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Introduction Page
 

1 * Abbreviated Title:
Duloxetine plus Exercise for Knee Osteoarthritis and Depression (DEKODE)

 

2 * Full Title:
A Feasibility and Pilot Study of Combined Treatment Protocol using Aerobic Exercise and Duloxetine in Older Adults with Symptomatic Knee Osteoarthritis and Comorbid
Depression

 

3
 

* Select Type of Submission:
 IRB Application

 Humanitarian Use Device (for FDA approved Indication & non-research purposes ONLY)

 Single Patient Expanded Access (pre-use)

 Single Patient Emergency Use (post-use)

 Unsure if this proposal requires IRB review (Not Human Subject Research)

 

Note: The Type of Submission cannot be changed after this application has been submitted for review.

 

4 Original Version #:
HP-00089160

 

 
 

ID: VIEW4DF8709A33C00
Name: v2_Introduction Page

 

Research Team Information
 

1 * Principal Investigator - Who is the PI for this study (person must have faculty status)? Faculty status is defined as being
a full-time (>51% effort) faculty member holding one of the following titles at UM: Professor; Associate
Professor; Assistant Professor.
Alan Rathbun

CITI Training:ID00000030

1.1
* Does the Principal Investigator have a potential conflict of interest, financial or otherwise, related to this research?
   Yes  No

 

2 Point of Contact - Who is the alternative point of contact for the PI? This person can be a study coordinator or any other study
team member.  In case the IRB cannot contact the PI, this person is a secondary person to contact:
Alan Rathbun

CITI Training:ID00000030

2.1 Does the Point of Contact have a potential conflict of interest, financial or otherwise, related to this research?
   Yes  No

 

3 Other Team Members - list all additional members of the research team for this study.  DO NOT include the PI or POC in this
list:
 Name Edit Submission cc on Email Research Role Has SFI? CITI Training

View Lexie Shaffer no yes Research Team Member no  

View Reese Crispen yes yes Research Team Member no ID00009365

View Rhea Mehta no no Technician or Assistant no ID00012789

View Jason Peer no no Research Team Member no ID00006173

https://cicero.umaryland.edu/Cicero/sd/CommonAdministration/Choosers/Entity/CustomDataType/DataEntry/Form?readonly=1&itemOID=com.webridge.entity.Entity[OID[635AD74EFBB6ED45A485DCA7B5FD19B0]]
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 Name Edit Submission cc on Email Research Role Has SFI? CITI Training

View Alice Ryan yes no Research Team Member no ID00012869

View Yu Dong no no Research Team Member no ID00012591

View Marc Hochberg yes no Research Team Member no ID00000018

View Justine Golden no no Research Team Member no ID00007366

View Denise Orwig yes no Research Team Member no ID00001309

View Lynda Robey yes no Research Team Member no ID00005538

View Brock Beamer yes no Research Team Member no ID00000006

 

 IMPORTANT NOTE: All research team members (including PI) must have current CITI and HIPAA training completed.

 

 
 

ID: VIEW4DF85C16F2800
Name: v2_Research Team Information

Resources
If this study is a collaborative UM/VA study, please clarify which resources are being used at each institution.

1 * Describe the time that the Principal Investigator will devote to conducting and completing the research:
This research is part of the PI's K01 Research Scientist Development Award (K01AG064041) from the National Institute on Aging; therefore, Dr. Rathbun will devote 75%
of his time to conduct and complete this research study.

2 * Describe the facilities where research procedures are conducted:
Research procedures will be conducted at VAMHCS (Baltimore VAMC, Baltimore VA Annex, VA-Loch Raven), University of Maryland Baltimore (UMB) School of
Medicine Division of Gerontology, and UMB General Clinical Research Center. Screening, enrollment, and testing procedures will be conducted at the Baltimore VAMC
and UMB GCRC. The intervention procedures will take place at the UMMC GCRC and Baltimore VA Annex and/or Loch Raven sites.

3 * Describe the availability of medical and/or psychological resources that subjects might need as a result of anticipated
consequences of the human research:
Study clinicians are available to assess acute medical/psychiatric issues. Psychiatric care will be available for participating individuals through the study psychiatrist.
Research areas are equipped with lifesaving equipment (AED, etc.) and staff. As stated in the consent form, "The VA Maryland Healthcare System (VAMHCS) will
provide necessary medical treatment (not just emergency care) to a research subject injured by participation in a VAMHCS research project." Thus, the necessary
resources are in place to deal with unanticipated adverse events.

4 * Describe the process to ensure that all persons assisting with the research are adequately informed about the protocol, the
research procedures, and their duties and functions:
All research personnel maintain up-to-date training in human subjects research. All personnel are well-versed in study and unit SOPs. Delegation of authority to perform
specific tasks is made by the PI only when personnel are fully-trained and demonstrate competence. There will be communication between UMB and VAMHCS
personnel, and any changes to the study protocol will be communicated to all members of the research team.

 ID: VIEW4DF83CB976400
Name: v2_Resources

 

Sites Where Research Activities Will Be Conducted
 

1 * Is this study a:
 Multi-Site

 Single Site

 

2 * Are you relying on an external IRB (not UM) to be the IRB of Record for this study?
   Yes  No

 

3 * Are any other institutions/organizations relying on UM to be the IRB of Record for this study?
   Yes  No

 

3.1
Attach the applicable regulatory documents here (i.e., IRB Authorization Agreement (IAA), FWA, local ethics approval, other
IRB approvals, etc.).  Final UM approval will be contingent upon final execution of all required regulatory approvals:
Name Created Modified Date
There are no items to display
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4 * Is UM the Coordinating Center for this study? (Applicable for multi-site studies. A Coordinating Center is responsible for
overall data management, monitoring and communication among all sites, and general oversight of conduct of the project.)
   Yes  No

 

5 Is VA the Coordinating Center for this study? (Applicable for Collaborative studies between the VA, UM and other sites. A
Coordinating Center is responsible for overall data management, monitoring and communication among all sites, and general
oversight of conduct of the project)
   Yes  No

 

6 * Institution(s) where the research activities will be performed:
 University of Maryland, Baltimore

 University of Maryland, Upper Chesapeake Kaufman Cancer Center

 VAMHCS

 UMB School of Medicine

 Marlene and Stewart Greenebaum Cancer Center

 University Physicians Inc.

 Shock Trauma Center

 General Clinical Research Center (GCRC)

 Maryland Psychiatric Research Center (MPRC)

 Johns Hopkins

 International Sites

 UMB Dental Clinics

 Center for Vaccine Development

 Community Mental Health Centers

 Private Practice in the State of Maryland

 Institute of Human Virology (IHV) Clinical Research Unit

 Joslin Center

 UMB Student Classrooms

 National Institute of Drug Abuse (NIDA)

 National Study Center for Trauma and EMS

 Univ of MD Cardiology Physicians at Westminster

 Nursing Homes in Maryland

 University of Maryland Biotechnology Institute

 Maryland Department of Health

 Maryland Proton Treatment Center

 Mount Washington Pediatric Hospital

 Institute of Marine and Environmental Technology (IMET)

 Other Sites

 University of Maryland Medical System (Select below)

 

 
 

ID: VIEW4DF870DF2C000
Name: v2_Sites Where Research Activities Will Be Conducted

UM Coordinating Center
You indicated that UM is the Coordinating Center for this multi-site study.

2.1  *Describe the processes to ensure communica�on among sites.
    Things to consider including in the communica�on plan:

•            all sites have the most current version of the protocol, consent document, etc.
•            all required approvals have been obtained at each site (including approval by the site’s IRB of record).
•            all modifica�ons have been communicated to sites, and approved (including approval by the site’s IRB
              of record) before the modifica�on is implemented.
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•            all engaged par�cipa�ng sites will safeguard data as required by local informa�on security policies.
•            all local site inves�gators conduct the study appropriately.
•            all non-compliance with the study protocol or applicable requirements will be reported in accordance
              with local policy.

The PI has a primary appointment within the Division of Gerontology at UMB School of Medicine and WOC appointment at the VAMHCS GRECC and offices and
resources at both institutions. All members of the research team are proximally located in the Baltimore Metropolitan area and have appointments at either VA or UM. The
PI has regular meetings with the research team and will be responsible for securing UMB IRB approval and VA R/D approval, as well as facilitating communication
between all personnel involved at both sites. Every member of the research team has been actively involved in the design and submission of the protocol and are familiar
with study procedures. Additionally, the research team has a lengthy and successful track record of implementing clinical studies involving exercise interventions that
have procedures conducted at both VA and UMB. The PI will be responsible for acquiring approval for protocol modifications and disseminating this information to the
study team. Protocol modifications will only be implemented after thorough review and uptake by every member of the research team. The PI and research team are
well-versed in VA and UMB information security policies as related to data collection, entry, and analysis and have experience conducting similarly designed studies
where data is collected at VA and processed and analyzed at UM. Regular review of the study protocol, trainings, and team meetings will ensure that the study is
conducted appropriately. Any issues with non-compliance or other applicable requirements will be communicated to and discussed by the research team and reported in
accordance with local policy.

2.2  *Describe the method for communica�ng to engaged par�cipa�ng sites including:
•            reportable new informa�on.
•                  problems.
•            interim results.
•            the closure of a study.

All study procedures will be conducted locally at the Baltimore VA Medical Center and University of Maryland Baltimore. No aspect of the study will be completed outside
of these two institutions that share resources and personnel. The PI has VA and UM appointments and offices and resources at both institutions; he regularly spends time
at both institutions and interacts with all study personnel. Every member of the research team is employed by one of or both of these institutions and will have voluntary
appointments as necessary for the purposes of conducting this study (e.g., WOC). Thus, matters concerning new information, problems, interim results, and study
closure will be disseminated through the regularly scheduled communication channels that will include individual and team meetings, conference calls, and email as
otherwise needed. The PI will be responsible for planning, implementing, and leading all communication matters related to the conduct of this study.

 ID: VIEW4DF737D4C2800
Name: v2_UM Coordinating Center

 

 

 

Funding Information
 

1 * Indicate who is funding the study:
 Federal

 Industry

 Department / Division / Internal

 Foundation

 Private

 State Agency

 

2 * What portion of the research is being funded? (Choose all that apply)
 Drug

 Device

 Staff

 Participant Compensation

 Procedures

 Other

 

 

3 Please discuss any additional information regarding funding below:
The study is funded by a K01 Research Scientist Development Award (K01AG064041) from the National Institute on Aging.

 

 
 

ID: VIEW4DF85DF452400
Name: v2_Funding Information

DHHS Funded Study
 

 You indicated that this is a Federally funded study.
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1 * Is this study sponsored by a Department of Health and Human Services (DHHS) agency?
   Yes  No

 

2 You may upload any grant documents here:
Name Created Modified Date

K01(0.01) 11/23/2019 1:28 PM 11/23/2019 1:28 PM

 NOA(0.01) 11/23/2019 1:26 PM 11/23/2019 1:26 PM

 

 
 

ID: VIEW4DF87B9560800
Name: v2_DHHS Funded Study

Federal Agency Sponsor Contact Information
 

 You indicated that this is a Federally funded study.

 

1 * Agency Name:
National Institute on Aging
 
* Address 1:
Gateway Building, RM 3W200
 
Address 2:
7201 Wisconsin Avenue
 
* City:
Bethesda

* State:
MD

* Zip Code:
20892
 
* Contact Person:
Marcel E. Salive, M.D., MPH
 
* Phone Number:
(301) 496-5278

* Federal Agency Email:
marcel.salive@nih.gov
 
Grant Number 1 (if applicable):
K01AG064041- OR -  Check here if Grant 1 is not assigned a number.

If Grant 1 has no number, please provide the following information:
Title of Grant 1:
A Feasibility and Pilot Study of Combined Treatment Protocol using Aerobic Exercise and Duloxetine in Older Adults with Symptomatic Knee Osteoarthritis and Comorbid
Depression
PI of Grant 1:
Alan Rathbun
 
 
Grant Number 2 (if applicable):
- OR -  Check here if Grant 2 is not assigned a number.

If Grant 2 has no number, please provide the following information:
Title of Grant 2:
 
PI of Grant 2:

Grant Number 3 (if applicable):
- OR -  Check here if Grant 3 is not assigned a number

If Grant 3 has no number, please provide the following information:
Title of Grant 3:
 
PI of Grant 3:

https://cicero.umaryland.edu/Cicero/sd/Doc/0/SK7LSGTN2FH4R168MCR3MOJE41/NIA_K01.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/UKF8SSL75064TA4PN8FAHLCI93/NIH_NOA_1K01AG064041.pdf
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Grant Number 4 (if applicable):
- OR -  Check here if Grant 4 is not assigned a number.

If Grant 4 has no number, please provide the following information:
Title of Grant 4:

PI of Grant 4:

 

 
 

ID: VIEW4DF8584874400
Name: v2_Federal Agency Sponsor Information

Research Protocol
 

1 * Do you have a research protocol to upload?
 Yes

 No, I do not have a research protocol and will use the CICERO application to enter my study information

 

2 If Yes, upload the research protocol:
Name Created Modified Date
There are no items to display

 

 
 

ID: VIEW4E00563F8D000
Name: v2_Research Protocol

 

Risk Level
 

 What is the risk level of your study? (Ultimately, the IRB will determine the appropriate risk level and your
designation is subject to change.)

 
 

 
 
* Choose One:


Minimal - The probability & magnitude of harm/discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in
daily life or during the performance of routine physical or psychological examinations/tests.

 Greater Than Minimal - Does not meet the definition of Minimal Risk.

 

 
 

ID: VIEW4E02805225800
Name: v2_Risk Level

Type of Research
 

1 * Indicate ALL of the types of research procedures involved in this study (Choose all that apply):
 Use of unapproved drug(s)/biologic(s) or approved drug(s)/biologic(s) whose use is specified in the protocol.

 Evaluation of food(s) or dietary supplement(s) to diagnose, cure, treat, or mitigate a disease or condition.

 Use of device(s) whose use is specified in the protocol

 Psychological/Behavioral/Educational Method or Procedure (i.e., survey, questionnaires, interviews, focus groups, educational tests).

 Sample (Specimen) Collection and/or Analysis (including genetic analysis).

 Data Collection or Record Review (i.e., chart review, datasets, secondary data analysis).

 None of the above.

 

2 * Is this study a clinical trial OR will this study be registered at ClinicalTrials.gov?
A clinical trial is a research study in which one or more human subjects are prospectively assigned to one or more
interventions (which may include placebo or other control) to evaluate the effects of those interventions on health-related
biomedical or behavioral outcomes.
   Yes  No
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ID: VIEW4E0280569E000
Name: v2_Type of Research

Lay Summary
1 * Provide a summary of the background and purpose of the study in language that can be understood by a person without a

medical degree.
Symptomatic knee osteoarthritis (OA) affects 10% of men and 13% of women 60 years or older, and depressive symptoms are common, occurring in one-fifth of these
patients. Depressive symptoms worsen knee OA disease severity and are a barrier to pain management and engagement in physical activity. Guidelines recommend
depression treatment in older adults with knee OA but provide no direction on how to simultaneously manage the co-occurrence of physical and mental morbidity.
Treatment recommendations advise exercise to manage pain and disability and improve psychosocial health in knee OA patients; however, compliance to exercise
programs is low in persons with chronic pain and disability and is only made worse by comorbid depression. Adherence is critical to the efficacy of depression treatments
using exercise training, and no such exercise program has ever been designed for and tested in OA patients with co-occurring depressive symptoms in a way to enhance
compliance. Duloxetine is the only antidepressant medication indicated for pain management in knee OA patients that has demonstrated efficacy and tolerability when
treating depression in older adults and is a viable pharmacological complement to exercise. There are no protocols that combine treatments using interventions that
affect symptoms of both knee OA and depression, and the study goals are to evaluate the feasibility of and then pilot test a protocol comprised of aerobic exercise
training plus duloxetine for the treatment of symptomatic knee OA and comorbid depression.

 ID: VIEW4E02805CF7000
Name: v2_Lay Summary

Justification, Objective, & Research Design
 

 If you uploaded a separate research protocol document in the ‘Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer boxes below.

1 * Describe the purpose, specific aims, or objectives of this research. State the hypothesis to be tested:
Aim 1: To evaluate the feasibility and acceptability of a center-based intervention that combines aerobic conditioning and duloxetine to treat knee OA and comorbid
depression in older adults using quantitative and qualitative research methods to elicit patients experience of the treatment protocol

Aim 2: To pilot test the modified treatment protocol and examine recruitment rates, effects of aerobic conditioning plus duloxetine on pain, disability, and depressive
symptoms, intervention compliance, and logistics of project execution among older adults with knee OA and comorbid depression

 

2 * Discuss the research design including but not limited to such issues as: probability of group assignment, potential for subject
to be randomized to placebo group, use of control subjects, etc.:
Aim 1 design: To evaluate the feasibility and acceptability of aerobic exercise plus duloxetine for the treatment of symptomatic knee symptomatic knee OA and
depression in older adults (n=10) using a single group, open-label trial, and mixed-methods to assess patients' experience of the protocol from both quantitative and
qualitative assessments.

Aim 2 design: To administer a modified treatment protocol in a single group, open label pilot study, and examine the effect of the intervention on clinical outcomes in older
adults (n=20) with symptomatic knee and depression and assess parameters needed to design a larger randomized controlled trial.

Protocol feasibility will be assessed via patients general experience of depressive symptoms and depression treatment at study baseline and the strengths, weakness,
and areas for improvement of the combined treatment protocol during follow-up.

Pilot study testing will examine pre-post treatment changes in pain, disability, and depressive symptoms to assess the impact of the modified protocol on clinical
outcomes, and logistical parameters to be evaluated will include intervention compliance and adherence, adverse events, and recruitment and retention rates.

 

3 * Describe the relevant prior experience and gaps in current knowledge. Describe any relevant preliminary data:
Exercise training is recommended for the treatment of symptoms of knee OA and depression among older adults, but these patients frequently encounter disease-related
barriers (e.g., chronic pain, inertia, etc.) to compliance and long-term adherence. Older with conditions that cause musculoskeletal and psychiatric morbidity require
interventions that simultaneously address both physical and psychological symptoms, and our pilot studies resulted in OA treatment guidelines that advise using
combinations of interventions to address the needs of patients and the unique symptomology they experience.

Exercise training is routinely used to manage knee OA, but has never been explicitly used to also treat the co-occurrence of depression, despite physical activity
interventions being associated with the largest symptomatic reductions in pain, disability, and depression. Moreover, clinical research on exercise training has shifted to
exploring ways to augment protocols to improve self-efficacy, initiation and maintenance of exercise behaviors, and levels of physical activity. Although exercise training
has immense potential to address the co-occurrence of physical and mental morbidity in older adults with knee OA and depression, no such program has been designed
to reduce barriers to participation and increase the effects of physical activity on the primary condition and sequelae.

 

4 * Provide the scientific or scholarly background, rationale, and significance of the research and how it will add to existing
knowledge:
Knee OA and depression are both leading causes of disability worldwide and are responsible for significant physical and mental morbidity among older adults with
multiple medical conditions. Patients with conditions that cause chronic pain and depression place a large strain on health care resources and result in increased health
care expenditures, faster physical and mental decline, and greater mortality; a problem that will only continue to grow with the aging US population. There is a lack of
coordinated medical care for older adults with knee OA and depression, and if feasible and efficacious, a combined treatment strategy that could be implemented in
primary care by generalist practitioners may serve as a clinical model for co-managing musculoskeletal illness and psychiatric comorbidity in older adults.

 

 
 

ID: VIEW4E02805EA0C00
Name: v2_Justification, Objective, & Research Design

Supporting Literature
 

1 * Provide a summary of current literature related to the research: If you uploaded a separate research protocol
document in the ‘Research Protocol’ page, cite the applicable section and page numbers from that document in
the answer box below.
Knee OA is a localized disease associated with aging that represents a failure of normal joint repair and is pathologically characterized by synovial inflammation,
degradation of articular cartilage, and changes to subchondral bone (1). The condition often manifests with symptoms of pain and disability, but there is heterogeneity in
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its clinical presentation, reflected by diverse measures of structural severity, patient-reported measures of symptomology, and physical performance assessments (2).
Previous studies have identified different groups of OA patients with unique constellations of symptoms, in particular, a depressed mood phenotype, which is associated
with muscle weakness, greater pain severity, more functional disability, and slower gait speed (3, 4). Disease progression may occur faster in the 20% of OA patients with
depressive symptoms and other psychosocial impairments, and receipt of clinical care for depression is an integral part of medical management (5-7).

Comorbid depression is associated with lower quality of life, greater healthcare use and cost, and increased mortality rate in OA patients (8, 9). Despite its detrimental
effects, depression is under-recognized and under-treated in OA patients, likely due to the variability in expression of depressive symptoms (10-12). Physicians evaluate
and treat depression based on the presence and absence of a single, clinically and etiologically heterogenous syndrome, which combines disparate symptoms together
in a way that results in a loss of information that is critically relevant to intervention efficacy and effectiveness (13). This one size fits all approach may explain why single
treatments focused on either the primary condition or sequelae are often ineffective in patients with chronic physical diseases (such as knee OA) and comorbid
depression (14). Current interventions for knee OA patients with comorbid depression lack specificity, and an approach that targets the specific needs of this group may
provide for more effective clinical care (13, 15).

Research indicates the relationship between OA disease severity and depressive symptoms is bidirectional: arthritis symptoms can affect depression onset and severity
over time, and depression may cumulatively impact OA pain, disability, and disease progression (15-18). For example, evidence indicates that among OA patients
increases in pain severity are associated with worsening of depression (16). Slow gait speed has also been shown to result in a two-fold increase in risk of experiencing
severe depressive symptoms (19). Conversely, research has demonstrated that depressive symptoms among individuals with knee OA are independently predictive of
greater pain severity and worse physical performance, which may lead to a higher likelihood of structural disease progression (15, 17, 18). These bidirectional effects
may form a positive feedback loop, where each condition exacerbates the severity of the other over time, and addressing this synergism is necessary to increasing the
efficacy of a treatment protocol for these patients.

Clinical care for knee OA patients emphasizes pain management using analgesic medications, and in the presence of significant functional limitations, surgical
intervention (20). Whether depression influences OA disease severity through biological, psychological, or behavioral mechanisms, the distal impact on clinical outcomes
may be decreased treatment efficacy, where depressive symptoms act as a treatment effect modifier (21). This hypothesis is supported by qualitive research identifying
depression as a factor that interferes with self-management of pain and physical activity in knee OA patients (22, 23). In addition, studies examining analgesic treatment
outcomes in OA patients found that depressive symptoms were associated with a higher probability of inadequate pain relief (24, 25). The influence of comorbid
depression on clinical outcomes is not limited to pharmacological treatment but extends to surgical intervention. Depressive symptoms are associated with a greater
likelihood of total knee replacement, higher post-operative pain, and more 30-day hospital readmissions for surgical complications (26-28). For successful medical
management, older adults with knee OA and comorbid depression require a treatment protocol that directly addresses symptoms of both conditions in order to disrupt the
positive feedback loops that form between OA disease severity and depressive symptoms.

Designing interventions for OA patients with depressive symptoms requires an understanding of the population treatment patterns and patients preferences and
experiences with depression interventions. Depression treatment in OA patients not only reduces depression severity but also lessens pain and disability, and although
guidelines advise considering modifiable factors when managing OA disease severity, depressive symptoms are under-treated in OA patients (10, 29-31). In those with
knee OA and comorbid depression, fewer than half receive mental health care services, and this clinical care gap increases as general health declines (10). In general,
patients are open to receiving non-pharmacological depression interventions and combined treatment protocols (32). Furthermore, nationally representative survey data
suggests that two-thirds of depressed OA patients have taken antidepressants, which may be for the treatment of chronic neuropathic pain (30, 33). By contrast, fewer
than 20% of knee OA patients with comorbid depression have used combination therapy, which is not surprising because only two protocols using more than one
intervention simultaneously have ever been designed for these patients (30, 34, 35). Evidence suggests antidepressants are a feasible method for pain management in
depressed OA patients that could be combined with another intervention (e.g., exercise) with demonstrated efficacy.

Research has demonstrated that exercise training reduces depressive symptoms in OA patients, but existing studies are limited to interventions designed for other
purposes and were tested in general samples (36, 37). Only three clinical trials have examined depression interventions in OA patients with comorbid depression, and
none utilized exercise training or a combined treatment protocol (29, 38, 39). These studies evaluated depression interventions that provided improved access to care or
stepped clinical treatment using antidepressants, psychotherapy, and/or pain self-management (29, 38, 39). Unfortunately, the effects of interventions focused solely on
depression in OA patients decline with greater initial pain severity and functional disability.(40) Exercise training in OA patients is associated with larger decreases in
depressive symptoms, pain, and disability than other non-pharmacological interventions and may offer the greatest efficacy among available depression treatments (36,
37, 41, 42). However, adherence to exercise training protocols in OA patients is low, primarily due to the chronic pain associated with the condition, but also poor
psychosocial health (23, 43). Combined treatment protocols have shown greater efficacy compared to standard care in OA patients and can be used to negate the
limitations of a single intervention (34, 35). The current study proposes exercise training to treat depressive symptoms and reduce OA disease severity in knee OA
patients with comorbid depression and an antidepressant complement to mitigate chronic pain and enhance psychosocial well-being and physical activity.
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1 * Describe all procedures being performed for research purposes only (these procedures would not be done if individuals were
not in the study) and when they are performed, including procedures being performed to monitor subjects for safety or to
minimize risks:
Overview: Potential participants will be identified from the 1) Pepper Center Registry, VISN5 Corporate Data Warehouse, EPIC clinical data, or ResearchMatch.org; 2)
medical care provider referrals in the University of Maryland Medical System (UMMS) and VA Maryland Health Care System (VAMHCS); and 3) study advertisements
disseminated directly by the research team within UMMS and VAMHCS clinics and electronic and print mediums, as well as through other digital platforms using a
private sector company (BuildClinical) specializing in online recruitment for academic research studies. Identified participants will be pre-screened by telephone (15-30
minutes). Individuals who satisfy pre-screening criteria will be invited to complete two in-person screening visits (4-6 hours) that will each last 2-3 hours. Eligible
participants who choose to enroll into the study will experience a 24-week treadmill exercise program, during which they will be taking the study medication (duloxetine),
as prescribed by the study psychiatrist. Before the exercise program starts, participants will complete two testing visits that will each last 1.5-3 hours and assess mental
status and functional capacity as described below and third visit in which they meet with the psychiatrist to receive the medication prescription. These testing and
psychiatrist visits will essentially be repeated midway through the exercise program and after conclusion of the 24-week exercise program to determine what, if any,
impact our interventions (exercise and duloxetine) had on participants’ physical and mental health. A more complete description of each study procedure phase is found
below.

Telephone Interview Pre-Screening (15-30 minutes): Potential participants who are identified from advertisements, provider referrals, or existing data sources will be
contacted by telephone to confirm initial eligibility. With oral consent, participants will be screened for English language speaking ability, age of 40 years or older, and the
presence of symptomatic knee OA: 1) having been told by a doctor he/she has OA in one or both knees; 2) knee pain, aching, and stiffness, on most days for at least
one month; 3) current pain of “moderate” or greater on a Likert scale; and no plans to undergo surgical intervention for knee OA in the next 6 months. Pre-screen
questions will also assess for depressive symptoms meeting threshold screening criteria for major depression using the 9-Item Patient Health Questionnaire ([PHQ-9]
score >= 10) and their willingness to participant in exercise training and take a prescription antidepressant medication. Additionally, we will evaluate current exercise
habits and prescription and non-prescription medications and any over the counter supplements. Individuals’ current medications will be reviewed and documented by
the study psychiatrist, who will assess potential participants’ suitability to take duloxetine in the context of any pharmacotherapies they may be receiving, including any
other commonly prescribed antidepressant medications. Participants satisfying pre-screening criteria who are determined to be eligible to receive duloxetine by the study
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psychiatrist will be invited to an in-person enrollment visit.

COVID-19 Precautions for In-Person Study Visits: Study procedures and staff will adhere to CDC guidance and UMB and VA policies to minimize the risk of COVID-19
infection due to study participation. Strict social distancing and COVID-19 prevention strategies will be followed for all in person visits.

Phase 1: Physical and Mental Health Screening Assessments:

Screening - Visit 1 (120-180 minutes): The first in-person screening visit will take place at private offices at the VA Maryland Health Care System (VAMHCS) Geriatric
Research Education and Clinical Center (GRECC) to determine if participants meet initial inclusion and exclusion criteria. The informed consent form and HIPAA form will
be reviewed with the participant in a private room. Adequate time will be allowed to answer all the prospective participant’s questions and concerns, and a short five
question survey will be completed by the participant to ensure an understanding of the informed consent form and research study procedures. A copy of the signed
informed consent form will be provided to the participant, and the attending staff member will also complete a documentation of the informed process attesting that such
procedures comply with relevant regulatory policies and pertinent aspects of the study protocol. Enrolled patients will first complete a Participant Information Form and
then the PHQ-9 to re-screen for probable depression (PHQ-9 score >= 10), those not meeting threshold screening criteria will be thanked for their time, while depressed
patients will continue with the enrollment process. The Mini Mental State Examination (MMSE) will then be administered to evaluate for cognitive impairment (MMSE
score < 20), and persons with symptoms of dementia will be thanked for participating in the study. A Structured Clinical Interview for DSM-V (SCID-5) to gather
information to determine a diagnosis of major depressive disorder and assess psychiatric comorbidities. With participants’ approval, SCID-5 interviews will be audio
recorded and reviewed for staff training and quality control purposes to ensure fidelity of depression screening. Participants satisfying diagnostic criteria for major
depression who are not cognitively impaired will be invited back for a second screening visit. Individuals who are determined to be ineligible will be thanked for their time,
and any excluded participants with a current depressive episode will be provided a brochure on resources for mental health care services.

Screening - Visit 2 (120-180 minutes): The second screening visit will take place at the GRECC clinical offices and include a medical history and physical examination
with the study geriatrician to assess their suitability for exercise and continued eligibility. This process will include a fasting blood draw (approximately two tablespoons) to
measure electrolyte, hormone, lipid, and cholesterol levels and to determine an average blood sugar level over the past three months. After completing the fasting blood
draw, participants will be provided a snack and the opportunity to eat before continuing with other screening procedures. Premenopausal and perimenopausal women,
defined as those who have had a normal menstrual period in the previous 12 months, will provide a urine sample for a pregnancy test. Premenopausal and
perimenopausal women who have a negative pregnancy test that are sexually active will also be assessed regarding their current practices regarding methods to prevent
pregnancy. Individuals who do not pass the medical history and physical evaluation, which could be due to any condition deemed by the study team to endanger the
health of the participant or unduly confound the results, will not proceed on to baseline data collection but will instead be discontinued from the study.

Phase 2: Pre-Exercise Program Testing Visits:

Baseline Data Collection – Visit 1 (60-90 minutes): Enrolled participants will complete structured data collection and physical performance testing at the VAMHCS
GRECC prior to starting the treatment protocol. Structured data collection will consist of questionnaires evaluating joint pain, disability, stiffness, and health-related quality
of life; affective symptoms and pain catastrophizing; and fatigue, sleep impact, and self-efficacy. Physical performance evaluations will include timed chair stand test, 20-
meter fast paced walk test, and timed up and go test. These procedures are described in more detail below.

1. Timed Chair Stand Test: a lower extremity test to assess leg strength and endurance. Participants are instructed to sit in the middle of a chair and place their hands on
the opposite shoulder, crossed at the wrists, while keeping their back straight, feet flat on floor, and arms against chest. On the word "Go," timing of participants begins,
and the number of times that he/she comes to a full standing position in 30 seconds is counted.

2. 20-meter Fast Paced Walk Test: a reliable and valid measure of physical performance among older adults with knee osteoarthritis. Participants will be directed to walk
at their usual pace from a starting point to an orange cone 20-meters away. Timing with a stopwatch will begin after the first step from the starting line and end when the
first step goes over the finishing line. Participants can use a walking aid, if needed, and will be recorded on the data collection form. Two trials will be conducted, and the
average time was used.

3. Timed Up and Go Test: a physical performance evaluation designed to assess mobility. Participants wear their regular footwear and can use a walking aid, if needed.
They begin by sitting back in a standard arm chair and a line 10 feet away on the floor is identified. Participants then get up from the chair and walk to the line on the
floor, turn around, walk back to the chair, and sit down; timing begins on the word "Go" and stops when the participants sit down again.

Baseline Data Collection – Visit 2 (90-180 minutes): In the Aim 1 feasibility study, enrolled participants (n=10) will complete semi-structured data collection in the form of
a qualitative interview at the VAMCHS GRECC after structured assessments and physical performance testing. The Aim 2 pilot study will use different participants (n=20)
who will not undergo qualitative interviews. Thus, Aim 2 study participants will only complete one baseline data collection visit. Qualitative interviews at baseline among
Aim 1 participants will consist of open-ended questions assessing patient’s perspectives on arthritis knee pain and depressive symptoms, the co-occurrence of the two
conditions, and potential treatment options.

A graded exercise test (GXT; described below) will also be administered: electrodes will monitor heart rhythm and a facemask will be used to analyze the participant’s
breathing and oxygen consumption (VO2 max). GXTs will be used to measure aerobic capacity. Participants will be asked to exercise to voluntary exhaustion on a
treadmill. Oxygen consumption, carbon dioxide production, and minute ventilation will be measured breath-by-breath using a metabolic cart. The GXT will be performed
by a VA staff clinician (MD, CRNP, PA-C) trained in this procedure and certified according to IRB approved GRECC guidelines with the assistance of CPR-trained
exercise physiologists and nurses. GXTs are stopped if participants reach the end of the testing protocol, indicate they are unable to continue or they experience any of
the following: chest pain, dizziness, faintness, fatigue, pallor, cyanosis, cardiac arrhythmias or decompensation, or hyper-or hypotension.

They will be performed to assess cardiovascular health and safety of exercise training. Participants walk or jog on the treadmill up a grade as long as possible (usually 6-
10 minutes) while breathing through a facemask to collect expired air for measurement of ventilated gases. Treadmill speed and grade are increased every 1-3 minutes
during the test. Heart rate and electrocardiogram are monitored continuously, and blood pressure is monitored every 2-3 minutes for the duration of the test and recovery
period. Results from GXTs will be documented by research staff, and individuals who exhibit symptoms of cardiac or pulmonary disease according to New York Heart
Association Class 3 or higher which would preclude safe exercise participation will be excluded. Patients with evidence of major depression who cannot safely exercise
will receive information on depression treatment options and be referred to their normal medical providers for clinical care. The GXT will be repeated at 12-weeks and 24-
weeks follow-up to assess changes in aerobic capacity.

Phase 3: Depression Medication Prescription Visit:

Clinical Psychiatry Visit (30-45 minutes): Clinical Psychiatry Visit (30-45 minutes): Participants will have study visits with the psychiatrist at the University of Maryland
Baltimore (UMB) General Clinical Research Center (GCRC). At the initial visit, the psychiatrist will conduct a clinical interview to collect mental health history data and will
evaluate patients in terms of their mental status and depression severity and provide participants with a medication prescription for duloxetine. Duloxetine is an FDA-
approved selective serotonin and norepinephrine reuptake inhibitor antidepressant, and participants will be responsible for filling their medication prescriptions and taking
the drug regularly as indicated by the physician. Individuals already taking an antidepressant will be required to taper off their existing medication, which generally takes
between one to two weeks, completed under the direction of the study psychiatrist. After meeting with the study psychiatrist, participants will be provided with a
prescription for the study medication, duloxetine, which they will obtain immediately following the visit at the UMMC Pharmacy at Weinberg at no cost to them.
Prescriptions will be provided in a 90-day supply. Everyone will have a starting dosage of 30 mg/day and be titrated up to a daily optimal dosage of 60 mg/day as
tolerated. Participants taking an antidepressant other than duloxetine at enrollment will transition to the study medication after tapering off their current pharmacotherapy.

Participants will be contacted on a biweekly basis by research staff throughout the duration of the study to complete a telephone-based interview to assess for potential
drug-related adverse events as well as medication adherence. At the first Biweekly Medication Telephone Assessment, we will evaluate for any initial reactions to taking
duloxetine and/or tapering from an existing antidepressant medication. If no problems are reported based on participant responses, they will be instructed to increase
duloxetine dosage to 60 mg/day as prescribed, and/or continue the medication taper and transition as instructed by the study psychiatrist. When participants report any
non-urgent possible drug side effects, they will be instructed to continue taking duloxetine at their current medication dosage, and research staff will contact the study
psychiatrist for guidance and respond to participants with 24 hours. Potential medication-related adverse events will be documented, evaluated, and reported in
accordance study procedures. In the instance of an acute medical emergency related to their mental health or depression medication, participants will be instructed to
activate emergency care using 911.
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Phase 4: Exercise Training Program combined with Depression Medication:

Supervised aerobic exercise: After completing baseline data collection and starting duloxetine, patients will be participating in a treadmill walking program at their
convenience that will be conducted three times per week at the Baltimore VA Medical Center’s exercise facilities (VA Baltimore Annex or VA Loch Raven) under the
supervision of exercise physiologists. The program will last 24 weeks, and if a participant expresses that he or she is having difficulty attending study appointments due
to lack of transportation then a bus token, or equivalent travel voucher, will be offered to the participant.

Training programs are individualized based on each participant’s walking capacity and defined by peak heart rate (HR max) achieved during previous GXT. During the
first 12 weeks, training is started conservatively with a goal of 15 minutes total duration at 40-50% Heart Rate Reserve (HRR) determined according to the formula of
Karvonen (Training target HR = %(HRmax - HRrest) + HRrest). Individuals unable to walk continuously will exercise intermittently for several minutes as tolerated, with
rest intervals, and are advanced as tolerated. Treadmill training velocity and/or incline and duration are gradually increased as tolerated to reach the goal of 60-75% of
HRR and 50 minutes. To assess treatment fidelity, research staff will monitor progression weekly. Heart rate, blood pressure, and blood glucose (for diabetic subjects) will
be measured pre- and post-exercise sessions. Rating of perceived exertion will be measured post exercise session only. Heart rate and/or blood pressure may also be
assessed periodically throughout the training session. Exercise training intensity will be maintained during the second 12 weeks (i.e., maintenance portion) of the
treatment program.

During exercise training sessions each week, physiologists will routinely evaluate participants overall health and well-being regarding the effects and potential adverse
events of the exercise program. Any potential adverse events related to the exercise program will be documented, evaluated, and reported in accordance general study
procedures. Participants will provide feedback on the exercise program in Aim 1 to facilitate potential modifications in terms of location, type, intensity, session structure,
and overall length to reflect participants’ ability, motivation, and preferences concerning participation in the a priori exercise prescription. Potential changes will be
implemented to the exercise program during the Aim 2 pilot study.

Phase 5: 12-Week Testing Visits (mid-point of the exercise training program)

12-Week Follow-up - Assessment 1 (60-90 minutes): Approximately twelve weeks after starting the treatment protocol, participants will return for a second visit at the
GCRC to meet with the study psychiatrist to assess their mental health status and depressive symptom severity and evaluate the need to modify medication dosage.
Similar to baseline, participants will be provided with a 90-day duloxetine prescription they will fill immediately following the visit at the UMMC Pharmacy at Weinberg and
take as prescribed by the psychiatrist. Self-reported survey outcome data will also be collected after three months in both the feasibility (Aim 1) and pilot (Aim 2) study:
expected adverse events; joint pain, disability, stiffness, and health-related quality of life; affective symptoms and pain catastrophizing; and fatigue, sleep impact, and
self-efficacy.

12-Week Follow-up - Assessment 2 (45-90 minutes): Aim 1 follow-up evaluation at 12-weeks at the VAMHCS GRECC will also include a qualitative interview and
physical performance tests. Semi-structured data collection during Aim 1 follow-up assessment at 12-weeks will consist of a post-treatment qualitative interview focused
on the acceptability of the intervention in terms of its strengths, weaknesses, and barriers to adherence. Like baseline, participants in Aim 2 will not undergo semi-
structured data collection. At the second 12-weeks follow-up assessment, participants will also complete physical performance testing at the VAMHCS GRECC. These
tasks will include the following assessments: timed chair stand test, 20-meter fast paced walk test, and timed up and go test.

12-Week Follow-up - Assessment 3 (60-90 minutes): Participants will complete a GXT in the same manner as described previously for baseline data collection.
Individuals who drop out from the study will be contacted by telephone to determine the reasons for withdrawing from the study.

Phase 6: 24-Week Testing Visits (after completion of the exercise training program)

24-Week Follow-up - Assessment 1 (60-90 minutes): The final visit with the psychiatrist at the GCRC will be to assess the maintenance of the treatment effect.
Participants who complete the 24-week treatment program will receive a final 90-day prescription for duloxetine that will be filled at the UMMC Pharmacy at Weinberg
and a letter with instructions for continued treatment with their regular medical care provider. They will also be provided with a brochure with local mental health care
resources that are available to them. The first 24-weeks follow-up assessment will also include structured data collection related to the attributes described previously for
baseline and 12-weeks follow-up.

24-Week Follow-up - Assessment 2 (60-90 minutes): Data collection occurring at 24-weeks follow-up will assess the maintenance portion of the treatment program in
terms of feasibility and clinical outcomes. The second 24-weeks follow-up assessment will occur at the VAMHCS GRECC and include semi-structured data collection and
physical performance evaluations described previously. Qualitative interviews will focus on identifying factors that facilitate intervention adherence and contribute to
completing the treatment program.

24-Week Follow-up - Assessment 3 (60-90 minutes): Following the clinical psychiatry visit and structured data collection, short qualitative interview, and physical
performance evaluations, a GXT will be administered at the final 24-weeks follow-up assessment.

Data Storage and Security:

All research data will be assigned a participant number, and the only paper document that will contain both identifiable information and participant number will be the
participant information form. The link file connecting the participant’s name to their ID number will be kept electronically, in a password protected file behind the UMB
firewall. Access to the link file will be limited to only study staff listed on this protocol. After the study project is complete, original hard copies will be kept at the VA for final
storage (Geriatric Research Education and Clinical Center [GRECC], Baltimore VA Medical Center [BVAMC]). Copies will be stored in a locked cabinet in a locked office
at UMB (Division of Gerontology, University of Maryland School of Medicine [UMSOM]) and associated electronic files will be secured by the Division of Gerontology
(Department of Epidemiology and Public Health, UMSOM) on the I Drive of the UMB computer network.

Study documents will include:

1. Forms with identifiable information: Recruitment materials, telephone prescreening form, informed consent forms, HIPPA authorization forms, evaluation of ability to
complete informed consent forms, documentation of informed consent form, participant information form, exercise prescriptions, exercise training logs, and exercise test
reports.

2. Coded data: hard copies of clinical assessment forms, qualitative interview forms and notes, surveys, physical performance assessments and coded electronic data.

3. Electronic audio recordings

1) Documents with identifiable information

Recruitment materials, telephone prescreening forms, informed consent form, HIPPA authorization forms, evaluation of ability to complete informed consent form, and
documentation of informed consent form contain participants’ names but not their project ID number. The only paper document that will contain both identifiable
information and participant number will be the participant information form. Documents with identifiable health information will be collected at the GRECC and transported
in a locked bag to be stored at the VA in a separate locked cabinet in a locked office (GRECC, BVAMC, 10 N. Greene Street, 4th floor, Room 4B-190, Baltimore, MD
21201). Documents with identifiable information that will be generated and exist outside of the VAMHCS environment for any amount of time will be secured and
transported using a locked bag and secured in VA GRECC Offices.

Exercise prescriptions, exercise training logs, and exercise test reports contain participants’ names but not their project ID number. Exercise prescriptions and training
logs are kept in a separate locked cabinet in a locked office at the VA (VA Annex, 209 W. Fayette Street, Baltimore, MD 21201; VA Loch Raven Medical Center, 3900
Loch Raven Blvd, Baltimore, MD 21218). Exercise testing and reports to determine study eligibility will be completed and stored at the GRECC offices in the BVAMC in
locked cabinets in a locked office (GRECC, BVAMC, 10 N. Greene Street, 4th floor, Room 4B-190, Baltimore, MD 21201). Completed reports will be stored in a locked
cabinet in a locked office in the same location.



6/20/23, 9:10 PM Print: HP-00089160_8 - Duloxetine plus Exercise for Knee Osteoarthritis and Depression (DEKODE)

https://cicero.umaryland.edu/Cicero/sd/ResourceAdministration/Project/PrintSmartForms?Project=com.webridge.entity.Entity[OID[644EB2A7CB151… 12/44

2A) Coded data, hard copies

Original hard copies of research assessments will be stored in a locked cabinet in a locked office (GRECC, BVAMC, 10 N. Greene Street, 4th floor, 4B-190, Baltimore,
MD 21201). Research assessments completed outside of the VAMCHS will be secured in a locked bag and transported to the BVAMC to be stored in the same location.
Copies will be transported in a locked bag to UMB for data entry and stored in a locked cabinet in a locked office (Division of Gerontology, UMSOM, Howard Hall, 660 W.
Redwood Street, 2nd floor, Room 220, Baltimore, MD 21201). Access to coded research assessments will be limited to only research team members listed on this
protocol.

2B) Coded electronic data

The data manager within the UMSOM Division of Gerontology will create a Microsoft Access database according to the PI’s specifications. Paper copies of coded
research data will be entered into the database and stored and managed by study staff. Finalized database information will be converted to analytic datasets for
statistical analyses. Electronic data will be stored in user-restricted folders on the UMSOM computer network behind the institutional firewall and only accessible to the PI
and other study staff. The UMSOM computer network backups data daily and uses industry standard security mechanisms and two-factor authentication for all users.
These measures will ensure the confidentiality and security of electronic study data and other related private health information.

3) Electronic audio recordings

Audio recordings will be recorded using a VA-approved (e.g., Olympus – DS7000; Philips – DPM8000; or Digitalk, Inc. – Sparky Plus USB Recorder) and encrypted,
portable, digital audio recording device, and files will be transferred and directly saved to the VA computer network. Audio files may be reviewed for supervision and
research purposes by the PI, Co-Investigators, and other members of the study staff. All electronic containing audio recordings will be collected at the VAMHCS, stored
on the VAMHCS computer network in a user-restricted folder behind the VA firewall. Transcriptions of qualitative data will be conducted by a VA-approved transcription
service, Alpha Transcriptions, and will be stored in the same manner as the audio files. All audio recordings and transcriptions will be identified by codes only and will not
contain participants’ names. Transcriptions of qualitative interviews will be transported on an VA-approved encrypted flash drive for processing and analysis at the UMB
Division of Gerontology (Howard Hall, University of Maryland School of Medicine, 660 W. Redwood Street, 2nd floor, Room 220, Baltimore, MD 21201). Copies of
transcriptions will be stored securely behind the UMB Firewall and will be identified by codes only and not contain participants’ names. The link file connecting the
participant’s name to their ID number will be kept electronically in a password protected file behind the UMSOM firewall.

 

2 * Describe all procedures already being performed for diagnostic or treatment purposes (if not applicable to the study, enter
"N/A"):
N/A

 

3 * Describe the duration of an individual participant's participation in the study: 
Aim 1 (N=10) and Aim 2 (n=20): Aim 1 and Aim 2 will involve different participants and will complete the following procedures over approximately 30 weeks, except Aim 2
participants will not complete qualitative interviews administered during Phases 2, 5, and 6.

Telephone interview - 15-30 minutes
Enrollment visit 1 - 120-180 minutes
Enrollment visit 2 - 120-180 minutes
Baseline data collection visit 1 - 60-90 minutes
Baseline data collection visit 2 - 90-180 minutes
Clinical Psychiatry Visit: 30-45 minutes
Biweekly Medication Telephone Assessment: 10-15 minutes
Supervised aerobic exercise - 50 minutes per day, three times per week, for 24 weeks
12-week follow-up assessment visit 1 - 60-90 minutes
12-week follow-up assessment visit 2 - 45-90 minutes
12-week follow-up assessment visit 3 - 60-90 minutes
24-week follow-up assessment visit 1 - 60-90 minutes
24-week follow-up assessment visit 2 - 45-90 minutes
24-week follow-up assessment visit 3 - 60-90 minutes

 

4 * Describe the amount of time it will take to complete the entire study:
Aim 1: approximately 1.5
Aim 2: approximately 2.5 years
Total duration: 4 years

 

5 * Describe any additional participant requirements:
N/A

 

 
 

ID: VIEW4E0280585B400
Name: v2_Study Procedures

Sample Size and Data Analysis
If you uploaded a separate research protocol document in the ‘Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer boxes below.

1 * Provide the rationale and sample size calculations for the proposed target population:
For Aim 1 assessing treatment feasibility, we will use a sampling strategy driven by grounded theory framework, which is an iterative process involving the identification
of thematic patterns surrounding a phenomenon of interest. The focus will not be on obtaining a generalizable (i.e., sample to population) group of participants, but rather
information richness (i.e., depth and breadth) to understand the strengths and weakness of the protocol in the context of patients experience with depressive symptoms
and depression treatment. Aim 1 will not have a pre-specified sample size, but methodologic research indicates that theoretical saturation on a construct of interest can
be achieved with as few as twelve participants and decreases with more homogenous populations and narrower research objectives. Given the homogeneity of the
target patient group and specificity of the research aim, we anticipate that 10 patients will be enough to evaluate protocol feasibility.

Recent methodologic work indicates that it is not possible to accurately estimate treatment effects in small samples, and recommendations advise assessing processes
and parameters (e.g., screening rate, compliance, adverse events, etc.) that can be used for clinical trial design. With a planned overall recruitment of 30 patients during
the five-year award period, which includes 10 patients for the Aim 1 feasibility assessment, the target sample size for the Aim 2 pilot test will be 20 patients to provide
sufficient numbers to estimate design parameters with an adequate level of precision.



6/20/23, 9:10 PM Print: HP-00089160_8 - Duloxetine plus Exercise for Knee Osteoarthritis and Depression (DEKODE)

https://cicero.umaryland.edu/Cicero/sd/ResourceAdministration/Project/PrintSmartForms?Project=com.webridge.entity.Entity[OID[644EB2A7CB151… 13/44

2 * Provide the plan for data analysis. Include in the description the types of comparisons that are planned (e.g., comparison of
means, comparison of proportions, regressions, analysis of variance, etc.),  which is the primary comparison/analysis, and
how the analyses proposed will relate to the primary purposes of the study:
Aim 1 quantitative: Baseline survey data will be evaluated using descriptive statistics to assess sample characteristics of the study sample. Means and standard
deviations will be reported for continuous measures, and frequencies and percentages will be calculated for categorical variables.

Aim 1 qualitative: In-person interview data from open-ended survey questions will be processed in to transcripts, coded, and subjected to an analytic theme. Verbatim
transcripts will be created of all interview data so that sections of text can be analyzed in detail using a grounded theory approach. Grounded theory is a methodology
that involves iterative development of theories about what is occurring in the data as they are collected, and the researcher looks for themes that emerge from the
ground. Qualitative data analyses will focus on patients' experience of depressive symptoms and depression treatment at study baseline and the strengths, weakness,
and areas for improvement of the combined treatment protocol during follow-up. Quantitative characteristics will be integrated to qualitative data using thematic codes
that describe the patients who are in each thematic grouping to further elucidate underlying concepts and characteristics associated with a given category.

Aim 2: Descriptive statistics will be used to assess the baseline study sample characteristics obtained from patient-reported surveys. Means and standard deviations will
be reported for continuous measures, and frequencies and percentages will be calculated for categorical variables. Clinical outcomes measured via surveys and
performance tests will be examined in terms of pre to post treatment changes in pain, disability, depressive symptoms, and physical performance will be estimated,
reported, and evaluated using paired t-tests. Recruitment will be assessed as the proportion of patients screened who met eligibility criteria and were consented per unit
time. Attrition will be estimated as the percentage of patients dropping, and adverse events and reasons for drop out will be analyzed, categorized, and reported.
Treatment compliance will be evaluated and reported separately for exercise training and duloxetine as the total number and proportion of completed exercise sessions
and pill counts.

 ID: VIEW4E02806052800
Name: v2_Sample Size and Data Analysis

Sharing of Results
1 * Describe whether results (study results or individual subject results, such as results of investigational diagnostic tests,

genetic tests, or incidental findings) will be shared with subjects or others (e.g., the subject’s primary care physicians) and if
so, describe how it will be shared:
Results of research tests will be made available to the participant and his/her medical care provider if there is an impact on his/her clinical care or if requested by the
participant. Results will only be shared with medical care providers after participants sign a release of information form.

 ID: VIEW4E02808CBD800
Name: v2_Sharing of Results

Research with Drugs or Biologics
You indicated on the "Type of Research" page that your study involves use of unapproved drug(s)/biologic(s) or approved drug(s)/biologic(s) whose use is
specified in the protocol AND/OR evaluation of food(s) or dietary supplement(s) to diagnose, cure, treat, or mitigate a disease or condition.

1 * List all drugs/biologics to be administered in this study. Be sure to list each drug/biologic with its generic name only.
 Drug Name FDA Approved IND Number PI IND Holder
View Duloxetine yes  no

2 * Attach the drug package insert or investigational drug brochure for the drugs being administered in this study:
 Drug Package Insert(0.01) 11/23/2019 3:48 PM 11/23/2019 3:48 PM

3 If more than one drug is administered, discuss the risk implications of drug/therapy interactions:

4 * Will you be using Investigational Drug Services?
   Yes  No

 ID: VIEW4E0916E6E1400
Name: v2_Research with Drugs or Biologics

Drug or Biologic Storage and Handling
4.1 * Do you have a plan regarding access controls for essential and approproate research personnel?

   Yes  No

4.2 * Will you have procedures for verifying physical access to the drugs(s)?
   Yes  No

4.3 * Will you label the drug(s) so that it is (they are) used appropriately for the study?
   Yes  No

4.4 * Will there be an establishment of a drug transfer process both into and out of the research site?
   Yes  No

4.5 * Will the storage of the drug(s) be in a secure environment and include locks on doors and controlled access?
   Yes  No

4.6 * Do you have a plan for only allowing trained personnel to administer the drug(s)?
   Yes  No

https://cicero.umaryland.edu/Cicero/sd/Doc/0/3B0VFS9AOVIK3339NHH16RKT1B/cymbalta-pi.pdf
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4.7 If applicable, will the storage of the drug(s) be at the appropriate temperature, with a storage and temperature log?
   Yes  No

 ID: VIEW4E1D85CC57C00
Name: v2_Drug or Biologic Storage and Handling

Placebos
1

* Is this study placebo controlled?
   Yes  No

 ID: VIEW4E0514EECCC00
Name: v2_Placebos

Psychological/Behavioral/Educational Methods & Procedures
 

 You indicated on the "Type of Research" page that your study involves a psychological/behavioral/educational method or procedure such as a survey,
questionnaire, interview, or focus group.

 

1 * Select all behavioral methods and procedures which apply to this study:
 Surveys/questionnaires

 Key informant or semi-structured individual interviews

 Focus groups or semi-structured group discussions

 Audio or video recording/photographing

 Educational tests or normal educational practices (education instructional strategies, techniques, curricula, or classroom management methods)

 Individual or group behavioral observations

 Psychosocial or behavioral interventions

 Neuropsychological or psychophysiological testing

 Deception

 Other psychosocial or behavioral procedures

 

 
 

ID: VIEW4E09416F57800
Name: v2_Psychological/Behavioral/Educational Methods and Procedures

Surveys/Questionnaires
You indicated that this study involves surveys and/or questionnaires.

If you uploaded a separate research protocol document in the ‘Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer boxes below.

1 * List all questionnaires/surveys to be used in the study, including both standardized and non-standardized assessments:
Self-reported measures:

Patient Health Questionnaire 9-Item (PHQ-9) Scale
Knee Osteoarthritis Outcomes Scale (KOOS)
Generalized Anxiety Disorder 7-Item (GAD-7) Scale
PROMIS Item Bank v1.0 Fatigue Short Form 8a
ASCQ-Me v2.0 Sleep Impact - Short Form
PROMIS Item Bank v1.0 Self-Efficacy for Managing Symptoms Short Form 8a
Pain Catastrophizing Scale (PCS)
Expected Adverse Event Outcome Assessment

Interviewer-administered measures:

Participant Information Form
Mini-Mental Status Examination (MMSE)
Hamilton Depression Rating Scale (HAM-D)
Mental Status Exam
Biweekly Medication Telephone Assessment

2 * Upload a copy of all questionnaires/surveys:

Name Created Modified Date

 Biweekly Medication Telephone Assessment(0.03) 1/25/2021 4:13 PM 5/16/2022 10:28 PM

 Participant Information Form(0.02) 2/3/2021 3:43 PM 5/14/2021 10:48 AM

 MMSE(0.03) 11/23/2019 4:02 PM 5/11/2021 1:55 PM

https://cicero.umaryland.edu/Cicero/sd/Doc/0/00A3VFELH48UOK59SHQP2LIG00/Biweekly_Medication_Assessment_R6.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/D3UBHEDKOC8UMIL9SHQP2LIG00/Participant%20Information%20Form%20V2.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/30UDR6DIG88UMIL9SHQP2LIG00/MMSE_V3.pdf
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Name Created Modified Date

 PHQ-9(0.03) 11/23/2019 4:03 PM 2/20/2021 5:31 PM

 PCS(0.02) 11/23/2019 4:03 PM 2/3/2021 8:27 PM

 KOOS(0.02) 11/23/2019 4:10 PM 2/3/2021 8:25 PM

 HAM-D(0.02) 11/23/2019 4:10 PM 1/25/2021 6:00 PM

 Mental Status Exam(0.01) 1/25/2021 4:08 PM 1/25/2021 4:08 PM

 Expected Adverse Event Outcome Assessment(0.01) 1/25/2021 3:59 PM 1/25/2021 3:59 PM

 GAD-7(0.01) 11/23/2019 4:09 PM 11/23/2019 4:09 PM

 PROMIS Item Bank v1.0 Fatigue Short Form 8a(0.01) 11/23/2019 4:09 PM 11/23/2019 4:09 PM

 ASCQ-Me v2.0 Sleep Impact - Short Form(0.01) 11/23/2019 4:08 PM 11/23/2019 4:08 PM

 PROMIS Item Bank v1.0 Self-Efficacy for Managing Symptoms Short Form 8a(0.01) 11/23/2019 4:06 PM 11/23/2019 4:06 PM

3 * What is the total length of time that each survey is expected to take?
Self-reported measures:

Patient Health Questionnaire 9-Item Scale: 5 minutes
Knee Osteoarthritis Outcomes Scale: 10 minutes
Generalized Anxiety Disorder 7-Item Scale: 5 minutes
PROMIS Item Bank v1.0 Fatigue Short Form 8a: 5 minutes
ASCQ-Me v2.0 Sleep Impact - Short Form: 5 minutes
PROMIS Item Bank v1.0 Self-Efficacy for Managing Symptoms Short Form 8a: 5 minutes
Pain Catastrophizing Scale: 10 minutes
Expected Adverse Event Outcome Assessment:10 minutes

Interviewer-administered assessments:

Participant Information Form: 10 minutes
Mini-Mental Status Examination (MMSE): 10 minutes
Hamilton Depression Rating Scale: 10 minutes
Mental Status Exam: 5 minutes
Biweekly Medication Telephone Assessment: 10 minutes

4 * Are any of the questions likely to cause discomfort in participants or cause harm if their confidentiality were breached?  (i.e.,
Illegal activities)
   Yes  No

5 * Do any questions elicit information related to the potential for harm to self or others?
   Yes  No

5.1 If Yes, what procedures are in place to assure safety?
The GRECC and GCRC have established good clinical practice guideline SOPs on how, when, and what to communicate around safety issues. Should a mental health
crisis arise, several procedures will be followed. First, the research staff will notify one of the study investigators. Second, a study investigator or trained research staff will
assess the participant further to determine the presence of an intent or plan to harm self. Third, the study psychiatrist or clinical psychologist will be contacted, if possible,
and will help determine whether further action is needed. Fourth, if determined to be necessary, a study investigator or a member of the research team will escort the
participant to the VA Maryland Health Care System or University of Maryland Medical Center ER for further assessment.

 ID: VIEW4E09460F5EC00
Name: v2_Surveys/Questionnaires

Interviews
You indicated that this study involves key informant or semi-structured individual interviews.

1 * Are any of the questions likely to cause discomfort in participants or cause harm if their confidentiality were breached?  (i.e.,
Illegal activities)
   Yes  No

2 * Upload a copy of the interview script or guide that will be used to guide the interviews:

Name Created Modified Date

 Modified SCID-5-RV(0.02) 1/3/2021 10:47 AM 2/20/2021 5:20 PM

Aim 1 Baseline Interview Guide(0.03) 11/23/2019 4:49 PM 1/29/2021 9:13 PM

Aim 1 12-Weeks Follow-up Interview Guide(0.04) 11/23/2019 4:50 PM 1/29/2021 9:12 PM

Aim 1 24-Weeks Follow-up Interview Guide(0.03) 11/23/2019 5:10 PM 1/29/2021 9:11 PM

https://cicero.umaryland.edu/Cicero/sd/Doc/0/B35LQ0RJPC8UMIL9SHQP2LIG00/PHQ-9.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/4LT3MPJ6H08UMI59SHQP2LIG00/PCS.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/PG9PG7J6GS8UMI59SHQP2LIG00/KOOS.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/3GAUDKQVC48UMI59SHQP2LIG00/HAM-D_edited_Redacted.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/GEATQD2VA48UMI59SHQP2LIG00/MentalStatusExam.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/657BF1QVA08UMI59SHQP2LIG00/Expected%20Adverse%20Events_v2.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/B3GH1A4D7N6KB7KCPHU3N14O2F/GAD-7_English.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/TALPCER0P8SK3A1LQ465O1QPE8/PROMIS%20SF%20v1.0%20-%20Fatigue%208a%203-2-2017.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/IETU5M2JD0SK57DK92T6D39K21/ASCQ-Me%20v2.0%20-%20Sleep%20Impact%20Short%20Form_10-10-2017.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/PD8J4K14VMUK914R72IGI3VOAC/PROMIS%20SF%20v1.0%20-%20Self-Effic-ManagSymptoms%208a_8-5-2016.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/RFOM54JJP48UMIL9SHQP2LIG00/Modified_SCID_RV.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/LN027IJ2K08UMI59SHQP2LIG00/QualIntvwAim1_00_R1_Clean.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/I6DCQTB2K08UMI59SHQP2LIG00/QualIntvwAim1_12_R2_Clean.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/FJSM2PR2K08UMI59SHQP2LIG00/QualIntvwAim1_24_R3_Clean.docx
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3 * What is the individual duration of each interview and what is the entire duration of the interviews?
Modified SCID-5-RV: 60-120 minutes
Aim 1 Baseline In-depth Interview: 60-120 minutes
Aim 1 12-weeks Follow-up Interview: 30-60 minutes
Aim 2 24-weeks Follow-up Interview: 15-30 minutes

4 * How will the interview responses be recorded and by whom?
SCID-5-RV and qualitative interviews will be recorded by research staff conducting the assessments. Participants will be recorded using an encrypted and VA-approved
digital audio recording device (e.g., Olympus – DS7000; Philips – DPM8000; or Digitalk, Inc. – Sparky Plus USB Recorder) that will capture the entire conversation
between the participant and staff member. Digital audio files will then be transferred and saved directly to the VA computer network in a user-restricted folder behind the
VA firewall. Transcriptions of qualitative data will be conducted by the VA-approved transcription service Alpha Transcriptions.

5 * Do any questions elicit information related to the potential for harm to self or others?
   Yes  No

5.1 If Yes, what procedures are in place to assure safety?
The GRECC and GCRC have established good clinical practice guideline SOPs on how, when, and what to communicate around safety issues. Should a mental health
crisis arise, several procedures will be followed. First, the research staff will notify one of the study investigators. Second, a study investigator or trained research staff will
assess the participant further to determine the presence of an intent or plan to harm self. Third, the study psychiatrist or clinical psychologist will be contacted, if possible,
and will help determine whether further action is needed. Fourth, if determined to be necessary, a study investigator or a member of the research team will escort the
participant to the VA Maryland Health Care System or University of Maryland Medical Center ER for further assessment.

 ID: VIEW4E0947A633C00
Name: v2_Interviews

Audio or Video Recording/Photographs
 

 You indicated that this study involves audio or video recording/photographing.

 

1
 

* Indicate the type of recording (check all that apply):
 Video

 Audio

 Still Photo

 Other

 

 

1.1
If Other, specify:

 

2
 * What is the purpose of the recording? (i.e., for therapeutic purposes, to establish treatment fidelity, or to establish reliability
of assessments)
Audio recordings of qualitative interviews conducted in Aim 1 will be used to capture and identify themes related to patients' personal perspectives.

Audio recordings will be used at baseline in Aim 1 to capture patients' experiences on how they perceive arthritis knee pain and depressive symptoms, the co-occurrence
of the two conditions, and potential treatment options

Audio recordings will be used at 12-weeks and 24-weeks follow-up in Aim 1 to elicit feedback about the protocols strengths, weaknesses, and barriers to adherence as
well as factors that facilitate the maintenance of the intervention, respectively.

 

3
 * Could the recording be likely to cause discomfort in participants or cause harm if their confidentiality were breached?
   Yes  No

 

4
 * How will individuals' identities be protected?
Audio recordings will be recorded using a VA-approved (e.g., Olympus – DS7000; Philips – DPM8000; or Digitalk, Inc. – Sparky Plus USB Recorder) and encrypted,
portable, digital audio recording device, and files will be transferred and directly saved to the VA computer network. Transcriptions of audio recordings conducted by the
VA approved transcription service Alpha Transcriptions and will be stored in a similar manner, and copies will be transported to the UMSOM Division of Gerontology using
a VA-approved encrypted flash drive for data entry and analysis. Transcriptions for qualitative data analysis will be stored electronically and secured behind the UMSOM
computer network firewall in a restricted access folder.

 

 
 

ID: VIEW4E094C128C800
Name: v2_Audio or Video Recording / Photographs
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Sample Collection/Analysis
 

 You indicated on the "Type of Research" page that your study involves a sample (specimen) collection and/or analysis.

 

1 * What type of samples will be involved in this study? (Check all that apply)
 Prospective (will be collected)

 Existing (previously collected at the time of initial IRB submission)

 

2 * Will genetic analysis/testing be done on any of the samples?
   Yes  No

 

3 * Will this study involve banking of samples (storing for future research use)?
   Yes  No

 

4 * What is the purpose of the sample collection and/or analysis?
Verification of eligibility criteria in the context of comorbidity exclusion parameters.

 

5 * Is there the possibility that cell lines will be developed with any of the samples?
   Yes  No

 

6 * Will the samples be released to anyone not listed as an investigator on the protocol?
   Yes  No

 

6.1 If Yes, give name(s) and affiliation(s):

 

7 * Will the sample material be sold or given to any third parties?
   Yes  No

 

7.1 If Yes, give name(s) and address(es):

 

  
 

ID: VIEW4E0E1A4B80000
Name: v2_Sample Collection/Analysis

Prospective Samples
 

 You indicated that the study involves collection of prospective samples (specimens).

 

1 * What type of sample will be collected? (Check all that apply)
 Blood

 Bone Marrow Aspirate/Biopsy

 Cerebrospinal Fluid

 Saliva

 Skin

 Sputum

 Stool

 Tissue

 Tumor

 Urine

 Other

 

1.1 If Other, specify:



6/20/23, 9:10 PM Print: HP-00089160_8 - Duloxetine plus Exercise for Knee Osteoarthritis and Depression (DEKODE)

https://cicero.umaryland.edu/Cicero/sd/ResourceAdministration/Project/PrintSmartForms?Project=com.webridge.entity.Entity[OID[644EB2A7CB151… 18/44

 

2 For blood draws, specify the amount drawn, in teaspoons, at each visit and across the course of the subject’s entire
participation time:
A one time sample of approximately 2 tablespoons at the medical second screening visit.

 

3 * What type of samples will be collected? (Check all that apply)
 Samples obtained specifically for research purposes-obtained via a separate collection procedure done solely for the purposes of the study

 Samples obtained specifically for research purposes-additional taken during a clinical procedure

 Leftover samples that were obtained for clinical purposes (no additional research procedures required)

 Commercial (for profit) samples

 Other

 

3.1 If Other, specify:

 

4 * How are these samples labeled? For example, do they contain name, initials, dates, Social Security number, medical record
number, or other unique code?
Samples will be labeled with full name, full social security number, date, and lab order number.

 

5 * Will sample(s) be made available to the research subject (or his/her medical doctor) for other testing?
   Yes  No

 

6 * If a participant withdraws from the study, will that participant have the option to get the remaining portion of their sample(s)
back?
   Yes  No

 

7 * If the participant withdraws, explain how their sample(s) will be handled (For example, will sample(s) be destroyed,
anonymized, etc.):
Samples will be destroyed after clinical tests are run.

 

8 * Will the samples be destroyed after the study is over?
   Yes  No

 

8.1 If No, describe how the samples will be stored, where they will be stored, and for how long.

 

 
 

ID: VIEW4E0E257D60C00
Name: v2_Prospective Samples

Clinical Trial Registration
You indicated on the "Type of Research" page that your study is a clinical trial.

1 * Does the UM Clinical Trials Registry policy require registration of this trial?
   Yes  No

2 * Has this trial been registered?
   Yes  No

 ID: VIEW4E093BF078C00
Name: v2_Clinical Trial Registration

Clinical Trial Registration Information
You indicated that this clinical trial has been registered.

1 * Was this trial registered at www.clinicaltrials.gov?
   Yes  No

2 If no, was this trial registered on a site other than clinicaltrials.gov?
   Yes  No

http://www.clinicaltrials.gov/
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2.1 If Yes, specify the name of the other site:

2.2 Provide justification for registering this trial on this site:

3 * Registration Number
NCT04111627

 ID: VIEW4E093BF1D0800
Name: v2_Clinical Trial Registration Information

Participant Selection
 

1 * How many local potential participants (or specimens/charts) do you anticipate will be screened
for this study? Screening includes determining potential participants' initial eligibility for and/or
interest in a study.
750

 

2 * How many participants (or specimens, or charts) will be enrolled/used for this study? A local
prospective participant is considered enrolled in the study when a UM-approved Informed Consent
Document (not including separate screening consent forms) is signed.
 
Local - the number being enrolled at this site:
60
 
Worldwide - the number being enrolled total at all sites (including local enrollment):
60

 

3 * Gender:
 Male

 Female

 

4 * Age(s):
 0 to 27 days (newborn infants)

 28 days to 12 months (Infant)

 13 months to 23 months (Toddler)

 2 to 5 years (Preschool)

 6 to 11 years (Child)

 12 to 17 (Adolescents)

 18 to 88 years (Adult)

 89 years and older

 

5 * Race/Ethnicity:
 All Races Included

 American Indian or Alaskan Native

 Asian/Other Asian

 Asian/Vietnamese

 Black or African American

 Hispanic or Latino

 Mixed Race or Ethnicity

 Native Hawaiian or Pacific Islander

 White or Caucasian

 

6
 

* Language(s):
 English

 Chinese
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 French

 Italian

 Japanese

 Korean

 Local Dialect

 Spanish

 Vietnamese

 Other

 

 

6.1 Specify Other:

 

7  
 * Are you excluding a specific population, sub-group, or class?
   Yes  No

 

7.1  
 If Yes, indicate your justification for excluding a specific population, sub-group, class, etc.:
Pregnant and lactating women are excluded from the study because taking duloxetine could be dangerous for a baby. Women of child-
bearing potential must have a negative pregnancy test during the history and physical evaluation prior to enrolling in the study.

 

  
 

ID: VIEW4E0E519C1D000
Name: v2_Participant Selection

Vulnerable Populations
 

1 * Will you be targeting ANY of the following Vulnerable Populations for enrollment? (Select all that apply) 

 Employees or Lab Personnel

 Children (Minors)

 Cognitively Impaired/ Impaired Decision Making Capacity

 Pregnant Women/Fetuses

 Wards of the State

 Students

 Prisoners

 Nonviable Neonates or Neonates of Uncertain Viability

 Economically/Educationally Disadvantaged

 None of the above

 Only select populations which you will be targeting for enrollment. Do not include populations that may be enrolled incidentally. Enrollment of a vulnerable
population is considered to be “targeted” if the study team will be aware that a subject is from a vulnerable group as a result of interaction with the subject
or collection of specific information about the subject, and the research team does not wish to exclude them. “Incidental” enrollment is limited to situations
where a study team is unaware that a subject is from a vulnerable group.

 

 
 

 
ID: VIEW4E0E519917800

Name: v2_Vulnerable Populations

Eligibility
1 * Do you have an existing Eligibility checklist(s) for this study?

   Yes  No

1.1 If Yes, upload here. If you need a template, you can download it by clicking HERE.  The checklists you upload will also be
available under the Documents tab of this application.

Name Created Modified Date

Eligibility Checklist(0.02) 1/30/2021 12:35 PM 5/8/2022 10:19 AM

http://www.umaryland.edu/hrp/for-researchers/study-conduct/
http://www.hrpo.umaryland.edu/WorkArea/linkit.aspx?LinkIdentifier=id&ItemID=2147486998&libID=2147486994
https://cicero.umaryland.edu/Cicero/sd/Doc/0/QPH6C8UER48UOK59SHQP2LIG00/InclusionExclusionChecklistR4.docx
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1.2
If No, create an eligibility checklist below:

List inclusion criteria (List each Inclusion Criteria individually, using the ADD button):
 Number Criteria

There are no items to display

List exclusion criteria (List each Exclusion Criteria individually, using the ADD button):
 Number Criteria

There are no items to display

After entering the inclusion and exclusion criteria above, click the Save link.  CICERO will automatically generate a printable
Eligibility Checklist for you to use in your research.  To review the checklist, click on the resulting link below.  This checklist is
also available under the Documents tab of this application.

Eligibility Checklist for HP-00089160_8 v5-8-2022-1652019576412(0.01)

 ID: VIEW4E0E5185F9000
Name: v2_Eligibility

Recruitment
 

1 * Describe plans for recruitment, including the identification of potential participants (or acquisition of charts/records/samples)
and initial interactions with them: (If this study involves the VA please list all sites at which recruitment will take place.):
The research team will utilize several recruitment mechanisms. First, potential participants will contact study staff directly or be referred by medical care providers in the
University of Maryland Medical System and VA Maryland Health Care System. Interested participants that reach out to study staff or have agreed to be contacted will
have their information provided to the research team through responses to advertisements or their physician and will be called by telephone and asked pre-screening
questions about themselves regarding knee osteoarthritis, depressive symptoms, exercise, and medication use to assess initial criteria for study eligibility. They will also
be asked whether their screening information can be entered into the IRB approved University of Maryland Claude D. Pepper Older Americans Independence Center
(UM-OAIC) Registry (HP-00040461).

Secondly, the UM-OAIC registry includes screening questions related to arthritis and will be used to used as another recruitment tool. The Pepper Center registry is
designed to collect and store information across research studies undertaken by investigators in the University of Maryland Baltimore (UMB) and VA. Thus, information in
the registry will be used to screen participants for entry into this research project, as well as serve as a source of participants for future recruitment into new IRB
approved studies carried out by UMB and VA researchers. As described in the Pepper Center Registry (HP-00040461), the only data that will be stored in the registry will
be data that has previously been approved for collection by the IRB under this IRB application, and we are not requesting permission to collect new data. Only
participants who approve having their data entered into the registry and agree to be re-contacted in the future for new studies will be entered in the registry. If at some
time in the future participants wish to have their data removed from the registry, the data will be removed. The design and procedures related to the entry of data in the
registry and their protection are detailed in HP-00040461, including the protection of PHI data by encryption and limiting access to the registry (i.e. by requiring a user
name and password as well as access to the secured VA local network). If they do not wish to participate in the registry, the information will be collected on paper.

Third, we will use computer-based screening to identify potential participants with a knee OA diagnosis in the VISN 5 Corporate Database Warehouse and EPIC clinical
data from the University of Maryland Medical System. A data pull of Social Security Numbers (SSNs) and/or patient contact information using the VA’s Information and
Computing Infrastructure (VINCI) and UMB's Clinical and Translational Research Informatics Center (CTRIC) will further enhance recruitment goals. This study already
has an approved partial waiver of HIPAA Authorization for recruitment purposes. Potential participants identified from the VINCI data pull will be mailed a recruitment
letter and an opt in/opt out post-card. Postage will be provided to allow for potential participants to indicate if they want to be contacted. The opt in/out post-card will not
list a name and will only provide a letter number that is generated and stored in a password protected file on the VA computer network. If no response is received within
two weeks, we will follow up with a phone call to gauge subject interest. Potential participants from the CTRIC data pull will first be contacted by email using REDCap,
and they will have the ability to express their interest in the study using an embedded link, which will lead them to a short electronic prescreening module to complete.
CTRIC electronic recruitment and prescreening data in REDCap will not contain names and will have a participant contact number that is generated and stored in a user-
restricted file on the University of Maryland Baltimore computer network. Individuals identified from EPIC clinical data who not have an email address will be contacted
using recruitment letters, opt in/out post-cards, and eventually, a follow-up phone call to gauge interest if no responses are received.

A private sector company that specializes in online recruitment for academic research studies, BuildClinical, will assist with electronic dissemination of study
advertisements. BuildClinical is a data-driven platform that helps academic researchers recruit participants for research studies more efficiently using social media,
software, and machine learning. They utilize study-specific advertisements to engage participants on digital platforms such as Facebook, Google, WebMD, etc., and
redirect them to a study-specific landing page should they click it. On the landing page, the person can complete an online pre-screen questionnaire that gets routed into
BuildClinical's platform. BuildClinical's Secure Socket Layer software, which encrypts all inputted information, keeps information private and HIPAA compliant, and the
backend servers are stored in the USA at some of the most secure data centers in the world.

Lastly, ResearchMatch.org will be utilized as a recruitment tool for this protocol. ResearchMatch.org is a national electronic, web-based recruitment tool that was created
through the NIH Clinical & Translational Science Awards Consortium in 2009 and is maintained at Vanderbilt University as an IRB-approved data repository. A Contact
Message created according to the UMB sample version will disseminated to potential participants using this electronic, web-based recruitment platform.

 

2 * Describe measures that will be implemented to avoid participant coercion or undue influence (if not applicable to the study,
enter "N/A"):
At the time of recruitment, potential subjects are informed that the research study is voluntary. Opting not to participate will not affect their health care with their medical
care provider. Potential subjects will be encouraged to take as much time as needed to decide whether they would like to participate. They will hear about the study in
detail and carefully review the consent with trained staff. They will be encouraged to discuss the study and consent with family, friends, and their medical providers before
signing the consent form. To ensure continued consent and understanding of the study procedures, participants may, at any time point, ask to review individual specific
study procedures and any pre-procedure preparation they will need to do. Further, subjects are screened to ensure that they have an understanding of the study,
adequate language and cognition to provide informed consent.

 

3 * Who will recruit participants (or acquire charts/records/samples) for this study? (Check all that apply)
 PI

 Study Staff

 Third Party

https://cicero.umaryland.edu/Cicero/sd/Doc/0/RTSHC3MER48UOK59SHQP2LIG00/Template_IRB%20Protocol_InclusionExclusionCL.doc
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3.1 If you are using a third party, specify Third Party Recruiters:

 

4 Upload any recruitment tools such as screening/telephone scripts and introductory letters (do not upload advertisements
here):
Name Created Modified Date
 BuildClinical Landing Page(0.01) 5/10/2022 2:15 PM 5/10/2022 2:15 PM

 BuildClinical Screening Form(0.01) 5/10/2022 2:15 PM 5/10/2022 2:15 PM
Telephone Script(0.10) 11/23/2019 5:52 PM 5/8/2022 9:20 PM

CTRIC Electronic Prescreen(0.02) 10/13/2021 5:42 PM 10/13/2021 5:42 PM

CTRIC Email Blast Content(0.02) 10/3/2021 9:52 AM 10/13/2021 5:40 PM

ResearchMatch Contact Message(0.01) 10/3/2021 9:53 AM 10/3/2021 9:53 AM

 UMB Opt In/Out Postcard(0.03)(0.01) 10/3/2021 9:39 AM 10/3/2021 9:39 AM

 VA Opt In/Out Postcard(0.03) 2/2/2021 1:02 PM 10/3/2021 9:38 AM

UMB Recruitment Letter(0.01) 10/3/2021 9:38 AM 10/3/2021 9:38 AM

VA Recruitment Letter(0.04) 1/30/2021 2:18 PM 10/3/2021 9:37 AM

Patient Referral Form(0.02) 2/1/2021 8:06 PM 8/20/2021 10:55 AM

 

 
 

ID: VIEW4E0BCAA0A6C00
Name: v2_Recruitment

Advertising
 

1 * Will you be using advertisements to recruit potential participants?
   Yes  No

 

 
 

ID: VIEW4E0BCCF811000
Name: v2_Advertising

Advertising Detail
 

 You indicated that you will be using advertisements to recruit potential participants.

 

1.1 * Select the mode(s) of advertising (check all that apply):
 Radio

 Internet

 Print

 Television

 Other

 

1.1.1 If Other, specify:

 

1.2 * Provide exact text of all proposed advertisement(s):
Recruitment will also involve study advertisements disseminated in UMMS and VAMHCS clinics, print publications, and on the internet. Online advertisements will
include those disseminated by BuildClinical through various digital media platforms. Recruitment materials are attached in "Advertising Details". Potential participants
who respond to our advertisements will be contacted by telephone about general aspects of the study. Once a potential participant responds to our advertisement, the
initial interaction will consist of a pre-screening telephone call to inform the potential participant about the study and to assess initial eligibility. Obtaining information over
the phone allows us to prescreen the subjects to eliminate subjects with obvious exclusions or those who do not have the disease or risk factors we are studying.

 

1.3 * Upload advertisement(s) here:
Name Created Modified Date
 BuildClinical Online Advertisements(0.01) 5/16/2022 10:36 PM 5/16/2022 10:36 PM

 DEKODE Advertisement 3(0.02) 5/17/2021 11:32 AM 8/19/2021 10:36 PM

 DEKODE Advertisement 2(0.02) 5/17/2021 11:18 AM 8/19/2021 10:35 PM

 DEKODE Advertisement 1(0.02) 5/17/2021 11:16 AM 8/19/2021 10:35 PM

 

 
 

ID: VIEW4E0BCE82B8C00
Name: v2_Advertising Detail

https://cicero.umaryland.edu/Cicero/sd/Doc/0/6D6F4JMGHK8UOK59SHQP2LIG00/UMB-Rathbun-Osteoarthritis-LandingPage.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/3D1B80EGHK8UOK59SHQP2LIG00/UMB-Rathbun-Osteoarthritis-ScreeningForm.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/7LMQS5EF6O8UOK59SHQP2LIG00/PreScreenR10.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/FE48VUPCDO8UOJ59SHQP2LIG00/CTRIC%20Prescreen.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/5O9JOOPCDO8UOJ59SHQP2LIG00/CTRIC%20Email%20Content%20R1.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/7BOO9PP4A48UOJ59SHQP2LIG00/ResearchMatch%20Contact%20Message.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/A9B6KDP49S8UOJ59SHQP2LIG00/Opt%20In%20Out%20PostCard%20DEKODE%20UMSOM.pub
https://cicero.umaryland.edu/Cicero/sd/Doc/0/81D2V9149S8UOJ59SHQP2LIG00/Opt%20In%20Out%20PostCard%20DEKODE%20VAMHCS.pub
https://cicero.umaryland.edu/Cicero/sd/Doc/0/4S3Q7DP49S8UOJ59SHQP2LIG00/Recruitment_Letter_UMB.doc
https://cicero.umaryland.edu/Cicero/sd/Doc/0/2JOB8Q149S8UOJ59SHQP2LIG00/Recruitment_Letter_VA.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/JUSVH9G1OO8UOJ59SHQP2LIG00/PatientReferralFormV2.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/3AEMQV6LH88UOK59SHQP2LIG00/UMB-Rathbun-Osteoarthritis-AdPreview.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/B2VJU9G1BS8UOJ59SHQP2LIG00/DEKODE_AD3_V2.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/A76GLRO1BS8UOJ59SHQP2LIG00/DEKODE_AD2_V2.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/965P3H81BS8UOJ59SHQP2LIG00/DEKODE_AD1_V2.pdf
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Research Related Risks
If you uploaded a separate research protocol document in the ‘Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer box below.

1 * Individually list each research-related risk, using a separate line for each.  Next to each risk, delineate the
likelihood/seriousness of the risk, and the provisions for minimizing the risk:
The following are risks for participants:

1. Aerobic exercise is associated with the risk of cardiovascular complications such as chest pain, heart attack, or sudden death and complications related to stress and
strains of muscles, twisted ankles, or falls. This risk is increased in patients who have heart disease, poor circulation to the legs, or stroke. The American Heart
Association consensus statement on exercise standards estimates that the acute risk of sudden cardiac arrest during exercise training in patients with known cardiac
disease is approximately 1 event per 60,000 hours of aerobic exercise. There is also the risk of hypoglycemia in subjects with Type II Diabetes, and we will minimize this
risk with careful monitoring before and after exercise as noted in the procedures. Exercise sessions will take place at a VAMHCS exercise facility and will be supervised
by exercise physiologists who are certified in exercise training and CPR. To minimize risk to patients, heart rate will be assessed before, during and after each session
and blood pressure before and after each session. If blood pressure or heart rate go too high or subjects develop an irregular heart rate, chest pain or leg cramps, the
training is stopped immediately. A clinical provider is on call and can be reached by phone for consult in case of any problems. An AED is available on-site and, should
there be any unanticipated medical emergencies, staff can initiate emergency care by calling 911. We believe that it is highly unlikely that a subject will develop a medical
emergency that would require the 911 system to be activated as in more than 25 years of training more than 1000 research subjects we have only had 1 subject who had
a heart attack during aerobic training. For subjects with peripheral neuropathy, there may be a risk of developing sores or ulcers on the feet. This risk is reduced by
wearing proper footwear during exercise.

2. Duloxetine use is associated with the risk of potential adverse events. The most common medication side effects include nausea, upset stomach, trouble sleeping,
headache, feeling dizzy, feeling confused, and excessive sweating. Uncommon adverse events are blood pressure fluctuations, severe skin rashes, sexual problems,
liver disease or dysfunction, and abnormal bleeding among those taking aspirin, non-steroidal anti-inflammatory drugs, or anticoagulants. Additionally, individuals who
taper off an existing antidepressant medication, prior to initiating duloxetine, may experience a rebound of depression and anxiety, flu-like symptoms, headache,
dizziness, insomnia, nightmares, nausea, vomiting, tiredness, irritability, and pins and needles. Antidepressant medication tapering and transitioning to, as well as
initiation and use of duloxetine, will be monitored by a psychiatrist, and any adverse events that arise will be recorded and evaluated by research staff. During the
instance of a medication-related event, participants will have access to a psychiatrist who will evaluate the situation and provide instructions as necessary, which may
include reducing dosage or discontinuing the medication. In the unlikely scenario of a life-threatening adverse event, emergency care will need to be activated using the
911 system to address any serious medication-related side effects. Medication adherence and adverse events will be evaluated biweekly to identify and respond to any
side effects and reduce the risk of more serious adverse events.

3. Pregnant, lactating women are excluded from the study. Women of child-bearing potential must have a negative pregnancy test during the history and physical
evaluation prior to enrolling in the study. If you are sexually active, you could become pregnant while participating in this study, and taking duloxetine could be dangerous
for the baby. You must take precautions to be sure that you do not become pregnant. The only methods that work well enough to be sure that you will not become
pregnant are intrauterine devices (IUDs), diaphragms, sponges, condoms with foam, any hormone contraceptive therapy (oral contraceptives: "the pill", patches, or
implants) and abstinence. If you think you might be pregnant while enrolled in this study, you will need to undergo a another pregnancy test, unless the following apply:
you have had a normal menstrual period within 2.5 weeks, you are not sexually active, are not at risk for pregnancy, or you or your partner uses a permanent form of
contraception.

4. The risks for exercise testing (treadmill test) are minimal, but occasionally include fainting, dizziness, chest pain, or irregular heartbeats, and muscle soreness. A heart
attack may occur, but this is extremely rare (less than 1 death in 10,000 tests) in people with no history of heart disease. However, monitoring by personnel trained in
CPR and exercise supervision during testing and exercise training limits these risks. Emergency medications and resuscitation equipment will be available. Participants
may also experience psychological discomfort or distress from wearing a facemask during exercise testing. Participants will be told that they can stop the test at any
time. Research staff who are trained to work with individuals with serious mental illness will be present during exercise testing.

5. Assessments of physical performance involve a variety of timed walks, tests of balance, stair climbing, and getting up from a chair. There is a slight risk that
participants will fall (small likelihood, moderate degree of seriousness). There is a risk that participants will experience leg claudication pain, chest pain, or become short
of breath or dizzy during these tests (moderate likelihood, low degree of seriousness). Participants will be asked to inform the research staff of any symptoms they
experience during these assessments and will be allowed to take breaks or stop assessment procedures as needed. Trained study personnel will be administering these
tests. Study staff trained in CPR will administer these tests. Assessments will take place in a facility where emergency medications and resuscitation equipment are
available.

6. Participants will provide blood samples as part of the screening process to determine eligibility. The risks for blood sampling include discomfort, bruising, swelling,
fainting, and possible infection at the site of sampling. This is minimized by having skilled medical personnel perform the sampling. Participants will be told they can
contact the research staff or the PI if they experience discomfort or complications at the blood draw site.

7. Distress during assessments and interviews (small likelihood, low degree of seriousness). Before consent and before and during data collection, participants are
informed that they are free to decline to answer any question(s) or to discontinue at any time. If participants feel uncomfortable or fatigued, or seem so to the research
staff, they are encouraged to take a break and continue again later, or to stop the interview. Research staff are trained to stop surveys/interviews if a participant becomes
distressed and will have the resources needed to assist him/her in obtaining the level of support or assistance they require, including crisis intervention if needed.

8. Some participants may feel embarrassed when they have to answer questions that they may feel are personal (small likelihood, low degree of seriousness). To
minimize this risk, participants are told before each assessment the nature of the questions being asked and are told to answer honestly but to feel free to not answer
questions that make them feel uncomfortable. The study interviewer is trained to talk about personal material with patients and to engage in discussions in a supportive
and empathic and nonjudgmental way.

9. Some participants may feel uncomfortable with being audio recorded (small likelihood, low degree of seriousness). There is also a slight risk of a breach of
confidentiality regarding the identities of the participant on the recording. To minimize this risk, research staff will label all recordings with an anonymous code. Access to
the file that links participant names to their project ID number will be stored behind the UMB firewall at research offices in the Department of Epidemiology and Public
Health, Division of Gerontology suite (Howard Hall, 2nd Floor, Suite 200, 660 W. Redwood St., Baltimore, MD).

10. Participant may feel bored or tired due to the length of time required to complete the interviews/assessments (moderate likelihood, low degree of seriousness). To
address this risk, participants will be given the option of scheduling the assessments over multiple visits. In cases in which a participant is tired or bored during an
assessment/interview, he/she will be offered breaks or allowed to end the assessment and finish the remainder on another day.

11. Potential loss of confidentiality (small likelihood, moderate degree of seriousness). All project staff are thoroughly trained in issues relating to maintaining
confidentiality of research data. There is a slight risk of a confidentiality breach related to data collected for research purposes from participant assessments and medical
records. Study participants will be informed that information obtained through research interviews is confidential; potential risks to data security and the measures we
take to protect it will be reviewed with them during the informed consent process. Numerous steps will be taken to ensure research interview data confidentiality and
security. To protect confidentiality, hard copies of survey/interview data will be identified only by an anonymous code number assigned to each research participant and
are kept in a locked file cabinet behind a locked office door at the VA Maryland Health Care System GRECC at the Baltimore VA Medical Center. Electronic audio
recordings will be stored on the VA computer network in a user-restricted folder behind the VA firewall. Only designated research staff members have access to the
password protected file that links participants' identities to their codes, which will be stored on the University of Maryland Baltimore computer network behind the firewall
in user-restricted folder with multiple levels of industry standard security mechanisms. Original consent forms which contain participants' names are kept separately in
locked cabinets in locked offices that are located in the VA Maryland Health Care System GRECC. Copies of paper and electronic data with identifiers will be stored
within the Gerontology Division on the University of Maryland School of Medicine computer network, behind the institutional firewall, with several layers of password
protection that are only known to the study team members. Electronic research data are backed up regularly. In the event of any incidents, unauthorized access of
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sensitive data or storage devices or noncompliance with security controls, the PI or another member of the research staff will immediately contact the appropriate
personnel, including the VAMHCS Information Security Officer, Privacy Officer and the VAMHCS Research Compliance Officer and the University of Maryland IRB.

12. There are potential risks that may not yet be known.

Aim 1: Risks 1-12.

Aim 2: Risks 1-8, 10-12.

 ID: VIEW4E1B52509F000
Name: v2_Research Related Risks

Potential Benefits and Alternatives
If you uploaded a separate research protocol document in the ‘Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer boxes below.

1 * Describe the potential direct benefit(s) to participants:
Participants may or may not benefit by taking part in this study. There is no guarantee that participants will receive direct benefit from their participation in this study. They
may experience decreases in arthritis knee pain and improvements in your mood and physical functioning. Also, participants may learn tools and strategies to decrease
arthritis knee pain, improve your mood and emotional health, and increase your daily exercise. In addition, study participation may help the investigators learn more
about how to promote physical and psychosocial well-being in adults with knee osteoarthritis and depression.

2 * Describe the importance of the knowledge expected to result from the study:
This research will contribute to our understanding of how to enhance adherence to exercise training using medication in adults with co-occurring musculoskeletal and
affective disorders.

3 * Describe how the potential risks to participants are reasonable in relationship to the potential benefits:
The major risks to participants are boredom, embarrassment, potential loss of confidentiality, and physical discomfort and distress during physical performance
assessments and treadmill testing, and potential adverse events related to aerobic exercise training and antidepressant medications. These risks are outweighed by the
potential benefits of better understanding of how to enhance adherence to exercise training in adults with co-occurring musculoskeletal and psychiatric disorders. This
understanding could lead to targeted interventions to reduce pain and functional disability and promote psychosocial wellbeing in this population.

4 * Describe the alternatives to participation in this study. If there are no alternatives, state that participation is voluntary and
the alternative is not to participate. For intervention studies, describe appropriate alternative clinical procedures or courses of
treatment available to subjects.
The study is voluntary. The alternative is to ask one's medical or mental health provider for a referral to an exercise program focused on increasing physical activity
and/or a medication prescription for an antidepressant approved for the treatment of neuropathic pain and symptoms of depression, respectively.

 ID: VIEW4E1B5251B0400
Name: v2_Potential Benefits and Alternatives

Withdrawal of Participants
If the questions below are not applicable to the research (i.e., chart review), enter "N/A".

1 * Describe anticipated circumstances under which subjects will be withdrawn from the research without their agreement:
Participants will be withdrawn without their agreement under the following circumstances:

1) They experience severe distress during the study.
2) They fail to follow instructions from research staff.
3) If the PI decides that the study is no longer in the best interest of the participant.

These circumstances have been outlined in the informed consent form.

2 * Describe procedures for orderly termination:
We will close the study after the last participant interaction occurs and all data has been collected.

3 * Describe procedures that will be followed when subjects withdraw from the research, including partial withdrawal from
procedures with continued data collection:
If a participant decides to withdraw from the research, all data already collected will be retained in pertinent data files, but no new data will be collected from the
participant. This information is included in the consent form.

 ID: VIEW4E1B52531F800
Name: v2_Withdrawal of Participants

Privacy of Participants
 

 If the study does not involve interaction with participants, answer “N/A” to the questions below.

1 * Describe how you will ensure the privacy of potential participants throughout the study (privacy refers to persons and
their interest in controlling access to themselves):
Research staff are thoroughly trained to protect the privacy of research participants. We meet with participants in private rooms with closed doors at the Geriatric
Research Education and Clinical Center within the VA Maryland Health Care System and General Clinical Research Center at the University of Maryland Medical Center.

 

2 * Describe the location where potential participants will receive research information and detail the specific actions the study
team will take to ensure adequate privacy areas:
Potential participants will receive research information in a private room with the door closed at the Geriatric Research Education and Clinical Center within the VA
Maryland Health Care System and General Clinical Research Center at the University of Maryland Medical Center.
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3 * Describe potential environmental stressors that may be associated with the research:
There are no environmental stressors associated with this research.

 

4 * Will this study have a site based in the European Union?
   Yes  No

 

5 * Will the study have planned recruitment or data collection from participants while they are located in the European Union?
   Yes  No

 

 Access link below for information about the EU General Data Protection Regulations to assist in answering these questions.
https://www.umaryland.edu/oac/general-data-protection-regulation/

 

 
 

ID: VIEW4E1B525B87C00
Name: v2_Privacy of Participants

Confidentiality of Data
 

1 * Will stored research data contain identifiers or be able to be linked to and identify individual participants (either directly or
through a code/research ID)?

 Yes

 No, the data will be stored de-identified/anonymous (stripped of all identifiers, no way to identify individual participants)

 

2 * Where will research data be kept (address electronic and paper data as applicable)? (If this is a VA study please list specific
sites that data will be kept.)
1. The VA electronic data will be stored at the following drive path location: \\oitbalfpcrsch01\Grecc_share\Shared\Divuser\GRECC\shared\all\DEKODE

2. The VA paper data will be stored on the 4th floor, Room 4B-190, of the Geriatric Research Education and Clinical Center within the Baltimore VA Medical Center.

3. The UM electronic data will be stored at the following drive path location: I:\EPI\GERN\Alan\ExercisePlusDuloxetine

4. The UM paper data will be stored on the 2nd floor, Room 220, of Howard Hall within the University of Maryland Baltimore School of Medicine.

5. Electronic audio recordings and corresponding transcriptions will be stored electronically on the VA and UMB computer networks in the same locations specified for #1
and #3.

 

3 * How will such data be secured?
Data Storage and Security:

All research data will be assigned a participant number, and the only paper document that will contain both identifiable information and participant number will be the
participant information form. The link file connecting the participant’s name to their ID number will be kept electronically, in a password protected file behind the UMB
firewall. Access to the link file will be limited to only study staff listed on this protocol. After the study project is complete, original hard copies will be kept at the VA for final
storage (Geriatric Research Education and Clinical Center [GRECC], Baltimore VA Medical Center [BVAMC]). Copies will be stored in a locked cabinet in a locked office
at UMB (Division of Gerontology, University of Maryland School of Medicine [UMSOM]) and associated electronic files will be secured by the Division of Gerontology
(Department of Epidemiology and Public Health, UMSOM) on the I Drive of the UMB computer network.

Study documents will include:

1. Forms with identifiable information: Recruitment materials, telephone prescreening form, informed consent forms, HIPPA authorization forms, evaluation of ability to
complete informed consent forms, documentation of informed consent form, participant information form, exercise prescriptions, exercise training logs, and exercise test
reports.

2. Coded data: hard copies of clinical assessment forms, qualitative interview forms and notes, surveys, physical performance assessments and coded electronic data.

3. Electronic audio recordings

1) Documents with identifiable information

Recruitment materials, telephone prescreening forms, informed consent form, HIPPA authorization forms, evaluation of ability to complete informed consent form, and
documentation of informed consent form contain participants’ names but not their project ID number. The only paper document that will contain both identifiable
information and participant number will be the participant information form. Documents with identifiable health information will be collected at the GRECC and transported
in a locked bag to be stored at the VA in a separate locked cabinet in a locked office (GRECC, BVAMC, 10 N. Greene Street, 4th floor, Room 4B-190, Baltimore, MD
21201). Documents with identifiable information that will be generated and exist outside of the VAMHCS environment for any amount of time will be secured and
transported using a locked bag and secured in VA GRECC Offices.

Exercise prescriptions, exercise training logs, and exercise test reports contain participants’ names but not their project ID number. Exercise prescriptions and training
logs are kept in a separate locked cabinet in a locked office at the VA (VA Annex, 209 W. Fayette Street, Baltimore, MD 21201; VA Loch Raven Medical Center, 3900
Loch Raven Blvd, Baltimore, MD 21218). Exercise testing and reports to determine study eligibility will be completed and stored at the GRECC offices in the BVAMC in
locked cabinets in a locked office (GRECC, BVAMC, 10 N. Greene Street, 4th floor, Room 4B-190, Baltimore, MD 21201). Completed reports will be stored in a locked
cabinet in a locked office in the same location.

2A) Coded data, hard copies

Original hard copies of research assessments will be stored in a locked cabinet in a locked office (GRECC, BVAMC, 10 N. Greene Street, 4th floor, 4B-190, Baltimore,
MD 21201). Research assessments completed outside of the VAMCHS will be secured in a locked bag and transported to the BVAMC to be stored in the same location.
Copies will be transported in a locked bag to UMB for data entry and stored in a locked cabinet in a locked office (Division of Gerontology, UMSOM, Howard Hall, 660 W.

https://www.umaryland.edu/oac/general-data-protection-regulation/
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Redwood Street, 2nd floor, Room 220, Baltimore, MD 21201). Access to coded research assessments will be limited to only research team members listed on this
protocol.

2B) Coded electronic data

The data manager within the UMSOM Division of Gerontology will create a Microsoft Access database according to the PI’s specifications. Paper copies of coded
research data will be entered into the database and stored and managed by study staff. Finalized database information will be converted to analytic datasets for
statistical analyses. Electronic data will be stored in user-restricted folders on the UMSOM computer network behind the institutional firewall and only accessible to the PI
and other study staff. The UMSOM computer network backups data daily and uses industry standard security mechanisms and two-factor authentication for all users.
These measures will ensure the confidentiality and security of electronic study data and other related private health information.

3) Electronic audio recordings

Audio recordings will be collected at the VAMHCS and recorded using a VA-approved (e.g., Olympus – DS7000; Philips – DPM8000; or Digitalk, Inc. – Sparky Plus USB
Recorder) and encrypted, portable, digital audio recording device, and files will be directly saved to the UMB computer network. Copies of audio recordings will then be
transferred from the UMB to VA computer network for transcription. Audio files may be reviewed for supervision and research purposes by the PI, Co-Investigators, and
other members of the study staff. Electronic audio recordings will be stored on the UMB and VAMHCS computer networks in user-restricted folders behind firewalls.
Transcriptions of qualitative data will be conducted by a VA-approved transcription service, Alpha Transcriptions, and will be stored in the same manner as the audio files.
Transcriptions of qualitative interviews will then be transferred from the VA to UMB computer network for processing and analysis in the UMB Division of Gerontology
(Howard Hall, University of Maryland School of Medicine, 660 W. Redwood Street, 2nd floor, Room 220, Baltimore, MD 21201). All audio recordings and transcriptions
will be identified by codes only and will not contain participants’ names. The link file connecting the participant’s name to their ID number will be kept electronically in a
password protected file behind the UMSOM firewall.

 

4 * Who will have access to research data?
The PI, co-investigators, and authorized research study staff listed on this protocol will have access to the research data. Access to data will be terminated for study staff
that are no longer part of the research study.

Audio recordings of interviews collected for this study will be sent securely to a VA-approved transcription agency. These audio recordings will not contain any identifiable
information.

 

5 * Will study data or test results be recorded in the participant’s medical records?
   Yes  No

 

6 * Will any data be destroyed? (Please note that data for FDA regulated research cannot be deleted however, VA data
must be destroyed according to the VHA Records Control Schedule (RCS) 10-1)
   Yes  No

6.1 If Yes, what data (e.g., all data, some recordings, interview notes), when and how?
The investigators VA research records and any VA participant identifiers will be retained until the maximum retention period is reached, as defined by the Dept. of
Veterans Affairs Records Control Schedule (RCS 10-1). When the maximum retention period is reached, the VA data may be destroyed using the most current data
destruction methodologies that are available at the time of data destruction.

 

7 Do you plan to obtain a Certificate of Confidentiality?
   Yes  No

7.1 If Yes, upload your Certificate of Confidentiality.  If you have not yet obtained the Certificate, please note that once it is
obtained, you will need to submit an amendment to attach the document, make any needed changes to the submission and
make needed changes to the Informed Consent Document.
Name Created Modified Date
There are no items to display

 

8 * Discuss any other potential confidentiality issues related to this study:
In accordance with VA policy, procedures are in place for reporting incidents, i.e. theft or loss of data or storage media, unauthorized access of sensitive data or storage
devices or non-compliance with security controls. Upon learning of such an incident, study staff will immediately report the incident to the VAMHCS PO, ISSO, and R&D
Service.

 

 
 

ID: VIEW4E1B5265E0400
Name: v2_Confidentiality of Data

Monitoring Plan Selection
 

1 * Type of data safety monitoring plan for the study:

 Will use/defer to the external sponsor's Data Safety Monitoring Plan

 Data Safety Monitoring by a Committee

 Data Safety Monitoring by an Individual

 There is no data safety monitoring plan in place

 

 
 

ID: VIEW4E1B00E30D400
Name: v2_Monitoring Plan Selection
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Monitoring Plan - Committee
 

 You indicated that the monitoring will be done by a Committee.

 

1 * Will the Committee be Internal or External?

 Internal DSMB

 External DSMB

 

2 * What data will be reviewed?
 Adverse Events

 Enrollment Numbers

 Patient Charts/Clinical Summaries

 Laboratory Tests

 Medical Compliance

 Procedure Reports

 Raw Data

 Outcomes (Primary, Secondary)

 Preliminary Analyses

 Other

 

2.1 If Other, specify:
QA audit reports.

 

3 * What will be the frequency of the review?

 Annually

 Bi-Annually

 Other

 

3.1 If Other, specify:

 

4 * Safety monitoring results will be reported to:
 IRB

 GCRC

 Sponsor

 Other

 

4.1 If Other, specify:

 

 
 

ID: VIEW4E1B025761800
Name: v2_Monitoring Plan - Committee

Monitoring Plan - Internal DSMB
You indicated that the monitoring committee will be an internal DSMB.

1 * List Internal DSMB Members:
 Name

View Anjeli Inscore, Psy.D.

View Stephen Seliger, MD

View Lynda Robey, MS



6/20/23, 9:10 PM Print: HP-00089160_8 - Duloxetine plus Exercise for Knee Osteoarthritis and Depression (DEKODE)

https://cicero.umaryland.edu/Cicero/sd/ResourceAdministration/Project/PrintSmartForms?Project=com.webridge.entity.Entity[OID[644EB2A7CB151… 28/44

 Name

View Kathy Michael, PhD, RN, CRRN

View Odessa Addison, DPT, PhD

View Gretchen Zietowski, MS, RN

View Jamie Giffuni, MS

View Leslie Katzel, MD, PhD

View Jacob Blumenthal, MD

View John Sorkin, MD, PhD

2 * Confirm that no financial or other conflicts of interest exists for the above individuals.
   Yes  No

3 * Will there be an interim efficacy analysis?
   Yes  No

3.1 If Yes, when?

4 * Briefly describe the DSM review process itself.  Will it be an open or closed review to the investigator?
Blinded/unblinded data?  How will confidentiality of individual participant data be maintained?
The SMB meets twice a year. This is a closed meeting. Investigators and team members who are listed on the research protocol are not
allowed to vote on their own protocols. No PHI will be revealed when AEs are reviewed.

5 * What are the criteria defined in the protocol to be used for decision making regarding continuation,
modification, or termination of study?
Failure to follow GCP, investigator non-compliance, may be grounds for suspension or termination of a study.

 
ID: VIEW4E1B0261D9400

Name: v2_Monitoring Plan - Internal
DSMB

Research-Related Costs
 

1 * Is the study's financial supporter (e.g., commercial sponsor, federal or state grant or contract, private foundation, physician-
sponsor) covering any research-related costs?

 No

 Yes

 

1.1 If Yes, check all that apply:
 Research-Related Services (personnel costs, tests, supplies, exams, x-rays, or consultations required in the study)

 Investigational or Study Device

 Investigational or Study Drug

 Investigational Procedure(s)

 

1.2 If No, who is responsible for payment?

 

2 * Who is responsible for the uncovered research-related costs?
 Participant

 Sponsor

 UM

 Other

 There will be no uncovered research-related costs

 

2.1 If Other, specify:

 

3 If the participant is responsible for any research-related costs, identify and estimate the dollar amount:
Participants will be required to cover expenses related to their transportation to and from study visits.
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ID: VIEW4E1B5D9641800
Name: v2_Research Related Costs

Compensation for Research-Related Injury
1 * Is this study under a master agreement that includes a provision requiring the sponsor to provide compensation to

participants for research-related injury?
   Yes  No

1.1
If Yes, please provide the date and title of the agreement and upload the portion of the contract language relevant to
compensation for research-related injury:

Name Created Modified Date
There are no items to display

1.2 If No (the study is not under a master agreement), is there proposed contract language concerning payment to participants
for treatment in the event of a research-related injury?
   Yes  No

1.2.1
If Yes, indicate the status of the contract review/approval with the ORD and upload the proposed language relevant to
compensation for research-related injury:

1.2.2 Name Created Modified Date
There are no items to display

 ID: VIEW4E1B629EEC000
Name: v2_Compensation for Research-Related Injury

Payment/Reimbursement to Participants
 

1 * Will participants receive payment (money, gift certificates, coupons, etc.) or reimbursement for their participation in this
research?
   Yes  No

 

 
 

ID: VIEW4E1C52A5D7800
Name: v2_Payment to Participants

Payment/Reimbursement Detail
 

 You indicated that participants will receive payment (money, gift certificates, coupons, etc.) or reimbursement for their participation in this research.

 

1 * Payment/reimbursement to participants will be for: (check all that apply)
 Travel

 Parking

 Meals

 Lodging

 Time and effort

 Other

 

1.1 If Other, specify:

 

2 * What is the total dollar value of the payments/reimbursements over the duration of the study? Total payment(s) for par�cipa�on
in research of $600 or more in a calendar year is required to be reported on an IRS Form 1099.
$150

 

3 * Describe the timing and distribution plan for the payment/reimbursement (schedule, means, etc.)?
Completion of screening enrollment visits: $25
Completion of baseline data collection: $25
Completion of 12-weeks follow-up assessments: $50
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Completion of 24-weeks follow-up assessments: $50
Total: $150

 

4 * Method(s) of payment/reimbursement to be Used:
 Cash

 Check

 Money Order

 Gift Certificate/Gift Card

 Other

 

4.1 If Other, specify:
Vouchers for parking at VA facilities during all study visits will be provided.

 

 
 

ID: VIEW4E1C54A6ACC00
Name: v2_Payment Detail

HIPAA (Health Insurance Portability and Accountability Act)
 

1 * Are you affiliated with, or will you be accessing data from a HIPAA-covered entity? A covered entity might be a hospital, a
physician practice, or any other provider who transmits health information in electronic form.

• At UMB, this includes UMB schools designated as covered entities (School of Medicine and School of Dentistry) and entities
under the University of Maryland Medical System (UMMS). The Baltimore VA Medical Center is also a covered entity.

• If you are a researcher from any school that is not a covered entity but is accessing electronic medical records from a
covered entity (such as UMMC), HIPAA would be applicable. Please see a list of covered entities included under UMMS here:
executed-ace-designation-042018.pdf
   Yes  No

 

2 * If Yes, will the study view, access, share, collect, use, or analyze health information that is individually identifiable under
HIPAA?
   Yes  No

 

 
 

ID: VIEW4E1B0A2114400
Name: v2_HIPAA

Protected Health Information (PHI)
 

 You indicated that HIPAA applies and the study will view, access, share, collect, use, or analyze health information that is individually identifiable.

 

1 * Which PHI elements will be used or disclosed in this study? (Check all that apply)
 Name

 Address (if more specific than Zip Code)

 Dates

 Ages over age 89

 Telephone numbers

 Fax numbers

 Email addresses

 Social Security numbers

 Medical record numbers

 Health plan beneficiary numbers

 Account numbers

 Certificate/license numbers

 Vehicle identifiers and serial numbers, including license plate numbers

 Device identifiers and serial numbers

https://www.umms.org/ummc/-/media/files/umms/privacy-policy/executed-ace-designation-042018.pdf
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 Web universal resource locators (URLs)

 Internet protocol (IP) address numbers

 Biometric identifiers, including fingerprints and voiceprints

 Full-face photographic images and any comparable images

 Any other unique identifying number, characteristic, or code, unless otherwise permitted by the Privacy Rule for re-identification

 None

 

2 * Why is the PHI necessary for this research?
If SSNs are going to be used, describe the specific use and type of SSN to be used (real, scrambled, last 4 digits).
This PHI is necessary in order to identify, contact, and screen for study eligibility criteria. We will collect names, addresses and phone numbers to be able to contact
participants for all aspects of their participation in the study and to be able to send them a letter if needed. Date of birth is collected in order to verify age and identify
them in our study database. This study will conducted at the VA Maryland Health Care System and University of Maryland Baltimore and use resources from these
institutions for the subject recruitment and enrollment. The VA requires that the last four digits of SSN of the participant be included on all consent and HIPAA forms. This
is a VA requirement and not a procedure needed for this specific study. Each participant in the study is assigned an ID number that will be linked to their name, so
identifying number/code has been checked for this purpose. Voice prints will be collected through our audio recordings, and these are used to collect data, and for
training and supervision of staff.

 

3 * What is the source(s) of the PHI?
We collect this information from the participant during the course of their participation in the study.

 

4 * Provide written assurance that Protected Health Information will not be reused. (Note: this refers to re-use on another study
or for a purpose which has not been approved, not to the re-use of screening data during the current study).
PHI collected for this study will only be used for the purposes described in this protocol. This information will not be reused or disclosed to any other entity outside this
study.

 

5 * How will permission to allow the use/disclosure of the individual's protected health information (PHI) be obtained? (Choose all
that apply:)
 Obtain written authorization (upload authorization form at the end of the application under “Consent and HIPAA Authorization Forms”)

 Requesting waiver/alteration of authorization (includes waiver of authorization for recruitment only)

 Qualifies as a limited data set (LDS)

 

5.1 If you are using a limited data set (LDS), please attach the Data Use Agreement (DUA):

Name Created Modified Date
There are no items to display

 

 
 

ID: VIEW4E1B0A24AA400
Name: v2_Protected Health Information

Waiver/Alteration of Authorization
You indicated that a waiver/alteration of authorization is requested.

1 * Provide rationale for how the research presents no more than minimal risk to the privacy of individuals:
We request a partial waiver of HIPAA authorization for this study for recruitment purposes only. This waiver of HIPAA authorization for recruitment purposes is justified
because the use of information includes no more than minimal risk to the confidentiality of the participants information. Information collected through this waiver will only
be used by study staff listed in this protocol and will not be shared with anyone outside of the project.

2 * Describe the plan to ensure the protection of PHI collected during this study from improper use and disclosure:
The information requested for use in our waiver of HIPAA Authorization will be protected by study staff from improper use and disclosure. This information will not be
reused or disclosed to any other person or entity outside of this research project. This information will be stored in a secure and locked cabinet and/or on a password
protected computer kept in a locked office at the VAMHCS and UMB. Only study staff will have access to this information.

3 * Describe the plan to destroy the PHI collected during this study at the earliest opportunity consistent with the conduct of the
research. If there is a need to retain PHI, provide a justification:
After the sample is recruited all identifiers from potential participants who did not agree to participate or who were found to be ineligible will be destroyed/shredded within
approximately 6 months of closing the study.

4 * Why could the research not practicably be done without access to and use of this PHI?
This research could not practicably be conducted without access to and use of this PHI. Access to this PHI allows research staff to screen potential participants over the
telephone to determine initial eligibility prior to inviting them in for more detailed in-person assessments. Without access to this PHI, we would be placing an undue
burden on participants by inviting those to enrollment visits who may not be eligible for this research study. A burden would also be placed on study staff whose time
would be wasted by approaching non-eligible participants.

5 * Why could the research not practicably be done without the waiver or alteration?
This waiver allows us to screen potential participants identified from existing UMB and VA databases, or those referred to the research ream from physician-based
practice referrals for study eligibility criteria, and then only approach those who appear eligible based on this screening to attend more comprehensive in-person
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evaluations. Without this waiver, we would be placing an undue burden on patients by conducting complex assessments on those who may not be eligible for this
research study. A burden would also be placed on study staff whose time would be wasted by approaching non-eligible participants.

6 * Will the subjects' PHI be disclosed to (or shared with) any individuals or entities outside of UM?
   Yes  No

6.1 If Yes, describe the individuals or entities outside of UM to whom PHI will be disclosed.
This study involves both UMB and the VA facilities and staff, and the VA study staff on the research team will also have access to PHI.

 ID: VIEW4E1B0A2896400
Name: v2_Waiver/Alteration of Authorization

Informed Consent Process
 

 
If the study does not involve interaction with participants or a waiver of consent is being requested , answer
“N/A” to the questions below.

 

1 * Indicate the type(s) of consent that will be involved in this study: (check all that apply)
 Not applicable (study may qualify as exempt)

 Request to Waive Consent/Parental Permission (Consent is not being obtained)

 Request to Alter Consent (Some Elements of Consent Waived)

 Request to Waive Documentation of Consent (Verbal/Oral Consent)

 Written Consent Form

 Electronic Consent

 

2 * Describe the Informed Consent process in detail:
Individuals interested in the study without evident exclusionary criterion during the initial screening are scheduled for a consent visit. They will hear about the study in
detail and carefully go over the consent with trained staff in a private setting. Participants will first review the VA ICD/HIPPA form during the initial overview of the
study with research staff, and then participants will review the UMB ICD/HIPPA form after reviewing the VA documentation. Family members and/or caregivers are
allowed with subject approval to accompany the candidate through all processes of the informed consent. Participants will be provided adequate time to consider
whether or not to participate. Informed consent will be obtained, HIPAA reviewed, and all forms signed. Research subjects will be provided with a copy of the consent
form and HIPAA, and copies of the signed forms will be placed in: 1) the subjects research chart and 2) investigators files.

A custom questionnaire assessing potential participants comprehension of our consent form and study is then administered. Candidates are required to correctly
answer 4 of 5 questions to indicate adequate comprehension to sign the study consent and to enter the study. The attending staff member will also complete a
documentation of the informed process attesting that such procedures comply with relevant regulatory policies and pertinent aspects of the study protocol.

 

3 * Confirm that the consent process will explain the following: 

    • The activities involve research.  
    • The procedures to be performed.  
    • That participation is voluntary.  
    • The name and contact information for the investigator. 
   Yes  No

 

 

4 * Describe who will obtain Informed Consent:
PI and designated research staff.

 

5 * If obtaining consent from a legally authorized representative (LAR), describe how you will confirm that the individual is the
LAR and can provide legally effective informed consent. (Answer "N/A" if not obtaining consent from LARs)
N/A

 

6 * Describe the setting for consent:
Consenting will take place in a private room.

 

7 * Describe the provisions for assessing participant understanding:
A custom questionnaire assessing participant's comprehension of our consent form and study will be administered. Candidates will be required to correctly answer 4
of 5 questions to indicate adequate comprehension of the consent form and study procedures.

 

8 * Describe the consideration for ongoing consent:
To ensure continued consent and understanding of the study procedures, a participant may, at any time, ask to review individual specific study procedures and any
pre-procedure preparation they will need to do. The participant will also be encouraged to take as much time as needed to decide whether they want to participate
and will be encouraged to discuss the study with family, friends, and their medical care providers before signing the consent form. Finally, research staff will complete
a documentation of the informed process validating that procedures comply with regulatory policies and the study protocol.
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ID: VIEW4E1C661D0AC00
Name: v2_Informed Consent Process

   

 

Consent and HIPAA Authorization Forms - Draft
 

1 Upload all of your Consent Forms for approval.  Use only Microsoft Word.
Name Created Modified Date

UMB ICD and HIPPA Marked(0.10) 1/6/2020 1:06 PM 5/16/2022 9:56 PM  

VA ICD and HIPPA Marked(0.09) 1/6/2020 1:05 PM 5/16/2022 8:46 PM  

VA ICD and HIPPA(0.13) 11/23/2019 7:15 PM 5/16/2022 8:47 PM  

UMB ICD and HIPPA(0.13) 11/23/2019 7:15 PM 5/16/2022 9:52 PM  

 

IMPORTANT NOTE: the above list of consent forms (if any) are DRAFT versions. Under no circumstances should copies of these be distributed to patients/study
subjects. If/when this research submission is approved by the IRB, approved consent forms will be available for download and use from the "Documents" tab of the
Submission's workspace (click Exit and then look for the Documents tab - approved submissions only)

 

1A Archived Consent Forms:

Name Created Modified Date
There are no items to display

 

2 Upload any HIPAA authorization forms here:
There are no items to display

 

 Please refer to HRPO’s website for specific instruc�ons for preparing informed consent documents and to access current templates:
h�p://hrpo.umaryland.edu/researchers/consents.html

 

 
 

ID: VIEW4E1C7712D3000
Name: v2_Consent Forms - Draft

 

Organization Review Requirements (other than IRB)
 Answer the following questions to determine additional organizational review requirements:

1 Department/Division Review - All research submissions are required to undergo department/division/institutional review
prior to IRB review.  The following entity is listed as the required department/division/institutional review:

Epidemiology & Public Health

If this information is incorrect, please notify the HRPO office.

2
RSC Review Criteria - select 'Yes' if the answer is 'Yes' for any of the following questions. Review by the Radiation Safety
Committee may be required.

* 2.1 Does the research involve the use of ionizing radiation?

2.2 Does the research involve the sampling of radioactive human materials for subsequent use or analysis in a
laboratory?

   Yes  No

3 IBC Review Criteria - select 'Yes' if the answer is 'Yes' for any of the following questions. Review by the Institutional
Biosafety Committee may be required.
* 3.1 Does the research involve human gene transfer?

-OR-
Does the research specifically apply to human studies in which induction or enhancement of an immune
response to a vector-encoded microbial immunogen is the major goal, and such an immune response has been
demonstrated in model systems, and the persistence of the vector-encoded immunogen is not expected? This
type of research is often referred to as recombinant vaccine trials.

   Yes  No

https://cicero.umaryland.edu/Cicero/sd/Doc/0/GFOSHVULGG8UOK59SHQP2LIG00/K01_ICD_HIPPA_UMB_R9_Marked.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/NCMIVT6LF88UOK59SHQP2LIG00/K01_ICD_HIPPA_VA_V9_Marked.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/U43IA5MLF88UOK59SHQP2LIG00/K01_ICD_HIPPA_VA_V9_Clean.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/V3O8ALULGC8UOK59SHQP2LIG00/K01_ICD_HIPPA_UMB_R9_Clean.docx
http://hrpo.umaryland.edu/researchers/consents.html


6/20/23, 9:10 PM Print: HP-00089160_8 - Duloxetine plus Exercise for Knee Osteoarthritis and Depression (DEKODE)

https://cicero.umaryland.edu/Cicero/sd/ResourceAdministration/Project/PrintSmartForms?Project=com.webridge.entity.Entity[OID[644EB2A7CB151… 34/44

3.2 Does the research involve the exposure of human subjects to pathogenic microorganisms, or the exposure
of research staff to human subjects or samples known or reasonably expected to carry infectious disease(s)?

3.3 Does the research involve the sampling of materials from persons with no known infectious disease and
where the only risk to study staff is occupational exposure to bloodborne pathogens as defined by the OSHA
Bloodborne Pathogen Standard?

4 Cancer Center Criteria - Answer the following to determine if review by the Cancer Center (Hematology-Oncology) may
be required.

* Does the protocol involve in any way studies related to the prevention, treatment, diagnosis, or imaging of
neoplastic diseases?

   Yes  No

5
General Clinical Research Center Review Criteria - the GCRC offers free and/or cost shared resources for patient-oriented
research. Click Here for more information.

Answer the following to determine if review by the GCRC may be required.

* Will the General Clinical Research Center (GCRC) facility or resources be used to conduct this activity?    Yes  No

6
VA Review Criteria - Answer the following questions to determine if review by the VAMHCS R&D Committee may be
required.

* 6.1 - Will the research be conducted by VA Investigators including PIs, Co-PIs, and Site Investigators on VA
time (serving on compensated, WOC, or IPA appointments)?

   Yes  No

* 6.2 - Will the research utilize VA resources (e.g., equipment, funds, medical records, databases, tissues, etc.)?    Yes  No

* 6.3 - Will the research be conducted on VA property, including space leased to and used by VA?    Yes  No

PLEASE NOTE that the research may be funded by VA, by other sponsors, or may be unfunded.

 ID: VIEW4E1AF91AB2400
Name: v2_Organization Review Requirements (other than IRB)

Institutional Biosafety Committee Review Required
1 NOTE: based on your answers to questions on a previous page (see below) review by the Institutional Biosafety Committee

(IBC) is required.  This will involve extra steps on your (study team) part.  Clicking the Continue button will result in the
system creating a blank IBC Submission form for you.  You will be required to fill out and submit this IBC form before you will
be able to submit the Protocol form.  The IBC Submission workspace and form can be reached by clicking the appropriate
button on the left hand side of the Protocol submission's workspace (web page) after exiting the Protocol form.

2 Question - answered on IBC RSC review requirements page: 
3.1 Does the research involve human gene transfer? - OR - Does the research specifically apply to human studies in
which induction or enhancement of an immune response to a vector-encoded microbial immunogen is the major goal,
and such an immune response has been demonstrated in model systems, and the persistence of the vector-encoded
immunogen is not expected? This type of research is often referred to as recombinant vaccine trials.
3.2 Does the research involve: a) the exposure of human subjects to pathogenic microorganisms, or b) the potential
exposure of UMB research staff to infectious materials through the sampling or processing of materials from patients
with known infectious disease or from environmental surfaces?
3.3 Does the research involve the sampling of materials from persons with no known infectious disease and where the
only risk to study staff is occupational exposure to bloodborne pathogens as defined by the OSHA Bloodborne Pathogen
Standard?

Yes

If the answer to this question is wrong, an IBC submission is not required, use the Jump To menu or your browser's <

3 * Confirm - you have read the above information and understand that in addition to the IRB Protocol form, you will fill out and
submit the IBC Submission form :
   Yes  No

 ID: VIEW4E1AF91ED4C00
Name: v2_Institutional Biosafety Committee Review Required

GCRC Review Required
1 NOTE: based on answers to questions on a previous page (see below), review by the GCRC Committee is required.  This will

involve extra steps on your (study team) part.  Clicking the Continue button will result in the system creating a blank GCRC
Submission form for you.  You will be required to fill out and submit this GCRC form along with the IRB Protocol form to begin
the GCRC review process.  The GCRC Submission workspace and form can be reached by clicking the appropriate button on
the left hand side of the Protocol submission's workspace (web page) after exiting the Protocol (this) form.

2 Question - answered on the paged named 'Organization Review Requirements':

http://medschool.umaryland.edu/gcrc/
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Will GCRC facillity, staff or resources be used to conduct this study: Yes

If this is incorrect, return to the 'Organization Review Requirements' and change the answer to the GCRC usage question.

3 * Confirm - you have read the above information and understand that in addition to the IRB Protocol form, you will fill out and
submit the GCRC Submission form:
   Yes  No

 ID: VIEW4E1AF9143A000
Name: v2_GCRC Review Required

VA-Specific Criteria
 

1 * What is the relevance of this research to the mission of VA and the Veteran population that it serves*?
The co-occurrence of physical and mental morbidity in the Veteran population is one of the biggest clinical challenges facing health care providers in the VA Maryland
Health Care System. This research is relevant to the mission of the VA; specifically, to develop a new treatment protocol aiming to reduce the burden of chronic pain and
psychosocial impairment among persons with knee osteoarthritis and depression; two common conditions that are highly prevalent within the Veteran population and
place a large strain on resources and clinical services with the Veterans Health Administration.

 

2 * Describe who will be enrolled in this study:
 Non-veterans will be enrolled in this study

 Only veterans will be enrolled in this study

 Veterans and Non-veterans will be enrolled in this study

 

2.1 * If non-veterans will be enrolled in this study, provide a description of non-veterans who will be enrolled (For example:
community members, family members/caretakers of Veterans, clinicians/caregivers to Veterans, etc.):
Community members

 

2.2 If non-veterans will be enrolled in this study, provide a substantive justification** for the enrollment of non-veterans in this
research:
Non-veterans will be enrolled in to this study as the findings from this research will generally benefit Veterans and their well-being.

 

2.3 * If this is a VA-funded study, was the use of non-veterans discussed within your merit award proposal?

 Yes

 No

 N/A

 

 *
h�p://www.va.gov/about_va/mission.asp

VA Mission Statement
To fulfill President Lincoln's promise “To care for him who shall have borne the ba�le, and for his widow, and his orphan” by serving and honoring the
men and women who are America’s Veterans.

VA Core Values
VA’s five core values underscore the obliga�ons inherent in VA’s mission: Integrity, Commitment, Advocacy, Respect, and Excellence. The core values
define “who we are,” our culture, and how we care for Veterans and eligible beneficiaries. Our values are more than just words – they affect outcomes
in our daily interac�ons with Veterans and eligible beneficiaries and with each other. Taking the first le�er of each word—Integrity, Commitment,
Advocacy, Respect, Excellence—creates a powerful acronym, “I CARE,” that reminds each VA employee of the importance of their role in this
Department. These core values come together as five promises we make as individuals and as an organiza�on to those we serve.
Integrity: Act with high moral principle. Adhere to the highest professional standards. Maintain the trust and confidence of all with whom I engage.
Commitment: Work diligently to serve Veterans and other beneficiaries. Be driven by an earnest belief in VA’s mission. Fulfill my individual
responsibili�es and organiza�onal responsibili�es.
Advocacy: Be truly Veteran-centric by iden�fying, fully considering, and appropriately advancing the interests of Veterans and other beneficiaries.
Respect: Treat all those I serve and with whom I work with dignity and respect. Show respect to earn it.
Excellence: Strive for the highest quality and con�nuous improvement. Be though�ul and decisive in leadership, accountable for my ac�ons, willing to
admit mistakes, and rigorous in correc�ng them.

**
a. Non-Veterans may be entered into a VA-approved research study that involves VA outpa�ent or VA hospital treatment (38 CFR 17.45, 17.92), but
only when there are insufficient Veteran pa�ents suitable for the study. The inves�gator must jus�fy including non-Veterans and the IRB must review
the jus�fica�on and provide specific approval for recruitment of non-Veterans.
b. Non-Veterans may be recruited for studies that will generally benefit Veterans and their well-being but would not include Veterans as subjects.

http://www.va.gov/about_va/mission.asp
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Examples include surveys of VA providers, studies involving Veterans’ family members, or studies including ac�ve duty military personnel. Although
ac�ve duty military personnel are not considered Veterans, they should be included in VA studies whenever appropriate.
---
e. Non-Veterans may not be entered into VA studies simply because a non-Veteran popula�on is easily accessible to the inves�gator.

[VHA Handbook 1200.05 §24]

 

 
 

ID: VIEW4E1C7A737E800
Name: v2_Use of Non-Veterans

VA Prohibited Research
 

1 * Is the research planned emergency research in subjects from whom consent can not be prospectively obtained?
   Yes  No

 

2 * Does the study involve children AND is greater than minimal risk?
   Yes  No

 

3 * Will recruitment phone calls involve asking veterans for their Social Security numbers?
   Yes  No

 

 
 

ID: VIEW4E1C8AF03A400
Name: v2_VA Prohibited Research

Additional VA
 

1 * For data that is combined, which site is the "Data Coordinating Center"?
UMB

 

 

2 If VA data will be combined with non-VA data, describe when and how this will occur and where the
combined data will be stored.
Data will be collected at the VAMHCS GRECC and UMMC GCRC. All original research data will be stored at the VA. Copies of research
data will be sent to the UMB Division of Gerontology, Department of Epidemiology and Public Health, for data entry and processing into
electronic data files for analysis of study outcomes. Hard copies of coded research data will be transported in a locked bag to the Division of
Gerontology for data entry and analysis and will not contain patient identifiers. Electronic qualitative research data will be transported using
a VA-approved encrypted flash to the Division of Gerontology for processing and analysis. Electronic qualitative research data will not
contain patient identifiers. Participant ID numbers linking research data to individuals will be stored on the UMB computer network in a user-
restricted folder and file with multiple levels of password protection. Combined research data will be stored on the UMB computer network in
the Division of Gerontology in a similar manner. These design aspects are iterated in more detail in the "Study Procedures."

 

3 If the VAMHCS is the Local Coordinating Center holding the “combined data”, how is the data collected?
(This answer may overlap with Research Related Procedures. If so, please refer to that section.)
UMB is the local coordinating center that will hold combined data.

 

4 If the VAMHCS is the Local Coordinating Center holding the “combined data”, how is the data received
and combined with the data from the other non-VA institution(s)?
UMB is the local coordinating center that will hold combined data.

 

  
 

ID: VIEW8D5931EAC5B1E6E
Name: v2_Additional VA

VA Maryland Health Care System Review Required
 

1
Note: Based on the answers provided in your submission, this protocol qualifies as a VA study and therefore requires VA-specific reviews to ensure that all VA regulatory
requirements are met. The VAMHCS Research & Development Committee (RDC) review is included in these VA-specific reviews and RDC approval is required prior to
engaging in any research activities. Importantly, you must submit this protocol to the VAMHCS RDC for review within 60 days of IRB approval. Please see below
for a summary of required VA-specific review steps.

**Before you initiate any of the following VA-specific review steps, please contact Kelly Lloyd (Kelly.Lloyd@va.gov), VAMHCS Research Protections Officer
(RPO), to ensure full compliance with VA requirements.

1. Ensure that you have already created a new project shell in IRBNet and that the title matches the title for this IRB application. Before drafting the IRB submission,
the PI should have completed Package 1 – ACOS New Project Review Form found in the VAMHCS IRBNet library (log in to IRBNet first and then click on
link), gotten it signed by the PI’s VA Service Chief, and submitted it to the Research Service as a single document package within this project shell in IRBNet.

mailto:Kelly.Lloyd@va.gov
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2. After you have received ACOS sign-off, you may submit your protocol application in CICERO. The application will be routed to designated reviewers including
Kelly Lloyd, VAMHCS RPO. She will conduct a VA Administrative Pre-Review and the results will be communicated to the study team through the CICERO
platform and may include suggested edits to the application and consent/HIPAA form(s). The study team will be responsible for implementing these edits in
CICERO.

3. While the VA Specialty Review is being conducted in CICERO, complete the Information System Security Officer (ISSO) review form and email to Kelly so she
can prepare her request for that additional, required review. You can find the form used for ISSO review in the VAMHCS IRBNet library (log in to IRBNet first and
then click on link): RDC – Information Security Officer Review Form.pdf.

4. After all suggested edits have been made in the CICERO application and consents/HIPAA by the study team, Kelly will then send for VAMHCS ISSO and Privacy
Officer (PO) review and the study team will be copied on these correspondences. (Please Note: Kelly will prepare PO review form).   

5. Once you receive approval from ISSO and PO, Kelly will finalize her review and send the CICERO application on to the next UMB HRPO-required reviewing
body.

6. You will then create another new package in your IRBNet project shell (i.e., the same project shell you already created for ACOS review) to submit the protocol
documents for Subcommittee on Research Safety (SRS) review. You can find all applicable submission forms in the VAMHCS IRBNet library (log in to IRBNet
first and then click on link). Please use this form within the library as a submission guide: IRBNet Admin Review Checklist – Used only as a guide for
submitters – Does not have to uploaded. 

7. After your protocol has been approved by the IRB, you’ll create a third, new package in your IRBNet project shell (i.e., the same project shell you already created
for ACOS review and used to submit documents for SRS review) to submit the protocol documents required for Research and Development Committee (RDC)
review. You can find all applicable submission forms in the VAMHCS IRBNet library (log in to IRBNet first and then click on link). Please use this form within the
library as a submission guide: IRBNet Admin Review Checklist – Used only as a guide for submitters – Does not have to uploaded. 

8. Only after you have been approved by RDC, you may initiate study activities.

 

2 Questions answered on 'Organizational Review Requirements' page:
The research will be conducted by VA Investigators including PIs, Co-PIs, and Site Investigators on VA time (serving on
compensated, WOC, or IPA appointments):

Yes

The research will utilize VA resources (e.g. equipment, funds, medical records, databases, tissues, etc.): Yes
The research will be conducted on VA property, including space leased to and used by VA: Yes

Questions answered on 'VA Prohibited Research' page:

The research is planned emergency research in subjects from whom consent can not be prospectively obtained: No
The study involves fetuses:
The study involves in vitro fertilization:
The research involves work with embryonic stem cells:
The study involves children AND is greater than minimal risk: No
Recruitment phone calls involve asking veterans for their Social Security numbers: No

If the answers to these questions are wrong, use the Jump To menu to return to the 'Organization Review Requirements' page to change your answers.

 

3 * Confirm - You have read the above information and understand that in addition to this IRB application form (CICERO), you
are required to send a submission to the VAMHCS R&D Committee within 60 days of receiving IRB approval.
   Yes  No

 

 
 

ID: VIEW4E1C8F0D7B000
Name: v2_VA Review Required

Summary of Required Reviews (other than IRB)
 

 1 Additional Committee Reviews  - Based on your responses to the previous questions, you have identified the following additional reviews.  To complete or view these
additional committees'  forms, click on the links below or exit this application and click on the appropriate button on left side of this submission's webpage.

Name of Related Submission   
IBC: Exercise plus Duloxetine for Knee Osteoarthritis and Depression (HP-00089160) Workspace SmartForm
GCRC: Exercise plus Duloxetine for Knee Osteoarthritis and Depression (HP-00089160) Workspace SmartForm

 

2 Required Department and Specialty Reviews - Based on the PI's organization (department, division, etc.) affiliation and answers to previous questions (use of Cancer
Center, etc.), the organizations listed below are required to review this application.  These reviews are conducted online and no additional forms or steps by the study
team are required.

Name of Organization Review Status
Epidemiology & Public Health Complete
Epidemiology & Public Health Complete

 

 
 

ID: VIEW4E1C8D9AE4000
Name: v2_Summary of Required Reviews (other than IRB)

Additional Documents
1

Upload all additional documents here:

https://cicero.umaryland.edu/Cicero/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity[OID[FC6B0175428C2A48827565A96EC65BE8]]
https://cicero.umaryland.edu/Cicero/app/portal/smartform/edit?Project=com.webridge.entity.Entity%5BOID%5B2CDDD7D2A1F22C4E94C6651A32E1942E%5D%5D&doValidation=False&DestURL=https%3A%2F%2Fcicero.umaryland.edu%2FCicero%2Fsd%2FResourceAdministration%2FProject%2FPrintSmartForms%3FProject%3Dcom.webridge.entity.Entity%5BOID%5B644EB2A7CB1511EC50A9E47591565000%5D%5D
https://cicero.umaryland.edu/Cicero/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity[OID[A17E435455F1EB409C699B9440FBF3E4]]
https://cicero.umaryland.edu/Cicero/app/portal/smartform/edit?Project=com.webridge.entity.Entity%5BOID%5B924BC1E1A1A4B54EA1ECCA6687A2BF88%5D%5D&doValidation=False&DestURL=https%3A%2F%2Fcicero.umaryland.edu%2FCicero%2Fsd%2FResourceAdministration%2FProject%2FPrintSmartForms%3FProject%3Dcom.webridge.entity.Entity%5BOID%5B644EB2A7CB1511EC50A9E47591565000%5D%5D
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Name Created Modified Date
Fasting Instructions(0.02) 8/19/2021 6:10 PM 8/20/2021 10:57 AM

 Assessment Completion Form(0.01) 8/19/2021 7:11 PM 8/19/2021 7:11 PM

Driving Directions(0.01) 8/19/2021 6:00 PM 8/19/2021 6:00 PM

 Real SSN Access Request Form(0.02) 6/18/2021 1:11 PM 6/28/2021 2:19 PM

UMB COVID Risk Statement(0.01) 3/29/2021 8:21 AM 3/29/2021 8:21 AM

Mental Health Resources Brochure(0.01) 3/1/2021 1:44 PM 3/1/2021 1:44 PM

Survey Packet Coversheet(0.01) 2/20/2021 8:27 PM 2/20/2021 8:27 PM

Evaluation of Informed Consent(0.02) 11/23/2019 7:21 PM 2/20/2021 8:23 PM

Responses to IRB - Third Review(0.01) 2/19/2020 11:08 AM 2/19/2020 11:08 AM

Responses to IRB - Second Review(0.01) 1/27/2020 8:05 PM 1/27/2020 8:05 PM

Responses to IRB review(0.02) 1/2/2020 11:21 AM 1/2/2020 11:21 AM

 PO Compliance Review(0.01) 12/3/2019 12:23 PM 12/3/2019 12:23 PM

 ISSO Compliance Review(0.01) 12/3/2019 12:23 PM 12/3/2019 12:23 PM

 ID: VIEW4E0962513A000
Name: v2_Additional Documents

Final Page of Application
 

 You have reached the final page of this application.  It is recommended that you click on the "Hide/Show Errors" link on the upper or lower breadcrumb row of this
page.  The "Hide/Show Errors" will do a search of your application, and highlight areas that are required or need to be completed prior to submitting. 
 
By submitting this application, you are electronically routing the protocol for departmental scientific review and all other necessary reviews. According to information you
have provided, this application will be routed to the following Departments for review prior to being forwarded to the IRB for review.  These reviews are conducted online
and no additional forms or steps by the study team are required.
 

Name of Organization Review Status
Epidemiology & Public Health Complete
Epidemiology & Public Health Complete
 
 
 Required Safety Committee Reviews - In addition to the IRB, the following committees must review this submission. Each additional committee has a separate online
form that the study team will be required to fill out. All committee applications (IRB plus those listed here) must be completed properly before the 'package' of applications
can be submitted. The team may complete these additional forms in any order or at any time prior to submission of the IRB Application. To complete or view these
additional committees' forms, click on the links below or exit this application and click on the appropriate button on left side of this submission's Workspace.
 

Name of Related Submission   
IBC: Exercise plus Duloxetine for Knee Osteoarthritis and Depression (HP-00089160) Workspace SmartForm
GCRC: Exercise plus Duloxetine for Knee Osteoarthritis and Depression (HP-00089160) Workspace SmartForm
 
You may check the progress of your application at any time by returning to the Workspace of this submission. A detailed history, including notes, dates, and times of
events, is provided to you for this purpose. 
 
If a reviewer returns the application to you, you must address their concerns and resubmit the protocol for review to all designated departments.  After all departments
have reviewed the application, it will automatically be sent to the IRB for review.  Changes made to the submission after its approval must be submitted as modifications.
 
Investigator Attestation
By submitting this application, I, the Principal Investigator (PI), certify that the information provided in this application is complete and correct. Research will be conducted
according to the submission as described, only by the approved principal investigator and study team members.
 
In addition, I agree to the responsibilities of a PI, including:

Obtaining informed consent (if applicable) from all subjects as outlined in the submission.
Reporting new information to the IRB per the requirements of the Investigator Manual.
If Required, obtaining renewal of the protocol prior to the expiration of the approval period or halt all study activities upon study expiration.
Accepting ultimate responsibility for the protection of the rights and welfare of human subjects, conduct of the study and the ethical performance of the project.
Ensuring performance of all research activities by qualified personnel according to the IRB approved submission.
Ensuring that research personnel have or will receive appropriate training.
Ensuring no changes will be made in the research until approved by the IRB (except when necessary to eliminate apparent immediate hazards to subjects).

 
 
Click the "Finish" button and then click "Submit Application" in the submission Workspace.

 

 
 

ID: VIEW4E1B10C500000
Name: v2_Final Page of Application

Add a Team Member
 

1 * Select Team Member:
Lexie Shaffer

 

2 Research Role:

https://cicero.umaryland.edu/Cicero/sd/Doc/0/VD1C9QO1OO8UOJ59SHQP2LIG00/Fasting%20Directions.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/NQ9MQOO1888UOJ59SHQP2LIG00/Assessment%20Completion%20Form.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/RVUCGAO1708UOJ59SHQP2LIG00/Directions%20to%20VAMHCS.doc
https://cicero.umaryland.edu/Cicero/sd/Doc/0/B8JO69MO7K8UMIL9SHQP2LIG00/Real_SSN_Access_Request_DEKODE_UMBSigned.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/6UDMJ7KGH48UMIL9SHQP2LIG00/UMB%20COVID%20Risk%20Statement%2009.2020%20FINAL.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/3UEEM6JQNO8UMIL9SHQP2LIG00/Mental%20Health%20Resources%20Brochure%20v4.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/URISV3RJSC8UMIL9SHQP2LIG00/Packet%20Coversheet.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/D4VSTQBJSC8UMIL9SHQP2LIG00/Evaluation%20to%20Sign%20Consent%20Form.doc
https://cicero.umaryland.edu/Cicero/sd/Doc/0/TM4EB6IBRP8KH06EA95JJT5B10/IRB_Responses_R3.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/1AIHU7CP8CD4F0IUMU65VFCNCC/IRB_Responses_R2.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/8QGATTTUIF44LAP0BM97UKPCDB/IRB_Responses.docx
https://cicero.umaryland.edu/Cicero/sd/Doc/0/IGITEP3MIRBKT7N4SVOIF7MI8A/PO%20Compliance%20Review-%20Rathbun%2089160.pdf
https://cicero.umaryland.edu/Cicero/sd/Doc/0/RV4N626G3BF4R9UO6IOJV0HM29/ISSO%20Compliance%20Review-%20Rathbun%2089160.pdf
https://cicero.umaryland.edu/Cicero/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity[OID[FC6B0175428C2A48827565A96EC65BE8]]
https://cicero.umaryland.edu/Cicero/app/portal/smartform/edit?Project=com.webridge.entity.Entity%5BOID%5B2CDDD7D2A1F22C4E94C6651A32E1942E%5D%5D&doValidation=False&DestURL=https%3A%2F%2Fcicero.umaryland.edu%2FCicero%2Fsd%2FResourceAdministration%2FProject%2FPrintSmartForms%3FProject%3Dcom.webridge.entity.Entity%5BOID%5B644EB2A7CB1511EC50A9E47591565000%5D%5D
https://cicero.umaryland.edu/Cicero/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity[OID[A17E435455F1EB409C699B9440FBF3E4]]
https://cicero.umaryland.edu/Cicero/app/portal/smartform/edit?Project=com.webridge.entity.Entity%5BOID%5B924BC1E1A1A4B54EA1ECCA6687A2BF88%5D%5D&doValidation=False&DestURL=https%3A%2F%2Fcicero.umaryland.edu%2FCicero%2Fsd%2FResourceAdministration%2FProject%2FPrintSmartForms%3FProject%3Dcom.webridge.entity.Entity%5BOID%5B644EB2A7CB1511EC50A9E47591565000%5D%5D
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Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Ms. Lexie Shaffer is a clinical exercise physiologist at the University of Maryland Baltimore (UMB) in the
Department of Medicine and Geriatric Research Education and Clinical Center in the VA Maryland Health Care
System. She will work with the study team to oversee the delivery of the exercise program and will be responsible
for the administration of functional tests during data collection.

 
  

Add a Team Member
 

1 * Select Team Member:
Reese Crispen

 

2 Research Role:
Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Mr. Reese Crispen is a Research Coordinator with experience in the implementation and administration of
prospective studies and will assist the research team with recruitment and data collection efforts.

 
  

Add a Team Member
 

1 * Select Team Member:
Rhea Mehta
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2 Research Role:
Technician or Assistant

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Rhea Mehta, MHS is a student in the University of Maryland Doctoral Program in Gerontology and a Graduate
Research Assistant in the Division of Gerontology, Department of Epidemiology and Public Health. Ms. Mehta has
expertise in mental health and aging and will be assisting with participant screening and recruitment and data
collection and entry.

 
  

Add a Team Member
 

1 * Select Team Member:
Jason Peer

 

2 Research Role:
Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Jason Peer, PhD, is a practicing clinical psychologist within the VAMCHS who is licensed by the American
Psychological Association. Dr. Peer has more than a decade of experience screening and treating major
depressive disorder in clinical and research settings. He will be responsible for overseeing the fidelity of structured
clinical interviews during the screening process for major depression and other psychiatric illnesses.

 
  

Add a Team Member
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1 * Select Team Member:
Alice Ryan

 

2 Research Role:
Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Dr. Alice Ryan is a Professor of Medicine at the UMB School of Medicine and Senior Career Research Scientist in
the VA Maryland Health Care System. She has almost thirty years of developing and administering clinical
research in the context of exercise treatment programs.

 
  

Add a Team Member
 

1 * Select Team Member:
Yu Dong

 

2 Research Role:
Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Dr. Yu Dong is an Assistant Professor of Psychiatry at the UMB School of Medicine and runs the Geriatric
Psychiatry Clinic on the University of Maryland Baltimore campus. She has extensive experience in the clinical
management of older adults with psychiatric conditions.

 
  

Add a Team Member
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1 * Select Team Member:
Marc Hochberg

 

2 Research Role:
Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Dr. Marc Hochberg is a Professor of Medicine at the UMB School of Medicine and leads the Division of
Rheumatology and Clinical Immunology as well as the Medical Clinical Care Center at the Baltimore VA Medical
Center. He has more than four decades of experience conducting prospective research studies among individuals
with musculoskeletal disorders.

 
  

Add a Team Member
 

1 * Select Team Member:
Justine Golden

 

2 Research Role:
Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Justine Golden is the data manager within the Division of Gerontology at the UMB School of Medicine. She has
been involved in data management and analysis of multiple prospective studies.

 
  

Add a Team Member
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1 * Select Team Member:
Denise Orwig

 

2 Research Role:
Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Dr. Denise Orwig is an Associate Professor of Epidemiology and Public Health at the UMB School of Medicine.
She has more than two decades of implementing and managing interventional studies among patients with
musculoskeletal conditions.

 
  

Add a Team Member
 

1 * Select Team Member:
Lynda Robey

 

2 Research Role:
Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Lynda Robey is a research professional with extensive experience in regulatory policy and research administration.

 
  

Add a Team Member
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1 * Select Team Member:
Brock Beamer

 

2 Research Role:
Research Team Member

 

3 * Edit Rights - Should this person be allowed full edit rights to the submission,
including: editing the online forms and the ability to execute activities?  Note - a
person with edit rights will automatically be added to the CC list and will receive all
emails regarding this protocol, even if the answer to #4 below is No.
   Yes  No

 

4 * CC on Email Correspondence - Should this person be copied on all emails sent by the
HRPO office to the PI/POC? Study team members with edit rights will automatically
receive all emails:
   Yes  No

 

5 * Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research? 
   Yes  No

 

6 * Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Dr. Brock Beamer is a Assistant Professor of Medicine and VA Staff physician. As a geriatrician, he has more than
two decades of experience working on clinical research evaluating exercise interventions.

 
  


