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The Economic and Quality of Life Impact of Remote Technologies on
High Risk Patients and Their Caregivers

INTRODUCTION:

The care of patients disabled from chronic disease is costly--not only in terms of
increased medical expenditures and loss of productivity, but for caregivers, who
are more likely to report increased levels of stress. Improved health outcomes
using remote technologies have been demonstrated; however, convincing cost-
effective analyses have been lacking, and relief of caregiver burden is uncertain.
We carried out a pilot study, CLIN 0001, testing a patient and caregiver-centered
Plan of Care (POC) utilizing remote technologies (RT) or a program of home
health assistance by Home Health Aides (HHA) compared to a control group of
similar patients receiving Usual Care (UC) or optimal dialysis care. Data from the
nine-month pilot study suggested that the RT may offer substantial cost savings
and improved intermediate health outcomes. CLIN 0002 was designed to focus
resources on the RT intervention and explore the stability of these patterns over
time and to demonstrate sustainability.
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BODY:

During the past 12 months, a no-cost extension of one quarter was granted to
CLIN 0002 on December 2009 (see Appendix 1: Amendment of
Solicitation/Modification of Contract, dated December 7, 2009). The period of
performance for CLINOOO2 was extended from 20 December 2008 — 19 January
2010 to 20 December 2008 — 19 May 2010. The approval incorporates the
revised budget for CLINOOO2 dated 25 November 2009. Study interventions with
this pilot study group were concluded and hospitalization records, survey data,
etc. were analyzed.

A Continuation Modification was submitted to USAMRMC on January 15, 2010
and was approved on May 28, 2010 (see Appendix 2: Amendment of Solicitation/
Modification of Contract, dated May 26, 2010). Recruitment effort for CLINOOO3
took place and continues with the support of Liberty Dialysis staff. Study
equipment has been purchased and preparations are being made to install the
Turtle units in the homes of study participants.

The status of each task in the approved Statements of Work for CLIN 0002 and
CLIN 0003 follows.

STATEMENT OF WORK (CLIN 0002):

Task 1. Conduct all appropriate procedures with institutional review
boards (3 months).

Completed.

» March 3, 2009: Project protocol, informed consent form and supporting
documents were submitted to the Western IRB at the request of the HPH
IRB. (HPH IRB transferred all research studies it oversaw to Western
IRB).

* April 17, 2009: Western IRB issued approval for all study documentation.
It was determined that HPH IRB had erroneously submitted an old version
of the protocol on our behalf, so the newest version was submitted (see
Appendix 3: Western IRB Approval Letter dated April 17, 2009).

* May 22, 2009: Western IRB issued approval for all study documentation
(see Appendix 4: Western IRB Approval Letter dated May 22, 2009)

* July 10, 2009: Western IRB issued its approval of Protocol version 9, a
revised consent form, and two study advertisement (see Appendix 5:
Western IRB Approval Letter dated July 10, 2009, Appendix 6: Consent
form and Appendix 7: Study advertisement).

* July 29, 2009: HRPO Issued an approval for the continuing review report
for the subject protocol that had been submitted in November 2008 (see
Appendix 8: HRPO Amendment and Continuing Review Acceptance
Memorandum dated July 29, 2009). Karen Eaton of HRPO explained that
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though the protocol had been approved, there was an unexplained delay
sending it to the H.O.P.E. Project office.

* August 7, 2009: After reviewing Protocol version 9, Karen Eaton said that
the St. Francis Healthcare Foundation had to update their Federalwide
Assurance information. In addition, Western IRB needed to approve some
minor corrections to wording in the protocol.

» September 16, 2009: Submitted Protocol, version 10, dated September
14, 2009 to WIRB.

» September 18, 2009: Western IRB issued its approval of Protocol version
10 (see Appendix 9: WIRB Approval, dated September 18, 2009).

» September 25, 2009: HRPO issued an approval of the amendments to the
Protocol version 10 (see Appendix 10: HRPO Amendments Apprlval
Memorandum, dated September 25, 2009).

Task 2. Recruit Patients
Completed.

Study personnel made numerous visits to the Liberty Dialysis sites (Kaimuki,
Leeward, Siemsen, Sullivan, Waipahu and Waianae) to meet with and consent
potential study participants. Principal Investigator met with local nephrologists to
discuss the Pilot Study results in order to garner their support in our recruitment
efforts. The Remote Care Coordinator met with 106 patients at the various
facilities. 53 patients signed consent forms to participate. Recruitment efforts for
CLINOO0O02 continued until November 2009 because new patients were recruited
as needed when several patients withdrew their participation for a variety
reasons. Five withdrew at the request of nephrologist, Two death, one problem
with DSL installation problem, one son did not want father to participate, one
withdrew due to cancer diagnosis, one opted out, one moved off island (Samoa),
and one was removed for noncompliance. On November 13, 2009, the last
patient signed the consent.

Task 3. Populate research database.
* Review medical records and enter selected information into
database.
* Rank patient using Risk Score tool.

Completed. Consented patients were ranked based on their Risk Score to
determine whether they qualify to be part of the study. Patients with high Risk
Scores (Risk Score = 1.2) had their medical records for hospitalizations collected.

Task 4. Enroll patients (N=50) and caregivers into study.

Completed.
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More than 100 patients expressed interest in the study and 53 signed the
consent forms to participate in the study. Of these patients, 38 were identified as
having a Risk Score that qualified them for a positioning the study. They were
randomly selected and placed into either the RT group or the Control Group. 29
new patients enrolled to phase 2 of the study. Five of these patients were not
selected at the request of their nephrologist. Other patients were not selected for
a variety of reasons, including DSL connection problems, moving off the island,
cancer diagnosis, having changed their mind, being incoherent, drug seeking
behavior and so forth. One patient passed away.

The Principal Investigator decided that it would be helpful to continue monitoring
CLIN 0001 RT and Control Group patients, if they were in favor of staying in the
study beyond the agreed upon 9 months. On July 10, 2009, Western IRB issued
an approval for the revised consent form which lengthen the study participation
from 9 months to an additional 24 months. All of the RT and Control Group
patients from the Pilot Study were approached about continuing their
participation in the study in Phase 2. Of the Pilot Study patients who were
approached about continuing their involvement with the study in Phase 2, eight
RT patients signed updated consent forms to continue and one passed away. Of
the Pilot Study Control Group, five patients signed updated consent forms to
continue, one patient passed away and four declined further participation.

Data were collected on total 44 patients. Due to death and drop out, at
conclusion, 16 patients are in RT Group and 20 patients are in Control Group.

Task 5. Install and use a Health Insurance Portability and Accountability
Act (HIPPA) compliant telehealth home health monitoring system.
* Monitoring 25 patients on the island of Oahu who meet inclusion
criteria and are enrolled in the experimental group.
* Monitor physiologic parameters and symptoms of patients based on
customized care plans developed at the time of patient enrollment.
» Utilize synchronous video-teleconferencing to provide consultative
services between a Care Manager, patients and caregivers.

Completed.

The RCC and IT specialist set up the Turtle 500 from ViTel Care for use by the
study participants. Virtually, all new Turtle 500 monitors that were shipped to the
H.O.P.E. Project by ViTel Net were found to be defective. The problems were
discovered when the RCC attempted to set up the equipment in patients’ homes.
The Turtle 500’s were returned to ViTel Net and replacements were shipped to
the H.O.P.E. Project. ViTel Net also sent an IT representative to fix any
problems with the equipment. The initial problems caused a delay in the start of
the patient monitoring. The first patient’s remote technology was installed in his
home on July 27, 2009. Continuing RT patients from Pilot Study had their
remote technology replaced by new, smaller Turtle 500’s.
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Task 6. Conduct phase 2 of the study of patients.

= Develop and test study database.

= Gather and enter relevant patient information into database.

= |dentify potential subjects using Risk Score stratification.

= Recruit, consent, and enroll patients and caregivers.

= Deliver Remote Technology services to study cohort of 20
patients using home monitors and video teleconferencing.

= Collect data on hospitalization, emergency room utilization,
antibiotic use, and fiscal charges on patients.

Completed.

Healthcare personnel are proficient in the use of the remote technologies.
Patients and caregivers were trained in the use of the Turtle monitors and the
units were installed in their homes. Follow up training was provided as needed.

Medical records and hospital charges were collected quarterly for all new Phase
2 patients after they have been in the study one quarter. Continuing patients
from the Pilot Study had their medical records gathered from the hospitals
quarterly as well. They were retrieved for all patients monthly from April 2010.
These were reviewed by study personnel and entered into the database.

Task 7. Deliver clinical interventions to the study population.
Completed.

Interventions for RT patients began as soon as their turtle monitoring equipment
is installed in their homes. All RT patients sent their data in to the RCC three to
four times a week.

Data collection for Control Group patients began July 15, 2009. As for those who
consented before July 14, 2009, medical records from the past five years (from
July 15, 2004 to July 14, 2010) were retrieved for Phase 2 patients. As for those
patients who consented after July 15, 2010, past five years of medical records
were requested for their file as well. These were reviewed by study personnel to
gain insights into the health histories and issues of the study participants.
Quarterly medical records and hospitalization charges for these patients were
retrieved after they have been in the study a month since July 15. 2010.

Task 8. Create home Electronic Medical Records (HEMR) access for
patient’s physician.
Completed.

Study patients’ nephrologists and their staff were trained to use HEMR.
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Task 9. Administer quality of life (SF-36) and satisfaction of service (CSQ-
8) surveys.

Completed.

SF36 (see Appendix 11: SF-36) and Health Utilities Index (HUI) (see Appendix
12: HUI) surveys were administered to all study participants at the beginning
(August to November 2009) and at the midpoint (January to February 2010).
CSQ8 surveys were given at the midpoint (October 2009) to the RT patients from
the Pilot Study in order to measure their satisfaction with the service they
received. CSQ8 surveys were also mailed home for patient caregivers to fill out
and return at this time. CSQ survey was administered to 7 RT Pilot Study
patients. 7 surveys were sent to their caregivers and 6 out of 7 surveys were
returned. CSQ Surveys for the Phase 2 patients is in the process of being
administered. As for Physician Satisfactory Survey, the patients’ primary
physician will be given these at the very end of the study.

Task 10. Conduct analysis (3 months).
= Health resource utilization outcomes of RT compared to UC.
= Economic cost effectiveness of RT compared to UC.
= Impact of interventions on quality of life of patient (SF-36).
= Impact of interventions on caregiver satisfaction with services
(CSQ-8).

Ongoing.

Preliminary analysis of the study data is included later in this section. Dr.
Berman and Dr. Halliday completed their research paper detailing their analysis
of the Pilot Study results. It was submitted for publication in Clinical Journal of
American Society of Nephrology (CAJSN) as an expedited report. However, it
was rejected due to small sample size. They are in the process of revising their
research paper detailing their analysis of the Phase 1 plus Phase 2 results and it
is being submitted to the same journal.

STATEMENT OF WORK (CLIN 0003):

Task 1. Obtain Institutional Review Board (IRB) approval for continuation
of study.

Completed/Ongoing.

* February 17, 2010: A Continuing Review Report was submitted to the
Western IRB.

* March 26, 2010: Western IRB Issued approval of the Continuing Review.
(See Appendix 13: Western IRB Approval Letter dated March 31, 2010).

W81XWH-07-2-0064 — Page 9
3/4/11



* April 30, 2010: A Western IRB Continuing Review Report and Approval
documents were submitted to HRPO.

* May 18, 2010: the H.O.P.E. Project received the approval (See Appendix
14: HRPO Amendment and Continuing Review Acceptance
Memorandum, dated May 18, 2010).

» The Protocol version 11 is being submitted to the Western IRB and HRPO
within the next month.

Task 2. Recruit patients.
Ongoing.

The Remote Care Coordinator (RCC) is in the process of meeting with and
discussing the study with potential participants at the Liberty Dialysis Waipahu,
Kaimuki, Leeward, and Waianae sites as well as Sullivan and Siemsen Liberty
Dialysis site. Liberty Dialysis staff members and nephrologists assisted in
recommending patients who would like to find out more about the study. The
RCC made numerous visits to the facilities to discuss the study with the patients
and assist in consenting them to participate. As of June 20, 2010, 57 patients
consented to participate, 43 of whom were found out to have high Risk Score
(Risk Score = 1.2). Of the 43, 39 were randomly selected and placed into either
the RT group or the Control Group. As of June 20, 2010, 17 patients are
assigned to RT group, 22 were assigned to Control Group and 2 were assigned
to Back-up Group. The other 4 patients declined to participate either before or
after randomization due to various reasons, including changing their mind, their
caregivers do not want patients to participate and so forth.

Some of the RT and Control Group patients from the Phase 2 were approached
about continuing their participation in the study. Those who agreed signed
revised Informed Consent Forms approved by Western Institutional Review
Board (IRB) that lengthen their monitoring time from nine months to 24 months.
One patient withdrew at this time.

As of June 20, 2010, 16 RT Group patients and 20 Control Group patients from
Pilot Study and Phase 2 are currently monitored for CLINOOO3 and intervention
and data collection for Phase 3 new patients has not started yet. Data collection
for 22 Control Group patients from Phase 3 will start on July 1, 2010.
Interventions for 17 new RT patients for Phase 3 will begin as soon as their
remote monitoring equipment is installed in their homes.

Task 3. Populate research database.
= Review medical records and enter selected information into
database.
= Rank patients using Risk Score tool.

Ongoing.
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Consented patients were ranked based on their Risk Score to determine whether
they qualify to be part of the study. Patients with high Risk Scores will have their
medical records for hospitalizations collected within the next month.

Task 4. Enroll patients (N=40) and caregivers into study.
Ongoing.

As of June 20, 2010, the RCC has met with approximately 89 patients who have
expressed interest in the study. Of those, 57 patients signed consent forms to
participate in the study, and 43 meet the criteria to participate.

Task 5. Install and use a Health Insurance Portability and Accountability
Act (HIPAA) compliant telehealth home health monitoring system.
= Monitor 40 patients on the island of Oahu who meet inclusion criteria
and are enrolled in the experimental group.
= Monitor physiologic parameters and symptoms of patients based on
customized care plans developed at the time of patient enrollment.
= Utilize synchronous video-teleconferencing to provide consultative
services between a Care Manager, patients and caregivers.

Ongoing.

The RCC and IT specialist are in the process of setting them up for use by the
study participants. H.O.P.E. Project will purchase 10 Turtle 500 units from ViTel
Net within the next month.

Task 6. Deliver clinical interventions to the study population.

Ongoing.

Subjects are being trained in the use of the Turtle monitors and the units in the
process of scheduling their turtle installation in their homes. This includes
ongoing monitoring of 16 patients already enrolled in the study from Phase 1 and
2.

Task 7. Create Home Electronic Medical Records (HEMR) access for
patient’s physician.

Ongoing.

Study patients’ nephrologists and their staffs are being trained to use HEMR.
This is a continuation of the methodology used in CLIN 0001 and 0002.

Task 8. Conduct telehealth research described in the hypotheses and the
design.
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= Measure the described clinical and economic outcomes in the study
population.

= Administer Quality of Life (QoL) and self-efficacy surveys to patients
and caregivers at the beginning, midpoint and end of the study.

= Conduct statistical analyses.

= Perform a comprehensive economic analysis.

Ongoing.

Now that the 39 study participants have been selected and consented, the
telehealth research will begin. Baseline surveys are in the process of being
administered. Medical records from the past five years will be retrieved within
the next month and will be reviewed by study personnel to gain insight into the
health histories and issues of the study participants. Hospitalization records will
be accessed after they have been in the study a month. Continuing patients from
Phase 1 and 2 have had their hospitalization records retrieved monthly.

Analyses will be conducted once data are collected.

ANALYSIS OF CLIN 0002 (PHASE 2) RESULTS

|. Data and Methods

The data come from 44 patients who were enrolled in a Randomized Controlled
Trial (RCT). We collected data on hospital and emergency room visits, hospital
days, and total charges. For in-patient services, the health utility indices 2 and 3
(HUI2 and HUIS3, respectively), the SF-36, and the patient’s risk score (at
baseline) and every 6 months or when the patient dropped out of the study. We
report the p-values of these tests in Table 2. We compute the Cost-Effectiveness
Ratio as
_G-G

E-E’
where C,and C,are total average costs and E and E,are average Quality

Adjusted Life Years (QALY) in treatment and control per person over the study
period. QALY are measured by summing either the HUI2 or HUI3, weighted by

the percentage of the year they measured over the three rounds. So, if u,

denotes the average health utility for round r, then we will have that
3

QALY:2U,/4,

=

CE

as each three-month round represents one quarter of a year. Because the Pilot
Study spanned only nine months, we did not discount costs. We used the delta-
method to compute the standard error of the CE Ratio.

We begin with
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The delta method gives us that

1 0

A -
CE~ N(M,OEE) ,

where
GéE :Vf(c1 -Gy, E — EO)ZVf(Cl -Gy E - EO)T'

Applying the analogy principal, we obtain that

o, = ot + CE%t - 2CEay, ) (E - E, ) .

If we take the square root of the above equation, we obtain the standard error.

[l. Results

Demographics

Of the 89 patients who gave informed consent for CLIN 0001 and
CLINO002, 66 met the criteria of high risk utilizing the Risk Score calculated from
the data in their medical records. Forty-four (44) patients were included in the
analysis (UC, n=25; RT, n=19) conducted on each patients records from time of
enrollment through March 31, 2010 (Table 1). Of 22 patients not enrolled in the
study, 2 were withdrawn because they could not master the technology of RT, 3
patients were not compliant. The remainder declined when assigned to a limb of
the study that did not interest them. The mean age was 62 for UC, 56.21 for RT,
Risk Scores, Karnofsky score, and the number of study days was similar in both
groups as was the SF36 and subscales Physical Component Summary (PCS),
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Mental Component Summary (MCS) and the Quality of Life (QALY) (Table 1).

Outcomes

The total number of study days for the UC group was 8352 days and 6711
days for the RT group. The RT group had better health outcomes (Table 1). The
number of hospital days per study day was significantly less in the RT limb
(0.0087 vs. 0.036) (p< .0567). Total hospital and emergency room charges/
patient day of study in the RT group ($62.97/day) were 26% of the charges in the
UC group ($245.36) (p<. 0277). Quality of Life (QOL) as a measure did not
improve in the RT group, and did not deteriorate in the UC group, despite the
disparity in clinical outcomes (Table 1).

Patient — Clinician interaction.

In the RT intervention group, the number of nurse clinician-initiated
contacts for outlier clinical values or subjective change in clinical condition as
reported remotely by the patient decreased from 23 in the first month of each
patients intervention to less than 5 episodes by 6 months of involvement.
During the same period, the number of contacts for technical issues did not
change (Figure 1).

[1l. Conclusions

The findings that RT can have a positive impact on health outcomes and
potentially pay for itself through cost savings is of great interest when the future
portends increasing number of patients with chronic diseases combined with
frailty and disability. CLINOOOZ2 reinforced the findings of the pilot study. However,
the sample size is still very small. We project that a total of 80 to 100 patient
years will be required to power the analysis so that the results can impact public
policy and the delivery of healthcare.
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Table 1. Healthcare Resource Outcomes

uc RT t (RT-UC)
N=25 N=19 [p-value]
Mean (SD) Mean (SD)

Age 62 56.21 -1.42
(14.46) (11.93) [0.1642]

Risk Score 1.35 1.42 1.68
(0.112) (0.16) [0.1002]

K-score 57.6 58.95 0.99
(5.23) (3.15) [0.3264]

Total Study Days 334 353 .306

(202.64) (208.40) [.38]

Hospital Visit per Patient 0.0062 0.0031 -1.56
Day (0.0060) (0.0070) [0.1257]

Hospital Days per Patient 0.036 0.0087 -1.96
Day (0.057) (0.024) [0.0567]

ER Visits per Patient Day 0.0018 0.0013 -0.55
(0.0031) (0.0028) [0.5855]

Charges per Patient Day $245.36 $62.97 -2.28
(321.85) (151.44) [0.0277]

pcs! 38.22 40.07 0.75
(8.30) (7.90) [0.4579]

MCS? 49.79 52.02 0.81
(8.60) (9.47) [0.4198]

QALY? 0.32 0.37 0.63
(0.26) (0.25) [0.5321]

CSQ-8 (Patients) N/A 27.10 N/A

(3.85)
CSQ-8 (Caregivers) N/A 27.81 N/A
(3.08)

Note:

1. PCS: Physical Component Summary.
2. MCS: Mental Component Summary

3. QALY: Quality of Life

4. Physician Satisfaction Survey: The patients’ primary physician will be given these at the very

end of the study.

3/4/11
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Table 2: Reasons for Hospitalization

ucC RT
(N=25) (N=19)

Vascular Access Creation/Repair 25 7
Sepsis 10 2
Myocardial Infarct 2 1
Pneumonia 2 0
Fall Fracture 1 1
Hypotension 1 1
Diabetic Foot Infection 1 0
Misc. Surgery 9 2
Misc. Medicine 3 0
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Figure 1. Patient-Initiated Contact Occurrences
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KEY RESEARCH ACCOMPLISHMENTS:

Recruited subjects for CLIN 0002. Met individually with over 106 patients
who expressed interest in the study.

Obtained signed consents from 53 patients.

Applied Risk Score tool; 38 of the consented patients were determined to
have high Risk Scores (.=1.2).

Administered SF-36, HUI and CSQ8 surveys to all CLIN 0002 study
participants.

Collected and analyzed hospitalization records for study participants in
CLIN 0002.

Completed study interventions for RT and UC groups in CLIN 0002.
Received IRB approval for all study documents and materials for CLIN
0003.

Recruited subjects for CLIN 0003. Met individually with over 89 patients
who expressed interest in the study.

Obtained signed consents from 57 patients for Phase 3.

Applied Risk Score tool; 43 of the consented patients were determined to
have high Risk Scores (= 1.2) for Phase 3.

As of June 20, 2010, 39 new patients enrolled in the study.

REPORTABLE OUTCOMES:

Based on the strength of the Pilot study and Phase 2 preliminary results,
additional funding has been sought:

4/25/09: An application was submitted for a Recovery Act Limited
Competition: National Institutes of Health Challenge Grant.

6/8/09: An application was submitted for a grant offered by the Agency for
Healthcare Research and Quality Health Services Research Projects.
3/5/10: An amended application was submitted for a grant offered by
Agency for Healthcare Research and Quality Health Services Research
Projects, titled “Remote Health Technologies to Improve Outcomes for
High-Risk Patients.” Due to the technical errors, it was resubmitted on
July 2, 2010.

3/30/10: An application was submitted for a grant offered by the Agency
for Healthcare Research and Quality Health Services Research Projects,
titled “Change begins with H.O.P.E.: Reducing Healthcare-Associated
Infections in Patient.”

CONCLUSION:

Results suggest that the use of telehealth monitors in the home with nurse case
management oversight empowers patients. This in turn results in fewer
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hospitalizations and emergency room visits and a lower per patient cost
expenditure compared to a like group of patients without this intervention

CLIN 0003 continues to seek (1) further exploration into the stability of these
patterns over time; (2) examination of how cost-savings relates to heath utility
measures, such as quality adjusted life years; (3) how readiness to adopt
technology influences patient trust; and (4) an assessment of whether these
findings can be replicated in a larger sample of patients than in the Pilot Study
and Phase 2.

CLIN 0003 of the study has enrolled and additional 39 patients who have been
assigned to the Remote Technology or Usual Care (Control Group) limbs in a
random fashion.
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THE ECONOMIC AND QUALITY OF LIFE IMPACT OF REMOTE TECHNOLOGIES ON HIGH RISK PATIENTS AND THEIR
CAREGIVERS

APPROVAL INCLUDES:

Investipator

Protocol (06-24-2008) Version 6

Recruitment of Subjects Under the Gramt 206167002 (The Economic and Quality of Life Impact of Remote Technologies on High
Rick Patients and Their Carepivers)

Continued on Next Page...

WIRB APPROVAL IS GRANTED SUBJECT TO:
The Board requires that all zubjects must be able to consent for themzelves to be enrclled in this stady.
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Board (WIRB). WE CERTIFY THAT WIRE IS IN FULL COMPLIANCE WITH GOOD CLINICAL PRACTICES AS DEFINED (4 A‘\H{PP .
UNDER THE U.S. FOOD AND DRUG ADMINISTRATION (FDA) REGULATIONS AND THE INTERNATIONAL \ 1
CONFERENCE ON HARMONISATION (ICH) GUIDELINES.
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APPROVAL INCLUDES, Continued From Previous Page:
Canzent Form [INO]
Advertizement #6605445 .0 We would like to tell - Az Modified

WIRE HAS APPROVED THE FOLLOWING LOCATIONS TO BEE USED IN THE RESEARCH:
e« HOPE. Project, Room B115,2226 Likba Steet, Honolulu, Hawais 96817

¥ the PI haz an obligation to use another IRB for any site listed above and haz not submitted a written statement from the
other IRB acknowledging WIRE s review of thiz rezearch, please contact WIRE s Chient Services department.
ALL WIRB APPROVED INVESTIGATORS MUST COMPLY WITH THE FOLLOWING:

1. Conduct the arch in cd with the pi 1. applicable lawz and regulations, and the panciples of rezearch
ethics as zet forth i the Belmont Repont.

2. Unlez: conzent has been waived, conduct the inf d e without ion or undue miln and
provide the potential zubject zufficient opp ity to conzider whether or not to participate.
a. Use only the most form bearing the WIRB "APPROVED" stamp.

b. Provide non-Enghzh speaking zubjects with a certfied wanzlation of the approved conzent form i the
zubject’s first language. The ranzlation must be approved by WIRE.

c. Obtain pre-approval from WIRB for use of recruitment ials and other 3alz provided to subjects.

3. Obtamn pre-approval from WIRB for any planned deviaticn: that could adversely affect the zafety or welfare of
bjects, or the inteprity of the b data and any change: in the rezearch activity. The only exception iz when

changes are neceszary to eliminate apparent immediate bazards to subjects. Immediately report to WIRB any zuch
emerpency changes mmplemented.

4. Promptly report to WIREB any new information that may adversely affect the safety of the zubjects or the conduct of
the tmal.

a. Report to WIRB all adverze events that are unanticipated and possibly related, within 10 days of the
mvestizator becoming aware of them.

b. Prompey repoct to WIRB other unanticipated problem: involving rizks to buman subjects or others.
Theze event: do not readily £it the formal definition of Adverze Event, but could mmpact human zubject
zafety and/cr rights. Examples include theft of a computer containing private identifiable subject
mformation, or study staff petting il from inhaling a study agent.

c. Provide © WIRB the of the b, when d

— PRESE <

{4

5. Report to WIRB any unplanned protocol vasiance that could adverzely affect the zafety or welfare of subjects, or the
integrity of the rezearch data, within 10 day: of becoming aware of the variance. Other unplanned variance: may be
recorded on a log and submitted with continuing review reports.

6. Ensure that poior 1o performing study-related dutiez each member of the rezearch study team ha: had training in the

pr jon of bu ubjects appropriate 1o the proceszes required in the approved protocol.
Federal regulations require that WIRE conduct continuing review of approved rezearch. You will receive Continuing
Review Report forms from WIRE. Theze reports must be returned even though your study may not bave started.

DISTRIBUTION OF COPIES:
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Steven J. Berman MD. St. Franciz Healthcare Foundation of Hawaii - HO P E. Project
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. Western IRB Approval Letter dated May 22, 2009.
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SITE STATUS REPORTING: Annually
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PROTOCOL NUM: None

AMD. PRO. NUM:
TITLE:

THE ECONOMIC AND QUALITY OF LIFE IMPACT OF REMOTE TECHNOLOGIES ON HIGH RISK PATIENTS AND THEIR
CAREGIVERS

APPROVAL INCLUDES:

Client Satisfaction Questionnaire #6733935 0 - As Submitted

Data Collectdon - Medical Records Form #6733929.0 - As Submirted
Remote Technology Monitoring #6733930.0 - As Submitted
Revised Protocol (03-13-2009) Version 8-2

Contnued on Next Page...

WIRB APPROVAL IS GRANTED SUBJECT TO:

RE-CONSENTING INSTRUCTIONS: All subjects who will be enrolled in the future for this study must sign the most current WIRB-
approved consent formy(s).

IF YOU HAVE ANY QUESTIONS, CONTACT WIRB AT 1-800-562-4789
Thus 15 to cerufy that the information contamead herein 15 true and correct as reflected m the records of the Westem Institutional Review
Board (WIRB). WE CERTIFY THAT WIRB IS IN FULL COMPLIANCE WITH GOOD CLINICAL PRACTICES AS DEFINED
UNDER THE US.FOOD AND DRUG ADMINISTRATION (FDA) REGULATIONS AND THE INTERNATIONAL
CONFERENCE ON HARMONISATION (ICH) GUIDELINES.
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Thiz d ! ically reviewed and approved by Taylor, Robert on 5/27/2009 9:55:45 AM PST. For more mmformution call Chent Services at 1-360-252-2500
Pagelof3

Board Action: 5/22/2009; Stady: 1107385 Copyright © 2008 Western Instinstional Review Board, Inc. All riphts reserved.

W81XWH-07-2-0064 — Page 42
3/4/11




APPROVAL INCLUDES, Continued From Previous Page:
Revised Protocol (10-03-2008) Version 7

Consent Form [IS0]

Advertsement #6605449.1 We would like to tell - As Submitted

WIRB HAS APPROVED THE FOLLOWING LOCATIONS TO BE USED IN THE RESEARCH:
« H.OPE. Project, Room B115, 2226 Liliha Sweet, Honolulu, Hawaii 96817

If the PI has an obligation to use another IRB for any site listed above and has not submitted a written statement from the
other IRB acknowledging WIRB's review of this research, please contact WIRB's Client Services department.

ALL WIRB APPROVED INVESTIGATORS MUST COMPLY WITH THE FOLLOWING:
1

‘I\)

Federal regulations require that WIRB conduct continuing review of approved research. You will receive Continuing
Review Report forms from WIRB. These reports must be returned even though your study may not have started.

Conduct the research in accordance with the protocol, applicable laws and regulatons, and the principles of research
ethics as set forth in the Belmont Report.

Unless consent has been waived, conduct the informed consent process without coercion or undue influence, and
provide the potential subject sufficient opportunity to consider whether or not to participate.

a. Use only the most current consent form bearing the WIRB "APPROVED" stamp.

b. Provide non-English speaking subjects with a certified translation of the approved consent form in the
subject's first language. The manslatdon must be approved by WIRB.

c. Obtain pre-approval from WIRB for use of recruitment materials and other materials provided to subjects.

Obtain pre-approval from WIRB for any planned deviations that could adversely affect the safety or welfare of
subjects, or the integrity of the research data and any changes in the research actvity. The only exception is when
changes are necessary to eliminate apparent immediate hazards to subjects. Immediately report to WIRB any such
emergency changes implemented.

Prompdy report to WIRB any new information that may adversely affect the safety of the subjects or the conduct of
the mial.

a. Report to WIRB all adverse events that are unantcipated and possibly related, within 10 days of the
investigator becoming aware of them.

b. Prompdy report to WIRB other unantcipated problems involving risks to human subjects or others.
These events do not readily fit the formal definition of Adverse Event, but could impact human subject
safety and/or ights. Examples include theft of a computer containing private identfiable subject
informadon, or study staff gettng ill from inbhaling a study agent.

c. Provide reports to WIRB concerning the progress of the research, when requested.
Report to WIRB any unplanned protocol variance that could adversely affect the safety or welfare of subjects, or the
integrity of the research data, within 10 days of becoming aware of the variance. Other unplanned variances may be
recorded on a log and submitted with contnuing review reports.

Ensure that prior to performing study-related duties each member of the research study team has had maining in the
protection of human subjects appropriate to the processes required in the approved protocol.
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Western IRB Approval Letter dated July 10, 2009
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6. Research Subject Information and Consent Form
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7. Study Advertisements
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8. HRPO Amendment and Continuing Review Acceptance
Memorandum, dated July 29, 2009.
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Western IRB Approval Letter dated September 18, 2009.
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WIRB eV estern Institutional Review Board® | Certificate
of
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WO NUM: 1-573785-1
CONTINUING REVIEW: Amnually
SITE STATUS REPORTING: Annually

SPONSOR: Departmsat of Defense

PROTOCOL NUM: Noas

AMD. PRO. NUM:

TITLE:

THE ECONOMIC AND QUALITY OF LIFE IMPACT OF REMOTE TECHNOLOGIES ON HIGH RISK PATIENTS AND THEIR
CAREGIVERS

APPROVAL INCLUDES:
Revised Protocol (09-14-2009) Varsioa 10

WIRB APPROVAL IS GRANTED SUBJECT TO:

IF YOU HAVE ANY QUESTIONS, CONTACT WIXB AT 1-800-562-4789
Thzs s to carafy that the imformation contuined barum 3 Tus and cormect 2 reflecsed in s cards of the Westem Instiotonal Review
Board (WIREB), OHR®/FDA parent organization number ICRG 0000432, IRB registration number IRB00O00533. WE
CERTIFY THAT WIRB IS IN FULL CCMPLIANCE WITH GOOD CLINICAL PRACTICES AS DEFINED UNDER THE U S
FOOD AND DRUG ADMINISTRATION (FDA) REGULATIONS AND THE INTERNATIONAL CONFERENCE ON
HARMONISATION (ICE]) GUIDELINES.
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WIRB HAS APPROVED THE FOLLOWING LOCATIONS TO BE USED IN THE RESEARCH:
* H.OP.E Project, Room B115, 2226 Liliha Street, Hozoluln, Hawaii 96817

If the PI has a= obligation to use another IRB for any site hsted above and has not submitted s written statement from the
other IRB acknowledging WIRB': review of thiz rezearch, please contact WIRB': Client Services departmesnt.

ALL WIRB APPROVED INVESTIGATORS MUST COMPLY WITH THE FOLLOWING:
1. Condactthe hin d with the protocol, applicable laws and regulations, and the principles of research ethics as
sat forth in the Bolmont Report.

Although a participant is not obliged to give his or her reasons for withdrawing prematarsly from the climical mal the
mvestigator should make a reazonabls effort 20 ascertain the reasoxn, whils fally respecting the participant’s nights.

=

3. Uzless comsent has besa watved, conduct the mformed consent process without coercion or mndue ixfluence, and provide the
potential subject sufficient opportunity to conmder whether or 20t to participats. (Dus to the unique circumstances of research
ceaducted at international sites outsids the Uzited States and Canada where WIRB approved materials are tanslated mto the
local langmage, the following requirements regarding comsent forms bearmg the WIRB approval stamp and regarding
certification of manslations are not applicable.)

3 Uso only the moest carreat consent form bearing the WIRB "APPROVED" stamp.

b. Provide nox-English speaking subjects with a certified tanslation of the approved consent form in the subject’s first
languags. The translation mmst be approved by WIRE.

c. Obtan pre-approval from WIRS for use of recraitment materials and other matenials provided to subjects.

4. Obrain pre-approval fom WIRB for changes in research.

3. Obtain pre-approval from WIRE for any planned deviations that could advarsely affect the rights, safety or welfare of subjects,
or the integnty of the research data and any changes in the research activity. The only exceptica is when changes are
necessary to sliminate apparent immediate Zazards to subjects. Deviaticms necessary to eliminate apparent immediate hazards 2o
the human subjects should be reported within 10 days.

6. Promptly report to WIRS all unanticipated problems (adverse events, protocol deviations and viclaticns and other problems)
that meot all of the following criteria:

a3 Unexpected (i terms of zature, seventy or Sequeacy)
b. Rolated or possibly rslated to participatica in the research; and
c. Swuggosts that the research places subjects or others 21 2 greater nisk of harm than was previcusly known or recogaized.
Plsase go to www wirb com for complete definitions and forms for reporting.
7. Prowide reports to WIRB conceming the progress of the rsearchk, whan requasted.

8. Ensure that prior to parfornuing study-related duties, each member of the research study toam 2as had taming in the protectioa
of kuman subjects appropriate 0 the processes requized in the approved protocol.

Federal regulations require that WIRB conduct continuing review of approved research. You will receive Continming
Review Report form: from WIRB. Theze report: must be returned even though your study may not have started.
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10. HRPO Amendments Approval Memorandum dated September 25, 2009.
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11. SF36

Your Health in General

Please answer every question. Some questions may look like others,
but each one is different. Please take the time to read and answer
each question carefully, and mark an (X in the one box that best
describes your answer. Thank you for completing this survey!

1. In general, would you say your health is:

| Excellent Very good Good Far Poor ‘
v v v v v
Ll C- L . mE

2. Compared to one year ago, how would you rate your health in
general now?

Much better Somewhat About the Somewhat Much worse
now than one  better now than  same asone  worse now than  now than one
year ago one year ago year ago one year ago year ago
L. Ll s . s

SF-36v2™ Health Survey © 1996, 2000 by QualityMetric Incorporated and Medical Outcomes Trust — All Rights Reserved
SF-36 is a registered trademark of Medical Outcomes Trust
(SF-36v2 Standard. US Version 2.0)
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The following questions are about activities you might do during a
typical day. Does your health now limit you in these activities? If
so, how much?

Yes, Yes. No. not
Timited Tinuited Timited
alot a little at all

. Vigorous activities, such as runnimg. lifting
heavy objects. participating m strenuous

» Moderate activities, such as moving a table,
pushing a vacuum cleaner, bowhng, or playmg

gO]f .......................................................................... DI ................. D: ................. D;

o Lifting or camying groceries. ... [ I P L1
« Climbing several flights of S@is............................. [ | S— I s
« Climbing one flight of stairs.___....__.__.._..__..._.__. Lo I s
¢ Bending, kneeling. or Stooping .............................. |:|1 ................. D o |:| 3
¢« Walking more thanamile ... I S I PO Lls
» Walking several hundred vards ........................... Dx ................. D 2 I:]s
i Walking one hundred yards......................... Dx ................. D 2 e D 3
; Bathing or dressing yourself ... I I L

SF-36v2™ Health Survey © 1996, 2000 by QualityMetric Incorporated and Medical Outcomes Trust— All Rights Reserved
SF-36 is a registered trademark of Medical Outcomes Trust
(SF-36v2 Standard, US Version 2.0)
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4. During the past 4 weeks, how much of the time have you had any
of the following problems with your work or other regular daily

activities as a result of vour phyvsical health?

All of the Mostof Some of A litde of None of
tme thetme thetme thetime the ime

vV v v v v

» Cut down on the amount of time you spent

on work or other activities....._..............._...._......_. (I Ll [ [P s
» Accomplished less than you would like...................... Dx ........ I:] 2ol Ds .......... D y I:] 5

« Were limited in the kind of work or other

ACHIVITES oo I Cla........ Ll Ce s
« Had difficulty performing the work or other
activities (for example, it took extra effort) ................ D - I:] B cesinced D S ez D PR D s

5. During the past 4 weeks, how much of the time have you had any
of the following problems with your work or other regular daily
activities as a result of any emotional problems (such as feeling
depressed or anxious)?

All of the Mostof Some of A httle of None of
tme thetime thetme thetime the time

vV v v Vv Vv

» Cut down on the amount of time you spent

on work or other aCtVINeS. ... |:| S D 2l [:I: .......... |:| ¥eons D s
» Accomplished less than you would like...................... D — I:] 2ol Ds .......... D y I:] 5

« Did work or other activities less carefully

SF-36v2™ Health Survey © 1996, 2000 by QualityMetric Incorporated and Medical Outcomes Trust — All Rights Reserved
SF-36 is a registered trademark of Medical Outcomes Trust
(SF-36v2 Standard, US Version 2.0)
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6. During the past 4 weeks, to what extent has your physical health
or emotional problems interfered with your normal social
activities with family, friends, neighbors, or groups?

’ Not at all Shightly Moderately Quite a bit Extremely ‘
v v v v b 4
P L1 P L. P

7. How much bodily pain have you had during the past 4 weeks?

’ None Very muld Mild Moderate Severe Very Severe ‘
v v v v v v
P mE Ll L P e

8. During the past 4 weeks, how much did pain interfere with your
normal work (including both work outside the home and

housework)?
’ Not at all A Titdle bit Moderately Quite a bit Extremely |
v v v v v
(P HE s . s

SF-36v2™ Health Survey © 1996, 2000 by QualityMetric Incorporated and Medical Outcomes Trust — All Rights Reserved
SF-36 is a registered trademark of Medical Outcomes Trust
(SF-36v2 Standard, US Version 2.0)
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9. These questions are about how you feel and how things have been
with you during the past 4 weeks. For each question, please give the
one answer that comes closest to the way you have been feeling. How
much of the time during the past 4 weeks...

All of the Mostof Someof Alittle of None of
time the ime the ime the ime the time

vV v v v Vv

- Have you felt so down in the dumps that nothing

could cheer you up?:..ccomnmnnnninisains [ [ P— [ F— [ f—— Ll
« Have you felt calm and peaceful? ... D: ........ D.D; ......... EL ........ |:|s
« Did you have alotof energy? ... Dx ________ D D e [:l B D.) ........ D 5
¢« Have you felt downhearted and depressed? ............... Dx ________ D: ........ Ds ......... D.) ........ Ds
¢ Did youfeel wom out?................. [:l RIS, D D e [:l B D.) ........ D 5
» Have you been happy?..............oooii Dx ________ D D e [:l B D.) ........ D 5
i-Did you feeltired?.. i nnnnnnnnamnnsnasn Dx ________ D: ........ Ds ......... D.) ........ Ds

10. During the past 4 weeks, how much of the time has your physical
health or emotional problems interfered with your social activities
(like visiting friends, relatives, etc.)?

All of the Most of the Some of the A hittle of the None of the
time time time time time

v v v v v

SF-36v2™ Health Survey © 1996, 2000 by QualityMetric Incorporated and Medical Outcomes Trust — All Rights Reserved
SF-36 is a registered trademark of Medical Outcomes Trust
(SF-36v2 Standard, US Version 2.0)
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L. L: Cs L. Cs

11. How TRUE or FALSE is each of the following statements for you?

Defimtely  Mostly Don't Mostly  Defimtely
true true know false false

vV v v Vv VY
» Iseem to get sick a little easier than
other people........................ A I S I i Cls

» [ am as healthy as anybody I know............. [ [ B - L
« I'expect my health to get worse .................. I — I S I — [ P [ls

¢« My health is excellent ............................. 1 M [ [ [0 Cls

THANK YOU FOR COMPLETING THESE QUESTIONS!

SF-36v2™ Health Survey © 1996, 2000 by QualityMetric Incorporated and Medical Outcomes Trust — All Rights Reserved
SF-36 is a registered trademark of Medical Outcomes Trust
(SF-36v2 Standard, US Version 2.0)
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12. HUI

HUI®

HEALTH UTILITIES INDEX®

"Retated oo™

INTERVIEWER-ADMINISTERED
QUESTIONNAIRE

(US English - Self-assess)

® HUI Registration # TMA 544,008 (CDA), 2 2228611 (UK), USA 2660116
@ Hoakh Utilitios Index Registration # TMA 530,246 (CDA), # 2228610 (UK), USA 2716082

W81XWH-07-2-0064 — Page 71
3/4/11



Not for quetation or distribution without
permission. All copies of this questionnaire
should include a cover sheet which clearly
acknowledges that it is a Health Utilities
Index questionnaire developed by Health
Utilities Inc. (see prototype attached).

Do not use this questionnaire without written
approval from Health Utilities Inc. This
questionnaire is one of many HUI® data
collection instruments, and may not be the
most appropriate for your study.

HUI23S2US.40Q

HEALTH UTILITIES INDEX MARK 2 AND MARK 3 (HUI2/3)
40-ITEM QUESTIONNAIRE FOR
INTERVIEWER-ADMINISTERED, SELF-ASSESSED
"TWO WEEK" HEALTH STATUS ASSESSMENT

by
W1J Furlong, DH Feeny and GW Torrance
Health Utilities Inc.. Dundas ON Canada

August 2004

Utilit
wthe .Vqs%
‘ 8,
% } ..“
b ¥ T (.il\z%
U [ 2NN %
ne.
o
: ' " 5
0\

Permission for use of this document is limited to one study
and must be obtained in writing from:

Health Utilities Inc. (HUInc.)

88 Sydenham Street

Dundas ON, Canada L9H 2V3
Telephone (905) 525-9140, extension 22389 / 22377

Fax (905) 627-7914
furlongb@mcmaster.ca

http://www healthutilities.com

i

© Copyright Hnds Ui e (HLTrxc, 2002, 003, 2004, AT righes smerval
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Not for Quetation Without Permizzion

HEALTH UTILITIES INDEX
Notes % researchars regarding the 40-item guestionnaire for
mtervigwer-adeanistered, self-assessed
“two weak” bealth status asessment

mmber of questions, stther m-parsoa or by telephons, required to classify a subject’s bealth status
according to the chsafication systems of both Health Utlities Indax Mark 2 and Mark 3 (HUI2 and
HUB). Question 41 is not an HUI® question but is inchaded in this questicnnaire because it is often useful
to colloct this mformation in bealth soms meamrament surveys. Please note that respondents are to be
encouraged to snswer all appropriate question: “Doa’t know™ and “Refused” rezpomses rezultin
miszsing dsts and you will not be able to calculste the HUT utlity score: for respondeats with mizzing
answers

This version of the guestionmairs is pirased to elict meponses Som a wids vanety of sbjects, aged §
year: and older, about their heald statu: duming the past 2 weeks, from their own parspectne. Other
versions are availsble to facilitass administration to proxy respondsats (oF., family memshars and health
professicnals) and to focus questions on other assesumant pariods. The “cmrent” health Socus is often wsed
m clinical stadies and economic evaluations of health care programs, in which the concarn is to monmar
bealth changes dus to teatment The "usmal™ health focus has been nsed iz population health surveys,
whars short-tarms Hingsses Eke colds are not the major concara. Please contact HUInc to cbtain copies of
other versions of the questomare.

This questionname inckadss a prototype cover sheet of varnbles that ars typacally mportant for identifying
each mearviow (e, subject [D number and dass). All copies of &6 questiconams should be clearly marked

2 a HUInc. guestonmars.

For farthar informaticn sbont ®e HUT® and to obtain a copy of the algerithm’ for coding responses from
the +0-itam mseriswer-administered questonnaire, please contact the followmz (and refer to
questionnaze HUL23S2US 40Q: 2002-09)

William (Bill) Furlong

Health Uslites Inc. (HUInc)

£8 Sydenham Serest, Dundas ON, Canads LOH 2V3

Telephons (905) 525-9140, extension 22389

Fax (903) 627-7914

furlongb@mcnmaster.ca
bupiwww healtimtibtion com

1 Furkng W, Facry DEL, Tomexe OW. Heakh [Ristios badex: Algoethen fir determzng Mack 2 (HUI2) / Mark &
(HUTS) bealth wtetuus clasefcation levels, hoalth staiex, benith-related quality of life soores, and sngle stribute level wlity
xares for $0-dtem mterviewsr-adnizaiored haléh ststis gedicnsaires. Health Utilises lec, uspabindad docummt,
Febvuary |, 1999

i

< e Sedh e e P8 T, THT T 100K AT e seeed
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PROTOTYPE COVER SHEET

HUI2352TS

AQ
HEALTH UTILITIES INDEX MARK 2 AND MARK 3 (HUL23)

40-ITEM QUESTIONNAIRE FOR

INTERVIEWER-ADMINISTERED, SELF-ASSESSED
“TWO WEEK" HEALTH STATUS ASSESSMENT

STUDY TITLE:

ID NUMBER OF SUBJECT:

NAME OF SUBJECT:

NAME OF INTERVIEWER:

DATE OF INTERVIEW:

START TIME:

am/pm.

END TIME:

ampm

CONFIDENTIAL (whea completed)

Yor ofice ue sy

Neme of perws who collosted

3 T

Parmission for use of this document is Emited to cme study

and xmst be obtained in writing from:

Health Utilitios Inc. (HUInc)
88 Sydssham Swost
Dusdas ON, Cazada LOH 2V3

Telephons (905) 523-9140, extensiom 22389 / 22377

Fax (505) 627-7914

furioagh(@mcmastar.
h@:"vmhdﬁnﬂiﬁv?m

© oot i . (M3 30, T, 0K AT e wad
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HUT23S2US.40Q
HEALTH UTILITIES INDEX MARK 2 AND MARK 3 (HUD3)
40-TTEM QUESTIONNAIRE FOR
INTERVIEWER-ADMINISTERED, SELF-ASSESSED
“TWO WEEK" HEALTH STATUS ASSESSMENT

Ths next set of questions ask about vanous aspects of your bealth. When axmwermz $ese gqueston: we
would like you 20 think about your health and your abiliry o do thing: oz a day-to-day basis, duning $e
ma oo weaks To defing the 2 woek period, please fumk about what S date was 2 woeks ago and recall
the major events Sat you hne exparienced during thes panod.  Pleass focus your answees oo your
abdlities, disabalites and how you hnve Sit dxing the past 2 woeelks.

You may fosl that soms of these guestons do not apply to you, but it i3 important that wo azk the sams
quastions of everyone. Alwo, 2 few questions e simily; please exouse the apparens overlap and answer
sach guesticn indepandantly.

All mformation you provide is confidential Thare are no gkt OF WIORE INSWES, What Wo want is your
cpinicn abowt your abiltics and Soclings.

Interviewer:
For each question, read the entire sentemce 33 written on the lefi-hand zide of the page following the
question number, emphasizing the underlined words or word: in italics, if any. Do potread the
rezponze optons bizted down the right-hand marpin of the page except if Listed 2: part of the
question (e.g., Q26, Q31, e¢c.). Do not read the “Doa’t kmow™ snd “Refused” rezpomses. Encourage
t= to anzwer each question to the best of their recollection. The anzwer given by the
rezpondent to each question showld be dearly marked in the arcle’box bezide the one sppropriate
anzwer bzted in the right hand margin of the question page.

© oot i b (T T3, T, 006 AT g el
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VISION
1 Durmz e past 2 weaks, Zave you beez able 20 e wellanough O Yes — Goteod
to read crdizary aewsprint withosr ghisses or contact lenses? O No

2 Havo you boan ablo 0 0 well cocugh to read crdinry O Yes— Goteod

oewsprint with Z24es or contact lames? ONo

3 During $e past 2 weeks, Zave you beam able to e 2tall? O Yes

4 During e past 2 weaks, have you bean sble to e wellenough O Yoz — Goto 6
to recognize 2 fosad ca the other side of &6 strect winhows O No
giasses or comtact lemses? Q Don't know

(< Trpyeghe Seah e e P T, TET IEY D04 AZ we smeead
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Havo you bean able 10 %6 wall encugh to recognize 2 fead
cn the othar side of the street wisk glasses or comtact lanses?

HEARING

10

During $6 past 2 weaks, Zave you bean able to hear what is
sad In 2 group comversaton with at least &xes othar people
withour 2 hearing aid?

Have you been able to bear what is said in a group
cozmversation with at least three other peopls wish a beanzg
ud?

Durnz &0 past 2 weeks, Zave you bean able 1o hear at all?

Durmz S6 past 2 weaks, 2ave you been able to bear what 35
said in 2 conversation with one other person in 2 quist room
withour 2 hearing aid?

Havo you been able to hear what is said in a conversation
with cne ofher parson in 2 guet room with 3 hearing 2d?

SPEECH

Durmz @e past 2 weeks, have you bean able 1o be

undarstood campletely when speaking your own language
with people who do not know you?

Havo you been able to be mdarstood parmally whan
speaking with people who do net know you?

O Yeas

O No

© Don't know / Didn't wear
glasses or comtact Jemses

O Refused

OYss = Goroll
O No

© Don't know

O Refused

CYsu=Goto?

O No

© Don't know / Didn't wear
2 baaring aid

O Refused

O Yes

CONo—=Gotoll

© Don't know

© Rafused

O Yeos~Gortoll

O No

© Don't know

O Refused

O Yea

O No

© Don't know / Didn't wear
2 haaring aid

© Refused

OYss~=Gortol6
O No

O Don't know

© Refused

O Yes

O No

© Don't know
O Refnsed

© oot Tt b (T 700, L, 00K AT s s
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Durmg $e past 2 weeks, have you been able 1o be
koow you well?

Have you been able to be mdarsiood parmally when

Durinz ®s past 2 weeks, Zave you bean able 0 speak 2t all?

GETTING AROUND

16

17

Durzg $e past 2 weaks, Zave you beaz able to bend, kift,

Jump and rem withour difficuly 2nd without help ar

ogqugpemenr of any kind?
Have you been able to walk around &6 neighborhood
withowr diffculey and without help or equipment of azy kond?

Havo you been able to walk around &6 neighborhood winh
difficulsy but withow help or equipmens of azy lond?

Durinz ®s past 2 weeks, Zave you beem able to walk at 2117

Hawo you needad mechanical support, such as bracss or 2
cane or cutches, % be 2ble to walk around ®e

saigbbarsoed?

Have you aseded the balp of amothar parson to walk?

O Yes = Gorol6
O No

O Don't know

O Rafused

OYes—=Gortol6
O No

© Don't know

O Rafused

O Yes

O No

O Don't know
O Refused

O Yes—=Goro2d
O No

O Don't know

O Rsfused

OCYss—=Goto24
O No

O Don't know

O Rafused

OYes—=Goro2d
O No

© Don't know

O Rafused

O Yeas

ONo— Goto22
O Don't know

O Rsfused

O Ye:

O No

O Don't know
O Rafused

O Yea

O No

O Don't know
O Rafused

© Copyoge et [ e 3 T, T, 00 AL s sl
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22  Hamwe youneedsd a whealchair to get aromnd the O Ye:

neighborhoed? O No
O Don't know
O Rafused
23  Hwmo youzneodad the help of modarparsontoget wroundin O Yes
the wheelchanr? O No
O Don't know
O Rafused
HANDS AND FINGERS
24 Durmz Se past 2 weaks, have you had the full use of both OYes— Gorol8
band: and ten Engers? O No
O Don't know
O Rsfused
25  Hawe youzeedad the help of amother parson becanss of O Yes
Exitations in the w6 of your hands or Sngan? ONo= Got7
O Don't know
O Rafused
26  Hawo youxneodaed the help of mofher parvon with some tazks, O Some tasks
most ks, or all tacks? O Most tazks
O All tadks
O Don't know
O Rafused

27  Hxw yousseded special equpment, for sxample special O Yeu
tools to balp with dressimg or catmz, because of xwitationsin O No

the wse of your hands or Sngers? O Don't know
O Rsfused
SELF.CARF
28 Durzg %o past 2 weeks, Zave you bean able to sat, baths, O Yoz = Goto3l
dress and use the toilet without difficulty? O No
O Don't know
O Refused
2  Hawo younseded the help of mother parson to sat, baths, O Ye:
dress or use S todst? ONo
© Don't know
O Rsfused
30  Hawe younsedsd special oqupment or took %0 sat, baths, O Ya
dress or use S totlst? O No
O Don't know
O Rafused

© Tapreghe Seah U e M e TET IX X0k AJ wghe swet
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FEELINGS

31  Durmz $e past 2 weeks, have you been foslms happy or O Happy
ushappy? O Unbappy - Gote 33
O Don't know
O Refused
32  Would you descibe yourself as having SKit Oa—Gotodd
a) bappy and intarested in 15, or Ob-— Gotodd
b) somewhat happy? O Don't know
O Refused
33  Would you descibe yourself as having St Oa
a) somewhat uzhapoy Oob
b) very mbappy Oc
c) so unhappy that Bfs is not wordnwrkdle O Don't know
O Rsfused
34 Durmg e past 2 weaks, &id you ever feel Setfal, angry, O Yea:
mmtable, amciows or depressed? O No~ Gotod7
O Don't know
O Refused
35  How oftan did you fosl fretful, gy, imitebls, amcious or O Ramly
deprossed: O Occasicoally
rarely, occasiomally, often, or almost abwrays? O Often
O Almost always
O Don't know
O Refused
36 Durmz S past 2 weaks &id you fosl exremely Sotfal angry, O Yes
mmtable, anxons or depressed: 9 the pomt of nesding O No
professicnal haip? O Don't know
O Refused
AMFMORY
37  How would you describe your ability %o rumember things, OCa
during the past 2 weeks: Oob
(2) 2bls to remember most things Oc
(b) scmmewhae forgetful Od
(c) very forgetfl O Don't know
(d) unabls to rememober anytiong at all? O Rsfused

< Tapyeghe Sedd D Wm e M e TED 3EL X006 AT b st
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THINKING
38  How would you describe your ability %o Suink snd sohweday Oa

to day problams, during the past 2 weaks: Ob
(2) 2bls to think clearly and sclve problams Oc
(b) bad a Exle difSiculty Od
(<) Ind some dificulry Co
(d) bad a great deal of &ifficalty © Don't know
(%) mabls to think or solve problams? O Rafused
PAIN AND DECOAMFORT
3  Havo youbad amy troubls with pein or discomiort ding the © Yes
past 2 woaks? ONo—= Gotodl
© Don't know
O Refused

40  How many of your acthvitios, dunng &6 past 2 weeks, ware O None

Exuited by pain or discomfort: O Afew
none, a fow, some, most, 2017 O Some
O Most
O Al
O Don't know
O Rafused
41  Ovsrll bow would you rate your bealth during the past 2 Ca
woaks? Ob
(2) excallent Oc
(b) vary good Od
() good Ce
(d) 22 © Don't know
() poce O Rafused

Thank you. Thar ends thiz zet of question:.

TIME FINISHED: am/pm

© Coprog et [a . (M T, T 00 A e
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13. Western IRB Continuing Review Approval Letter dated March 31,
2010.

e & T . fy
w | R B Western Institutional Review Board € Certificate
of
ﬂ’“_"m\'m 1555 SEVENTH AVENLUE, SW, OLYMPIA, WA 98902-5010
FAX (80 1532400 TR0 BOX 12009, CLYMPIA, WA SS08-2 Approva 1

THE FOLL OWING WERE APPROVED:

BOARD ACTION DATE: 32672010
INVESTIGATOR: Steven J. Berman M D.
Room B115

PANEL: 6
STUDY APPROVAL EXPIRES: 4172011

2226 Liliha Street STUDY NUM: 1107305
Honolul, Hawaiz 96817 WIRB PRO NUM: 20090577

INVEST NUM: 148023
WO NUM: 1-602074-1
CONTINUING REVIEW: Annually
SITE STATUS REPORTING: Annually

SPONSOR: Department of Defense
PROTOCOL NUM: None

AMD. PRO.NUM:

TITLE:

THE Eé(l\'OMIC AND QUALITY OF LIFE IMPACT OF REMOTE TECHNOLOGIES ON HIGH RISK PATIENTS AND THEIR
CAREGIVERS

APPROVAL INCLUDES:
Study and Investigator for an additional contimung review period. This approval expires on the date noted above.

WIRB APPROVAL IS GRANTED SUBJECT TO:

IF YOU HAVE ANY QUESTIONS, CONTACT WIRB AT 1-800-562-4789 -
This is to cartify that the information contxined hersin is trus and comect as reflected in the records of the Western Institutiomal Review /7~ =
Board (WIRB), OHRP/FDA parent organization mumber IORG 0000432, IRB registration number IRB00000S33. WE [/
CERTIFY THAT WIRS IS IN FULL COMPLIANCE WITH GOOD CLINICAL PRACTICES AS DEFINED UNDER THE U S.
FOOD AND DRUG ADMINISTRATION (FDA) REGULATIONS AND THE INTERNATIONAL CONFERENCE ON
HARMONISATION (ICH) GUIDELINES.
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WIRB HAS APPROVED THE FOLLOWING LOCATIONS TO BE USED IN THE RESEARCH:
« HOPE Project, Room B115, 2226 Likiha Sereet, Honolulu, Hawan 96817

If the PI has an obBEgation to use another IRB for any site listed above and has not submitted a written statement from the
other IRB ackmowledging WIRB's review of this research, please contact WIRB's Client Services

ALL WIRB APPROVED INVESTIGATORS MUST COMPLY WITH THE FOLLOWING:
1. Conduct the research in accordance with the protocol, applicable laws and regulations, and the prnciples of research ethics as
set forth in the Belmont Report.

2. Althoush a participant is not obliged to give his or ber reasons for withdrawing prematurely from the clinical tmal the
investigator should make a reasonable effort to ascertain the reason, while fully respecting the participant’s rights.

3. Unless consent has been waived, conduct the informed consent process without coercion or undue mfiuence, and provide the
potential subject sufficient opportunity to consider whether or not to participasz. (Due to the unique circumstances of research
conducted at interational sites outside the United States and Canada where WIRB approved matenials are translated into the
local lanzuage. the following requirements rezarding consent forms bearing the WIRB approval stamp and regarding
certification of translations are not applicable )

a. Use only the most current consent form bearing the WIRB "APPROVED" stamp.

b Prowide non-English speaking subjects with a certified ransiation of the approved consent form in the subject’s first
lanzuage. The translaton must be approved by WIRB.

c. Obtain pre-approval from WIRB for use of recruitment materials and other materials providad to subjects.

4. Obtam pre-approval from WIRB for changes in research.

5. Obtam pre-approval from WIRB for any planned deviations that could adversaly affect the nghts, safety or welfare of subjects,
or the integnity of the research data and any changes in the research activity. The only exception is when changes are
nacessary to eliminate apparent immediate hazards to subjects. Deviations nacessary to elimmate apparent immediate hazards to
the human subjects should be reported within 10 days.

6. Promptly repart to WIRB all unanticipated problems (adverse events, protocol deviations and violations and other problems)
that meet all of the following criteria:

a. Unexpected (in terms of nature, sevenity or fraquency).
b, Related or possibly related to participation in the research: and
€. Suggests that the research places subjects or others at a greater risk of harm than was previously known or recogmized.
Please 20 to www wirb.com for complete definitions and forms for reporting.
7. Provide reports to WIRB concerning the progress of the ressarch, when requested.

8. Ensure that prior to performing study-related duties, each member of the research study team has had training in the protection
of human subjects appropriate to the processes required in the approved protocol.

Federal regulations require that WIRB conduct continuing review of approved research. You will receive Continuing
Review Report forms from WIRB. These reports must be returned even though your study may not have started.

Page 2003

Board Action 3262010, Sasdy 1107355 Copytight © 2008 Wester Institusional Review Bosed Tnc All rights reservedd

W81XWH-07-2-0064 — Page 83
3/4/11




DISTRIBUTION OF COPIES:

Chnistine Nelson Hawaii Pacific Health
Steven J. Berman MD. St. Francis Healthcare Foundation of Hawaii - HOPE. Project
Stanley Saiki MD. Department of Defense
Heather Thomas St. Francis Healthcare Foundation of Hawati - HOPE. Project
Page 3 of3
Boand Actien 3262010, Sady 1107395 Copyright © 2008 Wesiem Institusional Review Bosed Inc All rights reserved

W81XWH-07-2-0064 — Page 84
3/4/11




14. HRPO Amendment and Continuing Review Acceptance
Memorandum dated May 18, 2010.
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