MAY 2013
Terms of Use - Privacy Policy - Contact Us

JOIN THE CUSHING'S CONNECTION
FACEBOOK COMMUNITY

4 D B m 0O

4 D & m

|

D B m O

FIG. 9A

all ATST ¥ 10:13 AM 83% OB | mll ATET ¥ 10:14 AM 83% BB [wllaTat @ 10:14 AM 83% O |mlaTaT @ 10:14 AM 83% )
@ Patient Advocacy Support A@ TEST RESULTS UPDATE
1-855-205-9919 REGISTER HERE MEDICAL
No data entered.
CUSHING'S
NG N SYMPTOM TRACKER TESTRESULTS
et 1 iy Proffe { Logout NO DATA ENTERED MEDICATIONS
/elcome ly Profile jout
No data entered. No data entered.
Menu = MEDICATIONS
HISTORY
SIGNS & SYMPTOMS = No data entered
} No data entered.
REPORTS: MEMAIL HISTORY
A@ No data entered.
UPDATE ©2013 Concept Therapeutics Incorporated -
. ® All Rights Reserved KOR-00105 MAY 2013
Install this web app on your Terms of Use - Privacy Policy - Contact Us
iPhone: tap & and then Add JOIN THE
©2013 Ci t Thi ttics | ted - CUSHING'S CONNECTION
to Home Screen. Al Rights Raserved ROR-00105 MAY 2013 FACEBOOK GOMMUNITY
MEDICAL Terms of Use - Privacy Policy - Contact Us
4 D B mo|ld4d D B o Oo|ld D B mDO|| 4D B @O
FIG. 9B
ull AT&TS 10:14 AM 83%D| |mlAT&T® 10:15 AM 82%| [ AT&T® 10:15 AM 82%D
(tracker-ca.cushingscom & ] (Search])| |Cancel Add to Home @@
' A 's A -
IX Q gj Tracking
@@ [Tracki ng| ®]
Mail Message Twitter
An icon will be added to your home
' A A screen so you can quickly access
[ this web site.
| 6C |&
. J/ J/
Facebook Addto Print
Home
Screen
B A |eo
J J
Copy Bookmark  Addto .
Reading List cooe
24
[ Cancel ] % % lz ﬂ
123 space return - - -
% Phone  Safari Mail Music

Date Regue/Date Received 2021-06-01

FIG. 9C




14/23

JLATET S 10:19 AM 3 81% E3b

@ Patient Advocacy Support
1-855-295-9969 REGISTER HERE w

CUSHING'S v SYMPTOM TRACKER
Welcome | My Profile |Logout
Menu =

DASHBOARD

(D rrackine

o P MEDICAL

J8RB, comMMUNITY

SIGNS & SYMPTOMS

4 b B @
FIG. 9D
il ATET B° 10:19 AM 3 81% il ATRT € 10:20 AM $81% L ATET > 10:20 AM  81% LATRT B 10:20 AM 3 81%
@ Patient Advocacy Support ENTER LATEST INFORMATION LAST
1-855-295-0669 REGISTER HERE & UPDATED 1/2/2002 5:30P MUSCLE PAIN B A EASY BRUISING - v
CUSHING'S
CONNEGTION™ SYMPTOM TRACKER
Welcome | My Profile | Logout |
— - v INSOMNIA - v
Menu = ANXIETY WEIGHT Ibs.
TRACKING ]
— - WAIST
DEPRESSION v MOOD SWINGS v MEASUREMENT in.
To keep track of your symptoms, enter all current
information in the highlighted areas below.
SET GOALS AND BASELINE FATIGUE - v SWEATING - v DRESS SIZE
UPDATED 1/2/2002 5:30P
4 b B @ 4 D B @ B 4 D B M @ 4 > B M @
FIG. 9E
<l ATET B 10:20 AM 2 81% ail ATET & 10:20 AM 2 81% «LATET B 10:20 AM 2 81%
V ADD NEW SIGN/SYMPTOM
NOTES
FACE UPLOAD
PHOTO
[ SUBMIT
Notes ‘
RED/PURPLE
SFRETCH UPLOAD
MARKS PHOTO Share this program with your friends.
V ADD NEW SIGN/SYMPTOM
FAT PAD UPLOAD
SUBMIT
PHOTO ©2013 Concept Therapeutics Incorporated -
All Rights Reserved KOR-00105 MAY 2013
Terms of Use - Privacy Policy - Contact Us
JOIN THE CUSHING'S CONNECTION
. . . FACEBOOK COMMUNITY
NOTES Share this program with your friends.
Last updated 4/22/2013
4 > E M < > B M 4 D E M
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10:21 AM

3 80% LlLATET 2

10:21 AM R 80%

@ Patient Advocacy Support
1-855-295-9969 REGISTER HERE

CUSHING'S

CONNECTION™ SYMPTOM TRACKER

Welcome

My Profile

| Logout

Menu

MEDICAL HISTORY

ALL MEDICAL

©2013 Concept Therapeutics Incorporated -
All Rights Reserved KOR-00105 MAY 2013
Terms of Use - Privacy Policy - Contact Us

JOIN THE CUSHING'S CONNECTION
FACEBOOK COMMUNITY

< >

= A @

FIG. 9G

AL ATET @
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Share this program with your friends.

©2013 Concept Therapeutics Incorporated -
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JOIN THE CUSHING'S CONNECTION
FACEBOOK COMMUNITY
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FIG. 9l
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@ Patient Advocacy Support
SEX
1-855-295-9969 REGISTER HERE SEX
CUSHING'S MALE G1%
o
CONNECTION™ SYMPTOM TRACKER FEMALE 38% MALE 59%
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Welcome | My Profile | Logout 413
Menu = Members in Cushing’'s Connection
Community
COMMUNITY STATISTICS Want to talk to
" . someone about ‘Want to talk to
You don't have to go through Cushing's syndrome ing's
alone. View the statistics of members below and Cushing's syndrome? Cu:ﬁwe'gn: :é’l%%ﬂ
compare your own progress to others within the g's syt ;
communify. Make sure “publish data” is active to
your profile. You'll contribute to a greater cause
and raise awareness about Cushing's syndrome.
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il ATET B 10:22 AM 3 80% ALATST @ 10:23 AM % 80% ALATST S 10:23 AM 2 79% ALATST @ 10:23 AM 8 79%
@ Patient Advocacy Support not alone. How would you best describe yourself
1-855-295-9969 REGISTER HEREw» Thats where the Cushing's Patient Advocate and your experience with Gushing's Confirm Email Address
. P help. A Gushing's Patient syndrome?*
GUSHING'S SyMPTOM TRACKER rorgram can help. A Cushing's Patient
CONNECTION Advocate is a special nurse who is focused
on Cushing's syndrome and who offers: | think | may have Cushing's 4
Welcome | My Profile |Logout Y 9 Telephone Number
- Answers to any questions you may
Menu = ha\r/‘e about ?u.shing;‘s syndrlr:.me.d -
. and an unbiased poin .
of view First Name O Yes, | agree to receive Cushing's syndrome
SIGN UP FOR ONE-ON-ONE g i ing's
SUPPORT - Gustomized, up-to-date information oo a”"t“’:e icted by the Cushing's
tailored to help you. atient Advocate Program
. . .. To speak with a Cushing's Patient Advocate Last Name
A diagnosis of Cushing's syndrome can come one-on-one, simply submit your SUBMIT
with Iot.s of questions, anxlety,.and number in the form below and a nurse will
confusion. Do you have questions about your contact you. If this is an emergency, call 911
7 - 5
symptoms? l\:aybe.yout:uspehct you havce) a or contact your healthcare professional Email Address
recurrence after going through surgery. Or immediately. *Call your healthcare professional for medical
perhaps you just need someone to listen to advice about side effects.
your concarns and et you know that you's I 1 You may report side effects to the FDA at 1-800-
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O Yes, | agree to receive Cushing's syndrome
information and to be contacted by the Cushing's
Patient Advocate Program.*

SUBMIT

*Call your healthcare professional for medical
advice about side effects.

You may report side effects to the FDA at 1-800-
FDA-1088.
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Establishing a patient profile of patient
having a chronic condition in 3 Symptom
Tracking Database by a user input

NS

Receiving selection of symptoms
associated with the chronic condition for
tracking by a patient and/or medical
professional by user input

Receiving data associated with the
selected symptoms by patient input over a
period of time

AN

{Optionally)

Establishing goals and/or baselines for one
or more of the selected symptoms by
patient and/or medical professional input

W

N

Qutputting reports to
Patient from the Database
using the data entered by

the Patient in a format
suitable for tracking the
selected symptoms

{Cptionally)
Outputting reports from the
Database in response {0
physician guery of one or
more symptoms for
monitoring/management of
treatment

{Optionaliy}
Outputting from the Database
sedact data to Drug
Developer/Mfg'r for
monitoring/assessment/manage
mant of treatment ragimens and
patient usage

FIG. 13
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Receiving rnultiple data sets relating to one

or more symptoms of a chronic condition in

a Sympiom Tracking Database over a period
of time by a patient input

{Optionally}

Performing a statistical analysis to
determine a trend in one or more symptoms
and/or a correlation betwaen symptoms

Cuiputting a report corresponding to the
multiple data sets of one or more
symptoms, the trend and/or correlation in
response 1o a guery by a medical
professional administering treatment of the
chronic condition or by a developer of a drug
used in treatment of the chronic condition
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Receivingz multiple facial images of a patient
diagnosed with Cushing’s Syndrome in a
Symptom Tracking Database from a patient
input

e

{Optionalhy}

Receiving data regarding multiple sympioms
over time from a patient input

e

Outputting the multiple images to a display
accessible to a medical professional so that
the multiple images are viewable
simultaneousky or in rapid succession to
facilitate identification of a trend in changes
between images by the medical professional
to assess treatment efficacy

{Optionaliy}

Qutputting a report using the data of the
miultiple symptoms so that the multiple
symptoms over time are viewable
simultaneously or in rapid succession by a
madical professional to allow ready
identification of a trend or correlation for
use in treatrnent assessment/adjustment

PCT/US2015/031408
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Receiving multiple facial images of a patient
dizgnosed with Cushing’s Syndrome in a
Symptom Tracking Database from a patient
input

Performing a facial recognition or analysis
sequence to determine corresponding facial
dimensions in each of the muitiple facial
imageas for determination of changes in
facial dimensions between images

N

Cutputting a report or alert to a medical
professional administering treatment to the
patient and/or to the patient regarding the
determined change in facial dimensions
when indicative of a relapse or increass in
symptoms

FiG. 16
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