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Basic Study Information

 

1. * Title of study:
Advancement of Clinical Referral to Physical Activity for Cardiometabolic Disease
Prevention

2. * Short title:
Clinical Referral to Physical Activity:The Clinical Referral to Activity Study

3. * Brief description:
The main aim of this effort is to develop and evaluate the efficacy and feasibility of a
patient-centered, individually-focused physical activity intervention designed for
integration into clinical care. The proposed intervention will be aligned with efforts by
the US Centers for Disease Control to increase population physical activity levels
and the American College of Sports Medicine (ACSM) to increase physical activity
prescription in primary care.

In the first year of the project we will be updating existing ActiveGOALS intervention
materials (UPITT IRB STUDY19080212 ), developing maintenance phase materials,
and modifying the materials to fully integrate a body-worn activity monitor into the
program. We will also be working with the UPITT CRAB to ensure that recruitment
materials are inclusive.

In year 2, We will recruit adult patients (aged 40-70; n=54) of the UPMC General
Internal Medicine-Oakland (GIMO) practice not meeting the US aerobic activity goal
of 150 minutes/ week of at least moderate intensity physical activity who can safely
increase physical activity without supervision and have who also have at least one
of the following common cardiometabolic risk factors for which improving physical
activity levels can be beneficial (high blood pressure:> 129 mm hg SP or >89 mm hg
DP or medication use, high fasting glucose:>100 mg/dl or high HbA1c: ≥42
mmols/mol or medication use, overweight/ obesity: BMI ≥25 kg/m2). As low physical
activity levels have been associated with numerous poor cardiometabolic health
outcomes, the primary intervention goal will be achievement of the US physical
activity goal. Intervention materials will be developed using a patient/provider
centered approach and delivered weekly over 3 months via the existing GOALS
online platform with participants self-tracking behavior (using a commercial wrist
worn activity monitor). An additional 9 months of "maintenance" support will be
provided via the GOALS platform and email/phone contact from a coach. Using an
online approach will reduce staff and participant burden and will allow for wider
dissemination of the program. A prospective randomized, active control design will
be used to determine changes in the primary outcomes of objectively measured step
counts, % of individuals meeting the moderate-vigorous physical activity goal. Active



control participants will be given a commercial wrist worn activity monitor and
information on the CDC activity recommendations.

4. * What kind of study is this?
Single-site study
 

5. * Will an external IRB act as the IRB of record for this study?
   Yes   No

6. * Local principal investigator:
Bonny Rockette-Wagner
* Is this your first submission, as PI, to the Pitt IRB?
   Yes   No

7. * Does the local principal investigator have a financial interest related to this
research?
   Yes   No

8. Attach the protocol:
Sponsor/Multicenter/Investigator-initiated protocol
Coordinating Center supplement
Emergency Use Consent/ Protocol/ FDA Form 3926
Exempt Application form

 Document Category Date Modified Document History
There are no items to display

http://pittpro.pitt.edu/pittpro/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B60C4DF3D5EC22F4AA011ED1D1B968027%5D%5D&tab2=147773F5B21DBD429EC0FB75662BD9BC
http://pittpro.pitt.edu/pittpro/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity[OID[60C4DF3D5EC22F4AA011ED1D1B968027]]&tab2=147773F5B21DBD429EC0FB75662BD9BC


View: Pitt SF: Funding Sources (not integrated with Grants)

Funding Sources

1. * Indicate all sources of support:
External funding

2. * Identify each organization supplying funding for the study:

Funding Source Sponsor's
Funding ID

Grants
Office ID Attachments Pitt

Awardee
Grant
Recipient

National Institutes
of Health     Grant

Application    

https://pittpro.pitt.edu/pittpro/sd/Doc/0/EFMTUOUI4U6KJBV5E765AJPL67/grantsApplication_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/EFMTUOUI4U6KJBV5E765AJPL67/grantsApplication_Version_0.01.pdf
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Study Scope

Check all that apply

1. * Will this study actively recruit any of the following populations?
 Adults with impaired decision-making capacity


Children (under the applicable law of the jurisdiction in which the research will
be conducted (<18 years for PA))

 Children who are Wards of the State
 Employees of the University of Pittsburgh/UPMC
 Medical Students of University of Pittsburgh as primary research group
 Nursing School Students of University of Pittsburgh as primary research group
 Students of the University of Pittsburgh
 Neonates of uncertain viability
 Non-viable neonates
 Non-English speakers
 Nursing home patients in the state of Pennsylvania
 Pregnant women
 Prisoners
 N/A

2. * Will any Waivers be requested?
 Waiver/Alteration of Consent
 Waiver to Document Consent
 Waiver/Alteration of HIPAA
 Exception from consent for emergency research
 N/A

3. * Will this study involve any of the following?
 Specimens
 Honest Broker to provide data/specimens
 Return of Results to Subjects or Others
 Fetal tissue
 N/A

4. * Will Protected Health Information be collected?
 Pitt medical records
 UPMC medical records
 Other Institutions’ medical records
 N/A

5. * Other Requests?
 Deception (if not Exempt, also requires Waiver/Alteration of Consent)



 Emergency Use / Single Patient Expanded Access (using FDA Form 3926)
 Placebo Arm
 Withdraw from usual care
 N/A

6. * Determining Scientific Review:
Received External funding where scientific merit was established as a condition of
funding

7. * Has this study (or substantially similar study) been previously disapproved
by the Pitt IRB or, to your knowledge, by any other IRB?
 Yes   No

Review the HRPO policy, if participating in research at the VA Pittsburgh Healthcare
System or using funding from the VA

8. * Does the study use an approved drug or biologic, use an unapproved drug
or biologic, or use a food or dietary supplement to prevent, diagnose, cure,
treat, or mitigate a disease or condition?
 Yes   No

9. * Does the study evaluate the safety or effectiveness of a device (includes in-
vitro laboratory assays)?
 Yes   No

10. * Is this application being submitted to convert an approved study from
OSIRIS to PittPRO? (Tip Sheet)

 Yes   No

11. * Does your research protocol involve the evaluation or use of procedures
that emit ionizing radiation and, after reviewing this HUSC guidance, does your
research protocol require HUSC review? (If yes, upload the HUSC form in the
Local Supporting Documents section). If you are unsure of review
requirement, select yes.
 Yes   No

http://www.hrpo.pitt.edu/content/jurisdiction-university-pittsburgh-irb-0
https://pittpro.pitt.edu/pittpro/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity[OID[B6390AD972B96842B6C95D77752D1681]]
https://www.radsafe.pitt.edu/human-use-guidance-forms
https://www.radsafe.pitt.edu/human-use-guidance-forms


View: Pitt SF: Research Sites

Research Sites

1. Choose all sites that apply:
University of Pittsburgh
UPMC
* Select the University of Pittsburgh sites where research will be conducted:
Main Campus – Pittsburgh
List university owned off-campus research sites if applicable:
NA
* Select the UPMC sites where research will be conducted:
Montefiore
Presbyterian

2. Describe the availability of resources and the adequacy of the facilities to
conduct this study:
We worked with R3 to recruit patients from UPMC- we will not be conducting any
research at a UPMC facility. The UPITT Center for Health Equity (CRAB) will also be
helping us to develop strategies for minority recruitment and retention- they will not
actively participate in recruitment. If needed we will employ community-based
recruitment strategies and recruit through Pitt+ME.

The resources provided by the funding from the National Institutes of Health
(specifically NHLBI) are adequate to conduct this study. Appropriate facilities are
available to provide the necessary privacy for participants
and confidentiality for study data. Private space within the department of
Epidemiology will be used for clinical assessments.

Data management will occur through standard procedures of The Clinical and
Translational Science Institute (CTSI) Data Center. The CTSI data center provides
an exceptional infrastructure for collecting, editing, and storing study data. Data
management will follow Data Center policy and procedures. Additional data will be
collected and stored through the Redcap. All phone interviews will be conducted
from telephones located in private rooms within the University of Pittsburgh
Department of Epidemiology.

The CRHC is a nationally recognized program in health services and clinical
research at the University of Pittsburgh. The CRHC 1) provides a forum where ideas
can be transformed into projects, 2) assembles multidisciplinary research teams
capable of conducting high quality studies in health services research, 3) promotes
a broad-based research agenda, 4) encourages collaborative relationships among
departments and schools, and 5) trains future leaders and investigators in health
services research. The primary goal of the Center for Research on Health Care
(CRHC) is to promote and conduct high-quality health services research. The 62
core CRHC faculty members have primary appointments in 18 centers,
departments, and schools. In 2009, CRHC core faculty served as principal
investigators or co-principal investigators on 108 grants and received research funds
exceeding $45 million. It has space for staff and space that can be used for



participant evaluations. The CRHC Data Center (DC) offers wide-ranging data
management and analysis services. The DC’s mission is to provide the University of
Pittsburgh’s clinical and health services researchers with consistent, high quality
information technology, data management, and statistical services. The DC operates
as a team, providing expertise in all phases of research, thus ensuring efficient use
of resources. Over the past 5 years, the DC has worked on over 300 research
projects, providing data management and statistical support for numerous grants,
such as R01, R21, R34, P30, U01, and K awards. With extensive experience, the
DC is able to provide research faculty with experts in data management, data entry,
programming, and statistical analyses.

UPMC General Internal Medicine Oakland (GIMO) is a well-organized primary care
office with an advanced electronic medical record system that allows for virtually
paperless operation. The physical space consists of 32 exam rooms. Each room has
computer access, including the EpicCare electronic medical record. I have already
been working with GIMO and we have added a two-questionnaire activity screener
to patient intake forms. This data is now stored in the EHR (as a result of my K12
work).
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Recruitment Methods

* Will you be recruiting individuals for participation in this study?
 Yes   No

1. *  Describe who will be recruiting individuals for participation for this study:
Primary care patients (n=54) will be recruited primarily from UPMC General Internal
Medicine-Oakland (GIMO). Additional patients may be recruited through community-
based recruitment efforts and Pitt+Me.

A trained student worker under direct supervision of the study PI will be hired in the
last quarter of year 1. This student worker will assist the PI with recruitment efforts.
Recruitment may also be conducted by the study PI.

2. * Select all methods to be used for recruitment:
Directly approaching potential subjects (in-person)
Email/Listserv/Electronic Mailing List
Flyers/Posters or Brochures
Letters sent to potential participants
Pitt+Me

3. * Provide details on your recruitment methods:
Recruitment: Recruitment will take place in year 2 (expected 12 months).
Participants will be primarily recruited through UPMC GIMO primary care physician
referrals. GIMO has 59 physicians who saw over 21,000 unique adult patients
between 7/15 and 7/17. A two question physical activity screener,[71] used by
UPMC GIMO at routine care visits, will identify participants with low physical activity
(<150 minutes of moderate-vigorous physical activity/week). Referring physicians
will determine diagnosis of high blood pressure, high fasting glucose or HbA1c and
overweight/obesity (using standard clinical guidelines). Eligible patients will be
referred using the practice’s standard electronic referral approaches. Referring
physicians must note whether moderate physical activity is medically appropriate for
patients they refer. Only those with a doctor’s approval will be eligible to enroll. This
process has been used successful in previous studies. If needed eligible GIMO
patients may also be identified through R3 and contacted via email or US mail and
community-based strategies including PITT+ME, newsletters/ fliers, (as needed).
Also, if needed recruitment events may be held at GIMO in which study staff are
available onsite to provide study materials, perform screenings, and answer
questions regarding the study. Paper doctor referral forms are also available. These
will be sent to individuals eligible based on phone screen who need them after they
are phone screened to finish confirming eligibility. A basic study information sheet
will be sent to individuals with the physicians referral form. Participants first referred
by their physician will be contacted for a phone screen and sent a basic study
information sheet (modified for them) at that time if they would like on.

Participants will need to provide verification for diagnosis of a cardiometabolic risk



factor. In the even that their doctor cannot provide verification and no EHR record is
available, eligibility will be verified through an in-person screening that would involve
height and weight measurement, blood pressure measurement, and onsite HbA1C
measurement.

4. * Describe all compensation/incentives offered to participants and timing of
these offers:
Study participants (n=54) will be reimbursed $30 for completing each assessment
visit (including in-person visit, blood draw at Quest, and wearing/returning the
research activity monitor). They will also be reimbursed of up to $9 for parking- for
each visit. These visits will take place at baseline, 6 and 12 months. Participants will
also receive an incentive gift, valued at $15, for completing their 6-month follow-up
visit within their 2-week window. Participants completing their 12-month follow-up
visit will receive an incentive of being able to keep the activity monitor provided to
them as part of the intervention (valued at $100-150) and will receive an incentive
gift, valued at $15, for completing their 12-month follow-up visit within their 2-week
window.

5. Recruitment materials: (attach all material to be seen or heard by subjects,
including advertisements and scripts)



View: Pitt SF: Study Aims

Study Aims

1. * Describe the purpose, specific aims, or objectives and state the hypotheses
to be tested:
The majority of US adults report lower than recommended physical activity (PA)
levels.[1] Clinical guidelines from the American Heart Association (AHA), the
American Diabetes Association (ADA), and the US Preventive Services Task Force
(USPSTF) endorse physical activity for treating common cardiometabolic health
conditions including obesity, dyslipidemia, and hypertension. [2-5] Although, clinical
advice has been shown to positively affect lifestyle behaviors,[6,7]referral to physical
activity by health professionals is relatively new and not part of standard care.[8-11]

Aim: To evaluate an intervention program for physical activity improvement in adult
primary care patients with cardiometabolic risk factors. Primary care patients will be
recruited (n=54) and randomized to receive a body worn physical activity monitor
(PAT) alone or a PAT and ActiveGOALS (v2). The ActiveGOALS core program (uses
paper and online tracking; IRB STUDY19080212) is currently being evaluated for
use in the general adult clinical population (randomized control trial with 3 month
end-point). This new effort will determine success of an updated (v2) core program
with integrated use of a body worn monitor as a behavior change tool plus a 9
month maintenance program. Outcomes will be assessed at baseline, 6, and 12
months.
a. We hypothesize that participants randomized to ActiveGOALSv2 + PAT will have
significantly larger (a) changes in step counts/day and % meeting moderate-
vigorous physical activity goal of 150 minutes/week (to 12 months) compared to the
active PAT control group. Primary outcomes will include changes in step/day and
meeting the activity goal from validated research-grade PATs. Secondary outcomes
will include changes in body weight, blood pressure, glycemic control, and
cholesterol from study collected clinical outcomes and health questionnaires.
b. EHR data will also be used to assess program success, including program reach
(comparing patients enrolling/not enrolling) and examining relationships between
changes in EHR-recorded cardiometabolic outcomes and primary PA outcomes from
PATs. Finally, pre-enrollment factors will be examined in relation to program
success, toward better future identification of patients who may benefit from referral
to programs for PA improvement. Results of this aim will be used toward developing
a technology enabled referral system to an appropriate lifestyle intervention strategy
with program evaluation methods that use EHR data

2. * Describe the relevant prior experience and gaps in current knowledge
including preliminary data. Provide for the scientific or scholarly background
for, rationale for, and significance of the research based on existing literature
and how it will add to existing knowledge:
Advice from clinicians can significantly influence lifestyle behaviors. Following the
American College of Sports Medicine, the American Heart Association (AHA) has
recently issued a statement endorsing clinical physical activity prescription



programs. [15,18,38] In their statement the AHA outlines advantages of clinical PA
advice and referral, including improved patient outcomes and lower healthcare
costs.[38] Clinically administered advice on physical activity has also been shown to
increase patient satisfaction with clinical care.[6,7] However, the concept of treating
low physical activity levels through clinical practice is relatively new and often not
part of standard care.[8-11]
This proposal will build on existing efforts to advance physical activity referral within
routine clinical care. The inclusion of important stakeholders,[23-26] effective use of
existing clinical resources,[27,28] and better integration of technology, including
electronic health record (EHR) systems and body worn/ remote monitoring,[25,27-
31] may increase the success of clinical physical activity referral programs,
respectively. Clinical referral to physical activity is a multifaceted is-sue in which
input from a number of different stakeholder groups is likely needed to ensure
program success. [38-40] Evidence from surveys of health professionals suggest
that existing clinical programs for physical activity advice and referral do not
adequately consider the needs of clinical teams;[23-26,41] physical activity
prescription programs usually put the burden on the clinician to prescribe and follow-
up on patients and on patients to determine how they will reach the prescribed goal.
[18,40] While referral to outside community-based programs are typically programs
for weight-loss and physical activity (DPP-based), that may provide status updates
on weight, but not on physical activity changes.[42] In relation to this, while self-
monitoring of lifestyle behaviors has been shown to be an effective tool in behavior
change, participants also find it to be difficult and it is not often maintained.[43-46]
Most people currently own a PAT-enabled device and 20% of the population may be
tracking their physical activity at any given time.[47] With increased interest in PATs,
fully integrating them into intervention may help relieve tracking burden on
participants and increase pro-gram participation and recruitment.[45] Additionally,
integration of data from PATs into clinical EHR systems has been identified as a
valuable way of communicating patient physical activity levels, but there is currently
no standardized system for doing so.[38,48] We will further existing work by fully
integrating PATs into an online lifestyle intervention and by outlining specific
procedures for integrating PATs into a local Epic-based EHR. The design process
will include important stakeholders, with metrics of stakeholder engagement
collected.
We will consider aspects of program development beyond basic physical activity
prescription. Most clinical programs for physical activity prescription consist of
advice to increase physical activity with a one-time activity prescription, but no
problem-solving support or regular contact.[18,49] In a recent meta-analyses, only 3
of the referenced clinical physical activity programs included theory-driven
behavioral interventions and of those only one had more than 3 sessions.[49-52]
Due to the newness of theory-driven physical activity interventions initiated through
clinical practice, it is not surprising that existing pro-grams lack long-term contact
and behavior maintenance sessions. This is unfortunate, as evidence is clear
regarding the need for long-term contact[53-56] and year-long programs have
emerged as the standard of care for lifestyle intervention[.57] Through this work, we
will strive to develop programs that are tailored to account for patient and provider
needs and are as effective as existing year-long community-based programs.
Finally, we will examine how to best leverage existing clinical data within the EHR in
evaluating program success. The ability to use EHR data to determine program



success has the potential to reduce both cost and participant burden and increase
feasibility while enabling us to determine long-term program success (possibly years
after participation). This goal is consistent with the growing interest in using real
world evidence for understanding health and improving care.[58-60]EHR data has
been shown to be a useful, cost-effective tool for evaluating physical activity
programs and other clinical therapeutic treatments.[38,61-63] Toward this end, we
will examine issues of data availability and consider methods for dealing with
missing data. We will also examine program participants’ changes in physical
activity levels and important cardiometabolic outcomes in the EHR and identify
patient characteristics (in the EHR) that predict changes in physical activity levels.
These results will help guide efforts to utilize EHR data in program evaluation and
toward identifying a patient phenotype for referral to physical activity intervention.

Innovation.
• ActiveGOALSv1 is one of the first primary prevention program for physical activity
referral designed specifically for use in clinical care with input from patients and
clinical health professionals. The proposed K01 research will further innovate
ActiveGOALS by incorporating feedback from participants and their clinicians. The
new version will also be unique among clinical programs given its year-long duration
and behavioral supports. Most clinically focused programs for physical activity
improvement are single contact prescription programs (with follow-up at the next
annual visit) without gradual goal setting, barrier recognition, or problem solving.
• This proposal departs from previous physical activity prescription efforts by
integrating advances in remote mon-itoring/online delivery. The standardized
intervention materials with weekly feedback from physical activity coaches, replaces
individualized physical activity prescription; improving convenience for patients,
lowering burden for clinicians, and increasing real-world feasibility. ActiveGOALSv2
will go beyond any other programs we are aware of by incorporating feedback we
have gotten from patients, health specialists, and health systems to fully integrate
commercial PATs into the program.
• When combined with a program to make PAT data accessible to health
practitioners through the EHR, ActiveGOALS will enable real-time review of patient
progress so health teams can provide support to patients’ behavior change when it
is most helpful and/or convenient (not only at the next office visit). We will use
human-centered design practices to develop a novel, inter-disciplinary process de-
sign model for making PAT data available to clinical teams in real-time through the
EHR. We will include a diverse group of stakeholders in this decision-making
process. As the primary end-users, health professionals will be included as advisory
team members and through their participation in interviews related to barriers and
facilitators of using electronically available PAT data; toward improving clinical care.
• I bring a novel skill set to this research. The additional training received through
this K01 will uniquely position me to lead future efforts leveraging available
technologies and clinical resources toward developing feasible programs for
physical activity referral. I have an in-depth knowledge of body-worn PATs and a
strong foundation in public health research. Through my K12, I acquired knowledge
of Patient-Centered Outcomes Research. K01 funding will enable me to receive the
training an experience that would enable me to utilize quantitative methods when
involving stakeholders, to gain expertise in the use of EHR data in assessing
clinically-integrated interventions, and to learn how to best utilize PAT output to



encourage behavior change. Process development strategies and pilot intervention
data acquired during the K01 will be essential to being able to move forward in my
own unique career trajectory.

 



View: Pitt SF: Study Design

Study Design

1. Total number of subjects to be enrolled at this site (enter -1 for chart reviews,
banking, registries):
54 to undergo research procedures; 200 to undergo screening

2. Describe and explain the study design:
Fifty-four participants will be randomized to one of two groups: physical activity
tracker (PAT)+ActiveGOALSv2 or the active control: PAT only.

3. Describe the primary and secondary study endpoints:
1. Average Step Counts per day
2. % of participants achieving the 150 minute/week aerobic activity goal

Secondary: changes in body weight, waist circumference, blood pressure, glycemic
control (fasting blood glucose and hba1c), and cholesterol (ldl, hdl, triglycerides)
from study collected clinical outcomes. Quality of life and PROMIS score from health
questionnaire.

4. Provide a description of the following study timelines:

Duration of an individual subject's active participation:
12-15 months
Duration anticipated to enroll all subjects:
12 month enrollment period
Estimated date for the investigator to complete this study (complete primary
analyses):
12/31/2022

5. List the inclusion criteria:
We will recruit participants aged 40-70 years of age with low physical activity (PA)
levels (<150 minutes/week) who also have at least one of the following common
cardiometabolic risk factors for which improving physical activity levels can be
beneficial (high blood pressure:> 129 mm hg SP or >89 mm hg DP or medication
use, high fasting glucose:>100 mg/dl or high HbA1c: ≥42 mmols/mol or medication
use, overweight/ obesity: BMI ≥25 kg/m2).
Eligible participants must be able to access the intervention via the internet, be able
to read English at a 6th grade level, and should not have participated in a physical
activity intervention program with behavior tracking and goal setting in the past year.
They also must have been identified by their referring primary care provider (PCP)
as able to increase their physical activity without supervision or provide a physician’s
permission to do so.

6. List the exclusion criteria:
Participants told by a physician that they have diabetes (other than previous



gestational diabetes) or who have received a diagnosis of cardiovascular disease,
regardless of when, (such as coronary artery disease, stroke, arrhythmia, congenital
heart defect, cardiomyopathy, abdominal aortic aneurism, or previous myocardial
infarction) will not be eligible.

Women currently reporting being pregnant or planning a pregnancy in <12 months
and individuals who are non-ambulatory or planning a procedure that will cause
them to be non-ambulatory in <12 months will not be eligible. Women who become
pregnant during the study will be required to get an updated referral form from their
primary care provider (PCP) stating that they are able to increase their physical
activity without supervision .

7. Will children or any gender, racial or ethnic subgroups be explicitly excluded
from participation?
 Yes   No

* Identify the subgroups and provide a justification:
Children are excluded. The physical activity requirements of 150 minutes of physical
activity pertain only to adults. The intervention is designed for adults- materials
specific to children would have to be designed for children.

8. Describe the power analysis used and cite your method of statistical analysis.
If a power analysis is not possible, thoroughly justify the sample size required
for the study, including appropriate literature citation (alternatively provide
page reference in attached protocol):
For our Aim 1a primary outcomes, we hypothesize that participants randomized to
ActiveGOALSv2 + PAT will have significantly larger (a) increases in step counts/day
and % meeting moderate-vigorous physical activity goal of 150 minutes/week (to 12
months) compared to the active PAT control group. Descriptive analyses and
graphic displays will be used to identify outliers, missing data, and pattern of
attrition. To ensure rigor, the primary analytic strategy will be a linear or generalized
mixed-effect models approach in which treatment group, time, and time by group
interaction are treated as fixed effects, and subject is treated as a random effect to
account for individual subject variability (two sided hypothesis test; .05 level). Mixed
models are applicable to longitudinal datasets that contain missing observations,
(assuming data is missing at random). Regression modeling will be conducted to
adjust for important covariates. We will perform similar analyses to examine
changes in secondary outcomes. Descriptive statistics on patient experience,
beliefs/attitudes related to maintenance of physical activity changes, and program
cost will also be reported.

Power and sample size: For a 2 sided test with alpha level set at .05, and assuming
20% attrition at 12 months, we plan to recruit 54 participants to identify clinically
relevant mean difference between randomized groups at 12-months of 2000
steps/day (with a power of .80), and 35% meeting MVPA goal (with a power of .80),
given reference mean (sd) values were calculated from baseline waist worn
accelerometer data from the current K12 of: 5250 (2200) steps/ day and we assume
5% meeting goal at baseline in the control group.



For Aim 1b, descriptive statistics will be used to describe the total eligible population,
those referred, and those referred who participated in the study; in order to
determine program reach. Exploratory Analysis of Important Pre-Existing Factors:
Factor analysis will be used to identify importance of factors related to physical
activity levels/ activity goal achievement over the 12 month follow-up (Mplus) from
participant EHR data collected prior to intervention start. Factor structures of how
individual factors contribute to activity outcomes will be explored at each time point.
The best factor structure will be determined with Eigenvalues and fit indices
(RMSEA, CFI, and TLI). Factor structures at the 2 time points will be compared at
three levels to establish measurement invariance: 1) Configural equivalence,
number of factors/ pattern of factor-indicator relationships are identical over time; 2)
Metric equivalence, factor loadings are equal over time; and 3) Scalar equivalence,
means and values are equivalent over time. Finally, we will use descriptive statistics
to report presence/absence of data on physical activity levels, cardiometabolic, and
patient-centered outcomes in the EHR. We will apply the same regression
approaches utilized in Aim 1a to determine differences between randomized groups
for EHR reported outcomes.



View: Pitt SF: Research Activities

Research Activities

1. * Provide a detailed description of all research activities (including screening
and follow-up procedures) that will be performed for the purpose of this
research study. This description of activities should be complete and of
sufficient detail to permit an assessment of associated risks.
Development: Patient-partners will be recruited in the first 2 months of the study.
They will be engaged by working with the PaTH Network’s stakeholder engagement
infrastructure and will participate in the monthly meetings held by the intervention
team. Feedback received on intervention design and delivery, as well as, the need
for any addition patient-centered outcomes, will be incorporated into the study
design.

We will work with the UPITT Community Research Advisory Board (CRAB) during
months 1-4 to develop recruitment materials. Modification of existing ActiveGOALS
materials will take place in months 1-8 (including updated coaching materials). This
will also include full-integration of a PAT device. In months 8-12 we will develop the
9 monthly maintenance sessions. Staff hiring and training will take place in months
8-12; this will include at least 1 student worker to help with recruitment and retention
and 1 graduate student coach with a background in exercise medicine or physical
activity and health. All development will be completed by the end of year 1 of
funding.

Screening: Phone screenings and EHR records will be used to verify eligibility
status. During the phone screen participants will be asked to verify their activity
status and given a short disability screener to ensure their ability to safely
participate. If eligibility for cardiometabolic risk cannot be confirmed via EHR or by a
physician potential participants will be able to complete screening in-person, which
will involve height and weight measurement, blood pressure reading, and onsite
Hba1c testing (if needed) by trained clinic staff. Less invasive screening procedures
will be performed first and the in-person screening will end once eligibility in
confirmed- regardless of whether all procedures were completed. Height and weight
will be taken first, followed by blood pressure, and then Hba1c.

Weight: Weight will be measured twice without shoes on using a portable scale
placed on a hard, flat surface. The subject will be asked to stand in the middle of the
scale without touching any surface with eyes straight ahead. The subject will be
asked to step down from the scale between measures. If the measures are more
than 0.5 pounds apart, a third measure will be taken.

Height: Height will be measured twice without shoes. The subject will be asked to
stand erect under the stadiometer with eyes straight ahead. Subjects will be asked
to step down between measures. If the measures are more than one-half inch apart,
a third measure will be taken.

Blood Pressure: Blood pressure will be measured with a validated automated cuff in
the right arm with the patient seated comfortably with the right arm resting on a



table. Participants will be asked to rest quietly with feet flat on the floor for five
minutes. The cuffed arm will be raised for 5 seconds after each inflation and a wait
of 30 seconds will occur between each blood pressure reading. Blood pressure will
be repeated twice with the average computed. If it is not possible to measure blood
pressure in the right arm, the left arm should be utilized and noted in the patient
record.

Hba1c: Hba1c will be assessed using a point of service hba1c monitor. Participants
will be seated for the finger stick.Hand warmers may be used prior to the finger stick
to ensure good blood flow. A sterile lancet will be used to prick the 3rd or 4th finger
tip of the non-dominant hand- after the site has been prepped with a 70% isopropyl
alcohol swab and is thoroughly dry. The first drop of blood will not be used, if needed
the finger will be gently squeezed to obtain a second drop of free-flowing blood. A
fresh finger stick will be applied and inserted into the monitor. Results will be
available within 5-10 minutes.

Intervention Delivery:ActiveGOALS uses online self-directed once a week sessions
with brief remote personalized e-coaching support. Social-cognitive behavior change
theory and related strategies, including barrier recognition and problem-solving are
included. There are 13 (20-25 minute) structured educational lessons with
interactive workbook pages delivered via the GOALS online platform. After the 13
week “core intervention”, participants will continue to have access to resources on
ActiveGOALSv2 for 9 more months and will receive once a month contact including
a semi-personalized email from their coach and a link to online materials on a
specific behavior maintenance topic (10 minutes in length). Printable workbook
pages, resources, and tracking tools will also be available. The topics for the
maintenance materials will be determined from output of satisfaction/ experience
questionnaires administered to current ActiveGOALSv1 participants (PCOR K12
funded project) and already developed proven maintenance materials from DPP and
DPP GOALS.

Brief weekly motivational feedback from a coach (with a physical activity and health
or exercise science background) will be provided during the 13 week “core”
intervention program via the ActiveGOALSv2 platform. Coaches will also access
study administered participant PAT accounts. The coach will set goals in the PAT
program to match weekly study goals and will utilize other program features (like
reminders and push messaging) according to protocol developed in yr 1 of funding).

The primary behavior tracking tool will be a wrist worn PAT. However, participants
will also be provided with paper and online tracking tools for physical activity to
track/ report their step counts and activity minutes. I am currently working with
Fitbit® monitors in other clinical patient population studies which we plan to use in
this study. Currently, Fitbit devices are the most commonly used brand in the US and
have been shown to validly and reliably record step counts.[69,70] As done in other
studies, we will set-up PAT accounts for participants.

Outcome Assessment: All outcome measures will be collected at all time points
(baseline, 6 and 12 months post-intervention) for all participants. After being
consented, physical activity levels, clinical, and questionnaire measures will be



collected. Clinic visits should take 30-45 minutes to complete. Blood draws will be
performed at a Quest™ lab.

Primary outcomes: Average step counts/day and time spent in moderate-vigorous
(MV) physical activity will be collected from validated research grade body-worn
PATs; ActiGraph wGT3X+ accelerometer (ActiGraph LLC; Pensaco-la, FL) worn on
the waist during waking hours for the 7 days after a clinic visit. These
accelerometers have been validated for assessing time spent in physical activity
intensities and step counts in laboratory[76-81] and field settings[80,82-84] and are
used to validate commercial monitors.[69,70] Data recorded in 1 second epochs will
be output as activity counts [85,86] and converted to step counts and time spent in
MV physical activity using accepted cut-points.[78,86]

Participants will be given a monitor and instructions (verbal, paper, and online
video). Monitors will be returned by mail. Monitor on/off times will be reported via
diary. To reduce reactivity, the first day of monitor data will not be used. Four or more
days with at least 10 hours of wear/ day will be required for a record to be valid.
Participants with incomplete data will be given the opportunity to “rewear” the
monitor for a given visit (we expect <8% to require monitor rewear for any given
visit; based on previous studies).

Secondary outcomes: Secondary analyses may not be fully powered (at p<0.05),
but the findings will inform the design of an R01, fully-powered to examine the effect
of ActiveGOALSv2 on cardiometabolic outcomes. Height (w/ stadiometer), weight
(w/ electronic scale), waist circumference, and blood pressure (w/ automatic cuff)
will be taken using validated instruments/techniques employed in previous GLB
studies.

Weight: Weight will be measured twice without shoes on using a portable scale
placed on a hard, flat surface. The subject will be asked to stand in the middle of the
scale without touching any surface with eyes straight ahead. The subject will be
asked to step down from the scale between measures. If the measures are more
than 0.5 pounds apart, a third measure will be taken.

Height: Height will be measured twice without shoes. The subject will be asked to
stand erect under the stadiometer with eyes straight ahead. Subjects will be asked
to step down between measures. If the measures are more than one-half inch apart,
a third measure will be taken.

Blood Pressure: Blood pressure will be measured with a validated automated cuff in
the right arm with the patient seated comfortably with the right arm resting on a
table. Participants will be asked to rest quietly with feet flat on the floor for five
minutes. The cuffed arm will be raised for 5 seconds after each inflation and a wait
of 30 seconds will occur between each blood pressure reading. Blood pressure will
be repeated twice with the average computed. If it is not possible to measure blood
pressure in the right arm, the left arm should be utilized and noted in the patient
record.

Waist Circumference: The participant should be wearing loose clothing and standing



with feet together. Waist is measured using a cloth tape around the abdomen, with
midpoints marked horizontally between highest point of the iliac crest and lowest
part of the costal margin in the mid-axillary line. Both sides of the waist should be
marked. The subject will be asked to have arms at side and to breathe in, out and
hold, and then the measurement is taken. Waist measurement is recorded to the
nearest quarter inch. The measure will be repeated twice. If waist measures differ by
more than one-half inch, a third measurement will be recorded.

In-person clinic visits will be conducted at an on-campus clinic by trained clinic
personnel, who will be blinded to randomization arm (to ensure rigor). Participants
will be given instructions for the fasting blood draw (8-12 hours). Previously
validated questionnaires will be administered (via computer) related to medical
history/ medications, demographics/ education, healthy lifestyle habits, self-
efficacy/confidence, quality of life (using PROMIS 29 and EQVAX from EQ5D), cost,
patient experience; all previously used in the current K12 funded ActiveGOALSv1
study. Additional output from ActiGraph monitors (average minutes/day spent in MV
physical activity, light, and sedentary) may be examined, as will data collected from
PAT devices and the ActiveGOALSv2 platform. Blood samples (glucose, insulin, LDL
and HDL cholesterol, triglycerides) will be drawn and processed at a Quest™ labs.
Participants will be encouraged to fast for their appointment and get go to the
Quest™ labs near UPITT, but can go to a Quest™ location convenient to them (25+
locations around Pittsburgh), within 10 days after the visit. To control for dietary
change, participants will be asked if they attempted weight-loss through dietary
change during intervention, questions on sugary beverage, water, vegetable, and
protein intake will also be asked

The time commitment for accessing this version of the GOALS program will vary, but
will generally not exceed 1 hour each week.

Accessing GOALS. Most participants will choose to access the GOALS website
from home; others may do so from work, at a friend or family member’s home,
and/or from a public location, such as a library. The GOALS platform is PC- and
Mac-compatible only; it does not run on any mobile devices.

Support. Coaches will be available through secure messaging within the GOALS
online platform; replies are sent within two business days. Participant progress will
be reviewed by the coach at least weekly. Notes will be sent to the participant either
in reply to a message or in response to an issue the coach has noted (e.g. failure to
log in, tracking problems, etc.). Participants who do not log in for two or more weeks
will be called by telephone. If approved by the participant, PCPs are informed when
their patients are enrolled. PCPs also receive 3 progress reports (4-6 weeks post-
baseline, after the 6 month assessment, and after the 12 month assessment) and
are contacted if questions or concerns arise that cannot be resolved by the research
team.



3. * Will blood samples be obtained for research purposes?
 Yes   No

* Provide the volume per withdrawal, total volume and frequency,
and qualifications of individual performing the procedure:
If needed an in-person finger stick will be obtained to determine eligibility to
participate based on Hba1c and will only be done once. A 5 µL sample of blood will
be taken after finger puncture with a sterile lancet. Results will be reported in less
than 10 minutes. This will be done by a trained staff person.

All venipuncture blood draws will be performed at a Quest lab by Quest staff. Quest
staff are certified and experienced in drawing blood. This will be performed 3 times
during the study (baseline, 6-months, and 12-months visits). Less than 15ml of
blood will be drawn at each assessment.

https://pittpro.pitt.edu/pittpro/sd/Doc/0/2FHGR9KSHKBK12KEJ914A81V12/6_month_quest_10_13_22_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[0085F359FB6C3F42AE15A3D2EE1791A9]]&Document=com.webridge.entity.Entity[OID[0085F359FB6C3F42AE15A3D2EE1791A9]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/SPRMSFANML94F6T3S556FK0J14/MAQ%20_Past%20Month_11_29_2015__Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[965566FEA2BE794BB0BCFCC9476EB810]]&Document=com.webridge.entity.Entity[OID[965566FEA2BE794BB0BCFCC9476EB810]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/INKRBTOT20PK5FH9SP850TJM2F/Technology%20Usage%20Questionnaire_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[9CAD741106BE164281EDFD46415111AA]]&Document=com.webridge.entity.Entity[OID[9CAD741106BE164281EDFD46415111AA]]
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[0DBE62F4F9676E49B3F18203E5A0F7BF]]&Document=com.webridge.entity.Entity[OID[0DBE62F4F9676E49B3F18203E5A0F7BF]]
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[F3FB2AFA194A41489D0652612C695FCD]]&Document=com.webridge.entity.Entity[OID[F3FB2AFA194A41489D0652612C695FCD]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/NNM38VQ9V1J4D0NLJN83QT1AB4/AbilityToPerformActivity_Activ%20%281%29_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[CC2BBC0C3133004ABD8F9ABD44893F4A]]&Document=com.webridge.entity.Entity[OID[CC2BBC0C3133004ABD8F9ABD44893F4A]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/LCHJONGQ7HGK54JLPF35BF03C0/PROMIS_29plus2_Profile_v2.1_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[CD60ED1E562D41459C25E004FEBCDB66]]&Document=com.webridge.entity.Entity[OID[CD60ED1E562D41459C25E004FEBCDB66]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/1JG5KSEAU1M4NF2V5N3D1BALC9/FAQ-accelerometer_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[E1AD9BEB3F457A4A80B91621F744D100]]&Document=com.webridge.entity.Entity[OID[E1AD9BEB3F457A4A80B91621F744D100]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/FJ1KOMIAJLFKD8CJHQ1EK5BA9F/Accelerometer_wear_instructions_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[4E72D6DF0166964EBF8A32247A11A7A9]]&Document=com.webridge.entity.Entity[OID[4E72D6DF0166964EBF8A32247A11A7A9]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/I8FK5P43274KDAU1ISC4IR9ED7/EQ-VAX_upload_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[679157D099D7A240B76E5120799C5ADE]]&Document=com.webridge.entity.Entity[OID[679157D099D7A240B76E5120799C5ADE]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/EFGHG1OSE0S4HFFBNTL9C4S88C/Activity%20Monitor%20Time%20Sheet_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[C25FF97CA28A5743A93D938EEAAA7290]]&Document=com.webridge.entity.Entity[OID[C25FF97CA28A5743A93D938EEAAA7290]]


View: Pitt SF: Consent Process

Consent Process

Enter N/A in response to the following questions if a Waiver of Consent is requested for all
research activities or if no subjects are being enrolled.

1. * Indicate where the consent process will take place and at what point
consent will be obtained:
After performing certain screening procedures, but prior to performing any of the
research interventions/interactions informed consent will be obtained for the main
study.

Screening consent: Screening consent will be obtained verbally over the phone or
in-person for in-person screening. The PI or trained study staff will use a script to
first obtain consent and then perform a short screening. If a participant must
complete a second in-person screening for cardiometabolic eligibility confirmation
then an addition written consent for those screening measures will be done prior to
the in-person screening.

Main Study Consent: Eligible and interested participants will then be sent a copy of
the study consent form to look over. The PI or study staff will then follow-up with the
potential participant to see if they have questions and/or are interested in scheduling
a baseline visit. In-person consent will be obtained at the baseline visit, prior to any
study measures being performed. Consenting will either be done by the study PI or
by trained staff using a script.

Individuals will be given the opportunity to ask questions throughout the process.

2. * Describe the steps that will be taken to minimize coercion and undue
influence, including assurance that there is sufficient time for subjects to
make an informed decision:
The study PI, Dr. Rockette-Wagner or a trained staff person will be reviewing the
consent process/ form with individuals for both prior to screening and the main
research study.

For screening: To avoid coercion potentially eligible participants will be given study
information and will contact study staff to initiate the screening process. In the event
that study staff are available in-person at GIMO for recruitment, they will not
approach patients, but will be willing to discuss the study with interested participants
who approach them. Participants will be informed of their rights to end the screening
at any time and to refuse to answer any questions. To avoid coercion or undue
influence staff will follow a script and will be trained not to deviate from the script. All
staff will receive proper training and have completed relevant CITI modules before
interacting with participants to reduce the possibility of coercion or undue influence.

Main study consent: To avoid coercion or undue influence eligible individuals will not
be consented for the study immediately following the phone screen. Instead after



phone screening, participants will be provided with study information and the
consent form by the PI or study staff. Participants will be given as much time as
needed to review the consent form on their own and the PI or study staff will be
available via phone or through the study email to answer questions regarding study
participation. To avoid undo coercion staff will be given a guide to follow when
discussing the consent with potential participants. Interested persons who indicate
that they would like to sign a consent will be scheduled for an in-person visit at
which the consent form will be explained to the participant by trained staff. They will
be informed that attending an in-person visit does not obligate them to sign the
consent form. Participants will also be informed that this study is separate from their
health care and whether they choose to participate in this program or not or
withdraw not will not effect their relationship with their healthcare provider or with the
University of Pittsburgh. They able to login on their own anytime during open
recruitment and consent to participate.

3. For studies that involve multiple visits, describe the process to ensure
ongoing consent:
At subsequent visits (6 and 12-months) participants will be given the opportunity to
ask questions about the consent form. The PI and study staff will also be available
throughout the project via phone and email to answer questions about the study
consent.

4. * Steps to be taken to ensure the subjects’ understanding:
The study PI, Dr. Rockette-Wagner or a trained staff person will be reviewing the
consent process/ form with individuals for both prior to screening (via telephone) and
the main research study (in-person). Participants will be given as much time as they
need to make a decision to participants. Participants will be informed of the study
purpose, risks/benefits, right to withdraw and voluntary nature of participation.

5. * Are you requesting an exception to the IRB policy related to the informed
consent process:
 Yes   No

* Provide a justification and describe the qualifications of the individuals who
will obtain consent:
This is a minimal risk study. For the phone screening, in-person screening, and main
consent, the consenting process will either be conducted by the PI or a trained staff
person who has completed all CITI modules for human subjects research and has
been trained in the consenting process.

For the main study consent: Eligible participants will be sent a consent form to read.
Interested participants will be scheduled for an on-campus clinic visit where they can
ask questions and be consented for the study. Baseline measures will be collected
at the visit.



View: Pitt SF: Consent Forms

Consent Forms 

1. Consent Forms:
  Document Category Date Modified Document History
View Inperson Screen Consent(5) Consent Form 2/23/2022 History
View Main Study Consent(6) Consent Form 2/23/2022 History

Refer to the following templates and instructional documents:
Guidance - Consent Wording

Template - Consent Document - Short Form

HRP-090 - SOP - Informed Consent Process for Research  

HRP-091 - SOP - Written Documentation of Consent  

 

https://pittpro.pitt.edu/pittpro/sd/Doc/0/MTD35PNV6STK9E2TI7FM4CSD19/Screening%20Consent%204_26_20_Version_4.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[D66B58EAC1B49343951089A5EC9A334B]]&Document=com.webridge.entity.Entity[OID[D66B58EAC1B49343951089A5EC9A334B]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/GOQAEQ0AJ2TK1BHL6OEL5LI49B/Main_Consent_4_26_20_Version_5.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[75D2E593CBBF5F4B8A7438A2E6274562]]&Document=com.webridge.entity.Entity[OID[75D2E593CBBF5F4B8A7438A2E6274562]]
http://www.hrpo.pitt.edu/guidance#c
http://www.hrpo.pitt.edu/guidance#s
https://pittpro.pitt.edu/pittpro/sd/Doc/0/99A1502RNI4497CRF5MJ2HHNE6/HRP-090%20-%20SOP%20-%20Informed%20Consent%20Process%20for%20Research.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/QCNJ9H0VLJOK30LUBJH6DSCH6F/HRP-091%20-%20SOP%20-%20Written%20Documentation%20of%20Consent.docx


View: Pitt SF: Waiver to Document Informed Consent

Waiver to Document Informed Consent

This waiver to document informed consent can be requested for any or all participants, for any
or all procedures (e.g., a verbal or computerized consent script will be used, but the subjects
will not be required to sign a written informed consent document, such as with phone
screening).

1. * Identify the specific research procedures and/or the specific subject
populations for which you are requesting a waiver of the requirement to obtain
a signed consent form:
Phone Screening

2. * Select the regulatory criteria applicable to your request:



45 CFR 46.117(c)(1) That the only record linking the subject and the research
would be the consent document and the principal risk would be potential harm
resulting from a breach of confidentiality. Each subject will be asked whether
the subject wants documentation linking the subject with the research, and the
subject's wishes will govern.


45 CFR 46.117(c)(2) That the research presents no more than minimal risk of
harm to subjects and involves no procedures for which written consent is
normally required outside of the research context


45 CFR 46.117(c)(3) If the subjects or legally authorized representatives are
members of a distinct cultural group or community in which signing forms is not
the norm.

* Address why the specific research procedures for which you are requesting
a waiver of the requirement to obtain a signed consent form presents no more
than minimal risk of harm to the research subjects:
Initial screening: Interested persons will be contacted by phone. The attached script
will be used to complete the telephone screening.

* Justify why the research involves no procedures for which written informed
consent is normally required outside of the research context:
We believe that the phone screening involves no more than standard questions that
might be asked in scheduling a routine visit for individuals with cardiometabolic risk
factors and therefore presents no more than minimal risk of harm to subjects.”

3. * Upload Scripts:

Document Category Date
Modified

Document
History

View
script to schedule in person
screen(0.01)

Waiver
Script 2/23/2022 History

View
Screening Phone
Script_2_22_22.docx(3)

Waiver
Script 2/23/2022 History

View
Telephone Screening
Guide.docx(0.01)

Waiver
Script 4/28/2020 History

https://pittpro.pitt.edu/pittpro/sd/Doc/0/OFRKBR20GVU4V6C5HUFGBKVPD2/Scheduling%20Screening%20confirmation_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/OFRKBR20GVU4V6C5HUFGBKVPD2/Scheduling%20Screening%20confirmation_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[10FA860D6F88704AB4A1B9531BF10FB9]]&Document=com.webridge.entity.Entity[OID[10FA860D6F88704AB4A1B9531BF10FB9]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/8B6NVPU5BIKKF7AA9IH5UHDED0/Screening%20Phone%20Script_Version_2.01.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/8B6NVPU5BIKKF7AA9IH5UHDED0/Screening%20Phone%20Script_Version_2.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[07C822E2B771E84189A8E7C4C1752157]]&Document=com.webridge.entity.Entity[OID[07C822E2B771E84189A8E7C4C1752157]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/PILIV9M9GS34R0N6E0H6QVVQ68/Telephone%20Screening%20Guide_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/PILIV9M9GS34R0N6E0H6QVVQ68/Telephone%20Screening%20Guide_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[8A0887D74A57374F9561B9C964C5E461]]&Document=com.webridge.entity.Entity[OID[8A0887D74A57374F9561B9C964C5E461]]


View: Pitt SF: Medical Records

Medical Records

1. You are required to submit this study to the Research Informatics Office, Health
Record Research Request (R3). Per UPMC Policy HS-RS0005, all research
projects that access or involve UPMC electronic protected health information (e-
PHI) must be submitted to R3, with the exception of clinical trials that are
contracted through the UPMC Office of Sponsored Programs and Research
Support (OSPARS).

Complete the R3 intake form available at http://rio.pitt.edu/services. An R3
representative will conduct a review. You will be notified once your R3 review is
complete or if anything further is needed.

* Describe the protected health information that will be collected from the
covered entity and/or the research derived information that will be placed
into the medical records:
Body mass index, blood pressure, and blood glucose and the diagnosis of the
following conditions: diabetes, coronary artery disease, stroke, arrhythmia,
congenital heart defect, cardiomyopathy, abdominal aortic aneurism, and myocardial
infarction will be collected. Reports to physicians will include participant changes in
physical activity and session attendance.

2. * Describe what protected health information will be obtained from a non-
UPMC/Pitt covered entity for research purposes and how the HIPAA
requirements will be met:
Only if necessary, to confirm inclusion/exclusion criteria:
Height and weight taken within the last 18 months
Diagnosis of coronary artery disease, stroke, arrhythmia, congenital heart defect,
cardiomyopathy, abdominal aortic aneurism, or previous myocardial infarction.
Diagnosis/ current treatment of high blood pressure, pre-diabetes
Recorded blood pressure, Hba1c, blood glucose, cholesterol, triglycerides within the
past 18 months.

Information will be requested from the otherwise eligible participant. Individuals who
have been screened as eligible from the phone interview, but are not UPMC
patients, will be asked to either have their physician sign a statement verifying that
they meet the eligibility criteria and identifying which of the three cardiometabolic
criteria pertains to them (overweight/obese, high blood pressure, high glucose) or
the participant can bring a copy of their medical records showing proper diagnosis/
current treatment of any above listed conditions to an in-person screening that will
take place prior to their consent/in-person baseline visit. The reviewing staff member
will record the presence/absence of diagnosis/treatment on a de-identified study
clinic form, which will be signed by the staff member and verified by another staff
member and the study PI. The medical record will be returned to the participant and
the de-identified study form will be stored in a secure location with the participant
files (in the department of Epidemiology). Use of medical records will also be
reported to Dr. Mctigue, who will review the criteria used to determine eligibility/
ineligibility.

http://rio.pitt.edu/services


View: Pitt SF: Electronic Data Management

Electronic Data Management

1. * Will only anonymous data be collected (select NO if identifiers will be
recorded at anytime during the conduct of the study)?
   Yes   No

Select all identifiers to be collected during any phase of the research including
screening:

Name: 

E-mail address: 

Social security #: 

Phone/Fax #: 

Account #: 

Medical record #: 

Certificate/license #: 
 

 

Internet Protocol (IP) Address: 

Web Universal Resource Locators (URLs): 

Social security # (for Vincent payment only): 

Full face photo images or comparable images: 
Health plan beneficiary #: 

Device identifiers/serial numbers: 

Vehicle identifiers/serial #/license plate #: 

Biometric identifiers, finger and voice prints: 

* 
a: Will you be collecting any of the following location data: geographic subdivisions
smaller than a State such as street address, city, county, precinct, zip, geocodes, etc.?
 

   Yes   No

* b: Will you be collecting any date information such as birth date, death, admission,
discharge, date of surgery/service?

   Yes   No

c: List any other unique identifying numbers, characteristics or codes related to an
individual that are to be collected:
d: Will you be collecting any data subject to the General Data Protection Regulation (GDPR)?    Yes   No

* e: Provide a justification for recording Social Security numbers including why it's required,
where it's stored, how it's protected and who will have access:

Social security
numbers may
be used to
obtain medical
record data for
a participant.

Data is also
collected for
Vincent
payment. Social
security
numbers are
obtained at the
in-person
baseline visit
and are typed
directly into
Vincent. They
are not written
or stored any
where else.

* 

For ALL identifiable data collected, will
you be coding the data by removing
the identifiers and assigning a unique
study ID/code to protect the identity of
the participant?

   Yes   No

https://www.hrpo.pitt.edu/european-union-eu-general-data-protection-regulation-gdpr


* Will the data be HIPAA de-identified?  Yes   No

* 
Briefly describe your plan to store
coded data separately from the
identifiable data:

Backup and security policies will help
ensure the safety and confidentiality of
electronic data. Backup procedures
include system backup, daily
incremental backup and off-site
fireproof storage. Security procedures
include logon and link password
protection, remote password logon
and dial-back modems, and for
internet access, separate web servers
which use SSL and encryption
algorithms. Regularly updated virus
scanning software is used routinely to
check personal computers for
computer viruses. University
computing facilities provide support in
the event of a disaster. The University
maintains confidentiality of patient
data and emerging results per a
confidentiality policy, which every staff
member is required to sign annually.

De-identified data will be stored on a
passcoded database on PITT servers.
Paper records will be kept in a locked
cabinet in a secured room in the
graduate school of public health.
Identified data will be stored in a
separate id passcoded database on
Pitt servers and paper records with
identified data will be stored in
separate files in a locked cabinet
within the graduate school of public
health

2. During this study, will restricted data as defined by the University’s Data Risk
Classification matrix ( https://www.technology.pitt.edu/security/data-risk-
classification-and-compliance ) be processed, stored, or transmitted?
 Yes   No 

3. * During this study, will sensitive data (https://www.hrpo.pitt.edu/electronic-data-
security) be collected where disclosure of identifying information could have
adverse consequences for subjects or damage their financial standing,
employability, insurability, educational advancement, reputation or place them
at risk for criminal or civil liability?
 Yes   No

4. * Select all locations where data will be stored or archived(including e.g.,
personal / employer laptop or desktop): If you have access to University owned
or controlled resources, facilities, or repositories, such as computer servers,
please choose that option to comply with the Research Data Management
Interim Policy R1 14.

Please note that to address Research Security Requirements, University data
must be stored in University owned, controlled, or approved repositories,
such as Pitt OneDrive. If UPMC or external electronic repositories must be
used, they must be approved by Pitt IT.

http://technology.pitt.edu/security/security-guideline-de-identifying-health-information
https://www.technology.pitt.edu/security/data-risk-classification-and-compliance
https://www.technology.pitt.edu/security/data-risk-classification-and-compliance
https://www.hrpo.pitt.edu/electronic-data-security
https://www.hrpo.pitt.edu/electronic-data-security
https://www.policy.pitt.edu/sites/default/files/Policies/Research-Innovation/Policy_RI_14.pdf
https://www.policy.pitt.edu/sites/default/files/Policies/Research-Innovation/Policy_RI_14.pdf


Storage
Device Description Identifiable

Data
Sensitive
Data

De-
Identified/Anonymous
Data

View

Server: Pitt
Department
Managed
Server

Data accessed on a
PITT owned desktop
computer may be
stored on a server
managed by the
Epidemiology
Department.

yes no yes

View

PITT owned
desktop,
laptop or other
device

Data will be
accessed from a
desktop computer in
a secured office in
the department of
Epidemiology at the
University of
Pittsburgh.

no no yes

View
Other:
Storage
device/server

RedCAP managed
through PITT CHRC. yes no yes

View
Cloud: Pitt
Box

Deidentified data
may be stored in Pitt
Box toward
manuscript
preparation.

no yes yes

View

UPMC:
Departmental
or Hospital
Server 

Data on
ActiveGOALS
program usage will
be stored on a
UPMC server,
managed by PITT
CHRC. The online
program is stored on
the server and
collects data on
usage minute, as
well as, workbook
page answers
completed by
participants.

yes no no

5. * Select all technologies used to collect data, interact with subjects, or store
subject data.  Technologies selected in this section may require a Vendor
Security Risk Assessment, which can be requested here.
Mobile App

Wearable device (also select mobile app if it will be used with the device)

Text messaging

Web-based site, survey, or other tool

6. * Mobile App – identify all mobile applications, including text messaging
apps, used to collect data during any phase of the research:
name Identifiable

Fitbit no

https://www.technology.pitt.edu/vendor-security-risk-assessment-operating-standard


7. * Wearable Device - identify all wearable devices used to collect data during
any phase of the research:
name Identifiable

Fitbit wristworn monitor no

Actigraph GT3x no

8. * Text Messaging - Identify all uses of SMS / cellular text messaging:
name Identifiable

Text Message no

9. * Web Based Technologies – identify all web based technologies to be used to
collect data during any phase of the research:
  name Identifiable

View Pitt Redcap Version

View Other (survey, tool, etc.) no



View: Pitt SF: Data Safety and Monitoring

Data Safety and Monitoring

1. * Describe your plan to periodically evaluate the data collected regarding both
harms and benefits to determine whether subjects remain safe.  The plan
might include establishing a data monitoring committee and a plan for
reporting data monitoring committee findings to the IRB and the sponsor:
A data and safety monitoring plan will be implemented by the Principal Investigator
and her primary mentor (Drs. Rockette-Wagner and Mctigue) to ensure that there
are no changes in the risk/benefit ration during the course of the study and that
confidentiality of research data is maintained. Each member of the study team will
meet with the PI and review confidentiality issues and complete a confidentiality
agreement, prior to having contact with research subjects. Investigators and study
personnel will meet weekly to discuss the study, including study goals and
modifications of those goals, subject recruitment and retention, intervention delivery,
progress in data coding and analysis, documentation, identification of adverse
events or research subject complaints, and violations of confidentiality) and address
any issues or concerns at that time. Minutes will be kept for these meetings and will
be maintained in the study regulatory binder. Any instances of adverse events will be
reported immediately to the University of Pittsburgh IRB using standard forms and/or
procedures that have been established by the IRB.

2. * Describe your plan for sharing data and/or specimens:
Although I do not currently have a data sharing plan, should I decide to share data in
the future, I will contact the Office of Research, before sharing de-identified research
data/materials to determine whether an agreement needs executed. The research
data/documents will be coded and subject identifiers removed prior to access by any
external persons.

3. If any research data is collected, stored, or shared in a paper format, address
what precautions will be used to maintain the confidentiality of the data:
To maintain the confidentiality of participants’ responses, all data gathered,
questionnaires, screening information and data forms will be coded with a subject
identification number only. A separate file with participants’ personal information
(e.g., name and phone numbers) will be maintained. All participant information will
be stored in a locked file cabinet in the research offices of the University of
Pittsburgh. Only the Principal Investigator or a member of this research team will
have access to participant files.

Consent forms that identify the participant by name will be sorted in a locked cabinet
separately from the remainder of the data collection forms. The data collection forms
will be assigned a code number to identify each participant, and participants will be
instructed not to identify themselves by name on any of the forms. The data file
linking the names and code numbers will be accessible only to the investigators
named on this proposal and their research staff. The data collected from each
individual will be entered into a computer file by the code number. If the data are
used in scholarly presentations or journal articles, the investigators will protect the
anonymity of individual participants and will report only aggregate data (e.g., group



means) where appropriate. The Principal Investigator will review data confidentiality
processes periodically or as indicated with the project staff.



View: Pitt SF: Return of Results

Return of Results to Subjects or Others

1. *  Indicate when personal results will be disclosed:
 Routinely to all research subjects or others

 Only upon the request of a research subject

2. *  Indicate how subjects will be informed of their personal results:
Participant results will be mailed via postal mail to the address provided by the
participate.

3. *  When will the study results be disclosed?
Screening results will be disclosed at the screening visit. Results of clinical
assessment measures will be provided within 45 days of receiving all results (from
in-person visit and Quest Labs results).

Individual End-of-Study results will be provided after all study measures are
completed on all participants.

4. *  Describe how 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., subject’s primary care provider):
Individual end-of-study subject results will be provided via mail and will be send to
the address provided by the participant. These results will contain a comparison to
mean values for the entire study cohort.

End-of-study results will also be send via postal mail to their referring physician,
using the address for the physician provided by the participant. The referring
physician will also receive a participant progress report, via postal mail, 4-6 weeks
after the participant has started the intervention.

5. *  If applicable, is the laboratory performing the analyses on the biological
specimens CLIA certified?
Quest Labs in Pittsburgh is CLIA certified. Their liscensure current expires 08-07-20.
Lic. #39D0938116.

6. *  Will the banked biological specimens or data derived from them be
provided with subject identifiers to any secondary investigators or external
entities?
 Yes   No

7. *  Will research subjects be remunerated in the event of the future commercial
development of inventions or products based on the research use of their
biological specimens?
 Yes   No



View: Pitt SF: Risk and Benefits

Risk and Benefits

1. *  Enter all reasonably foreseeable risks, discomforts, hazards, or
inconveniences to the subjects related to subjects’ participation in the
research:

View

Research Activity Clinical Measures- height, weight, waist circumference 

Common Risks none 

Infrequent Risks There is a minimal risk that measurement of height, weight, and waist could
result in psychological discomfort for the participant. No other risks or events
are anticipated.  

Other Risks No Value Entered 

View

Research Activity Clinical measures- blood pressure 

Common Risks None 

Infrequent Risks There is a minimal risk that blood pressure measurement could result in
psychological discomfort for the participant. Tightness or rubbing from the
measurement device could also cause temporary discomfort. No other risks
or events are anticipated.  

Other Risks No Value Entered 

View

Research Activity Phone Screening  

Common Risks none 

Infrequent Risks Questionnaires, Surveys, and Interviews. There is a minimal risk that revealing
thoughts and perceptions regarding overall mental and physical functioning
could result in psychological discomfort for the participant. No other risks or
events related to completing questionnaires or surveys are anticipated.
Subjects will be informed that they are free not to answer any questions they
do not wish to answer.  

Other Risks No Value Entered 

View

Research Activity Actigraph GT3x+ monitor 

Common Risks None 

Infrequent Risks Accelerometer. One potential risk when utilizing the accelerometer although
rare, is skin irritation or minimal bruising of the skin from wearing the belt for
the accelerometers. It is believed that this should occur in less than 1% of the
participants.  

Other Risks No Value Entered 

View
Research Activity Clinical Measures- Blood Draw 

Common Risks None 

Infrequent Risks The risks of taking blood include pain, a bruise at the point where the blood is
taken, redness and swelling of the vein and infection, and a rare risk of
fainting. 



Other Risks No Value Entered 

View

Research Activity Questionnaires, Surveys, and Interviews  

Common Risks none 

Infrequent Risks There is a minimal risk that revealing thoughts and perceptions regarding
overall mental and physical functioning could result in psychological
discomfort for the participant. There is also a minimal risk of breach of
confidentiality. No other risks or events related to completing questionnaires
or surveys are anticipated.  

Other Risks No Value Entered 

View

Research Activity Fitbit Monitors  

Common Risks None 

Infrequent Risks Skin irritation or minimal bruising of the skin can occur from wearing the
monitor. If Fitbit monitor data is directly uploaded to the ActiveGOALS
platform there is a chance that there could be a breach of data.  

Other Risks No Value Entered 

View

Research Activity Intervention 

Common Risks None 

Infrequent Risks Physical Activity. It is possible that subjects will experience physical exertion
or physical fatigue from increasing their programmed physical activity and
adopting a more physically active lifestyle during the course of the
intervention. The potential risks from physical activity range from minor
adverse events such as dehydration or electrolyte imbalance , breathlessness,
dizziness, nausea, bumps, bruises, muscle soreness, strains, sprains,
hyper/hypoglycemia, or asthma attacks to the extremely remote possibility of
a fatal event. There may be additional risk of heart problems for those who
have a chronic disease or experience symptoms with exercise, although this
risk is extremely minimal considering the intensity of the recommended
exercise, i.e., walking. The level of exercise recommended in the intervention
is thought to be more beneficial than harmful, but there is a very small risk of
heart attack or sudden death during exercise. Heart attack has been estimated
to occur less than once out of 500,000 hours of exercise in people without
known heart disease. The risk is greater in people with heart disease.  

Other Risks No Value Entered 

View

Research Activity Clinical Measure-Finger Stick 

Common Risks No Value Entered 

Infrequent Risks The risks of having your blood drawn by finger stick include temporary
discomfort from the needle stick, possible bruising or redness of the skin,
lightheadedness, and on rare occasion, infection.  

Other Risks No Value Entered 

2. *  Describe the steps that will be taken to prevent or to minimize risks:
Subjects will be informed that they are under no obligation to participate in the study.
They will be informed that they may withdraw at any time. To maintain the



confidentiality of participants’ responses, all data gathered, questionnaires,
screening information and data forms will be coded with a subject identification
number only. A separate file with participants’ personal information (e.g., name and
phone numbers) will be maintained. All participant information will be stored in a
locked file cabinet in the research offices of the University of Pittsburgh. Only the
Principal Investigator or a member of this research team will have access to
participant files. Participants will be reminded of the possibility that, in addition to
access given to Dr. Rockette-Wagner and her research staff, individuals from the
agencies funding the research or other appropriate government agencies may be
given access to research records. At all times, participant information will be handled
in a confidential manner consistent with other research records, and individual
names or results will not be specifically identified in any research publication.

Telephone Screening: No identifying information will be collected until the initial
screening questions are answered and the individual has expressed interest in the
study. All identifiable data collected during screening will be kept in a locked and
secure area.

The following section highlights specific plans to protect against potential risks
identified in obtaining questionnaires, surveys, and interviews; and finally, physical
activity risk:

ActiGraph GT3X+Accelerometer. To help minimize the small risk of skin irritation or
bruising from the accelerometer, we will instruct the participants on the proper
placement and wear of the belts for the monitors. Additionally, participants will be
instructed to contact the research staff in the event of skin irritation so that we can
have the opportunity to reinstruct the participant on proper wear. Monitors will not
contain identifiable information and no monitor data will be transferred electronically.
Mail back envelopes for monitors will be pre-addressed with the study site
information- labels will not contain participant names or addresses.
Fitbit monitors: To help minimize the small risk of skin irritation or bruising from the
accelerometer, we will instruct the participants on the proper placement and wear of
the monitors. Monitors will not contain identifiable information. Paticipants using
Fitbit data will be required to upload data, but will also be given the option to hand-
enter the data. In the case that data is uploaded, it will be uploaded directly to the
secured ActiveGOALS platform using an API developed by programmers at the
CRHC data center.

Clinic Measures: Questionnaires, Surveys, and Interviews: Staff will be trained to be
sensitive to the risk of participant embarrassment or other psychological discomfort
when administering surveys. They will speak with subjects quietly and work to
ensure confidentiality of the information. In addition, subjects may refuse to answer
questions that are distressing or anxiety provoking and will be provided the
opportunity to discuss any question with the Principal Investigator and study staff
under her supervision. Subjects will be informed that they are free not to answer any
questions they do not wish to answer.

Blood Samples: If an HbA1c is needed to confirm eligibility: A laboratory technician
who is proficient at finger stick will collect the sample. Participants will be seated and



made comfortable and monitored for any ill effects. For the baseline and follow-up
venipuncture: A Quest laboratory technician who is proficient at venipuncture will
collect the sample. Participants will be seated and made comfortable and monitored
for any ill effects.

Physical Activity Intervention: The potential risks during intervention are minimized
by including in the study only those individuals who are in sufficient physical
condition (confirmed by having physician approval) to participate in the intervention.
However, this risk is mitigated by the fact that most subjects will adopt a safe and
progressive walking routine (30 minutes per day, 5 days per week). In addition,
subjects are initially referred by their physician and are advised to contact their
primary care physician if they develop diabetes, heart disease or other related
health problems during the study that their primary care physician is unaware of.
Participants will be informed that they are free to withdraw from the study at any
time. Cases of dehydration or electrolyte imbalance caused by physical exertion can
be prevented or ameliorated with timely fluid intake and replacement. All physical
assessment staff and physical activity intervention coaches will be certified annually
in CPR and First Aid training. Intervention coaches will be required to have a
background in physical activity and health or exercise physiology. Any injury or
complication will be immediately reported and all appropriate emergency procedures
will be followed. The PI and her primary mentor, as well as the onsite providers, will
be available to help staff make decisions regarding the need for emergent medical
care.

Data analyses will be conducted on de-identified data. Research records including
identifiable data will be securely stored for seven years. Data will be anonymized,
and the link destroyed (shredded) after this time.

Data Collection: All efforts will be made to keep patient information private including
use of identification numbers, keeping charts secure and identifiable information
separate.

ActiveGOALS platform data: Tracking data and data on platform usage will be
collected and stored on a secure server at the University of Pittsburgh Center for
Research on Health Care (CRHC) data center.

3. Financial risks - will the subject or insurer be charged for any research
required procedures?
 Yes   No

4. Describe the steps that will be taken to protect subjects’ privacy:
A private room will be used for all clinic assessments.

5. What steps will be taken in the event that a clinically significant, unexpected
disease or condition is identified during the conduct of the study:
Individuals identified with a clinically significant, unexpected condition such as



glucose level in the diabetes range or greatly elevated lipid results will be
1) Given their results with a clear explanation of the problem, and
2) Advised to follow up with their health care provider as soon as possible.

6. Describe the potential benefit that individual subjects may experience from
taking part in the research or indicate if there is no direct benefit. Do not
include benefits to society or others:
Participants may not receive any benefit from taking part in this project. Intensive
lifestyle interventions containing a physical activity component have been shown to
reduce the onset of type 2 diabetes and the metabolic syndrome. Participation in
this study may help reduce the risk of developing diabetes and/or cardiovascular
disease. Participation in this study may benefit society by leading to the
development of a feasible clinical prescription program for physical activity and
sedentary behavior improvement that could reduce risk factors for diabetes and
cardiovascular disease as well as other conditions for which physical activity has
been shown to be beneficial.

Accomplishing the goals set out by this proposal will have the potential for making a
feasible prescription program for physical activity and sedentary behavior
improvement available for use within clinical practice (and throughout large health
systems. This information could be used toward the development of future
intervention strategies that are feasible for adult clinical care patients.

7. Do you anticipate any circumstances under which subjects might be
withdrawn from the research without their consent?
   Yes   No

*  Describe the circumstances and any procedures for orderly termination:
If for some reason they are unable to complete the majority of the sessions. If their
health status changes, it is also possible that their referring physician could withdraw
their permission for participant.

8. Describe procedures that will be followed when subjects withdraw from the
research, including partial withdrawal from procedures with continued data
collection and data already collected:
Any identifiable research or medical information recorded for, or resulting from,
participation in the study prior to the date the participant formally withdraws consent
may continue to be used and disclosed by the investigators for the purposes
described in the study protocol.





View: Pitt SF: Ancillary Reviews

Ancillary Reviews

1. Ancillary reviews or notifications selected below are required based on
previous answers to questions. If a selection is incorrect, return to the
appropriate page and adjust the answers to questions on that page:

   Conflict of Interest (COI)

   Clinical and Translational Research Center (CTRC)

   Data Security

   Honest Broker

   UPMC Investigational Drug Service

   Pitt Medical School Review

   Pitt Nursing School Review

   Pitt+Me

   IND & IDE SUPPORT (IIS)

   Radioactive Drug Research Committee (RDRC)(study involves the evaluation
or use of procedures that emit ionizing radiation)
   RCCO Business Manager (required for industry sponsored studies)

   Religious Directives

   Scientific Review

   Health Record Research Request (R3) (required if using UPMC clinical data
and authorization for other UPMC data sources for research)

   UPMC Office of Sponsored Programs and Research Support (using UPMC
facilities and/or UPMC patients during the conduct of the study)

2. Additional ancillary reviews the PI may choose to include as needed for the
research:
   Human Stem Cell Oversight (hSCRO)

   Institutional Biosafety Committee (IBC)(study involves deliberate transfer of
recombinant or synthetic nucleic acid molecules)

http://www.coi.pitt.edu/
http://www.coi.pitt.edu/
http://www.ctsi.pitt.edu/research-research.html
http://www.ctsi.pitt.edu/research-research.html
https://www.ecshsr.pitt.edu/ind-ide-support
https://www.ecshsr.pitt.edu/ind-ide-support
http://www.radsafe.pitt.edu/
http://www.radsafe.pitt.edu/
mailto:amp8@pitt.edu
https://care.upmc.com/
http://rio.pitt.edu/services
mailto:OSPARS@upmc.edu
http://www.ibc.pitt.edu/hscro
http://www.ibc.pitt.edu/hscro
http://www.ibc.pitt.edu/
http://www.ibc.pitt.edu/


View: Pitt SF: Clinical Trials

Good Clinical Practice (GCP) Training

1. * Regardless of funding source, is this study a clinical trial (as defined by the
NIH)?
 Yes   No

ClinicalTrials.gov Information

Visit the University of Pittsburgh Office for ClinicalTrials.gov website or contact ctgov@pitt.edu
for further information.  

1. * Was this study registered, or will it be registered, on ClinicalTrials.gov?
 Yes   No

2. * Is the University of Pittsburgh or UPMC the Sponsor Organization for this
study record?
 Yes   No 

* Who will be the Responsible Party for this study record?

Principal Investigator of this IRB application

Clinical Study Registry (CSR)

 Visit the Health Sciences managed Clinical Trials Office website or contact CTOHelp@pitt.edu
for further information regarding health sciences studies that must be registered.

1. * Has this study been registered with Clinical Study Registry maintained by
Pitt’s Clinical Trials Office within the Health Sciences?

https://grants.nih.gov/policy/clinical-trials/definition.htm
https://grants.nih.gov/policy/clinical-trials/definition.htm
https://clinicaltrials.gov/ct2/home
http://rcco.pitt.edu/clinicaltrialsgov
mailto:ctgov@pitt.edu
https://cto.pitt.edu/
mailto:CTOHelp@pitt.edu


https://pittpro.pitt.edu/pittpro/sd/Doc/0/QS3L0TL0RNO45COVU22TTCQB94/Study%20Info%20Clinic%20Visual%20Aid_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/9LFKH6A8HUR4F79NU0OAAHFQ55/4_Fitbit%20Coach%20Protocol_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/OEC2JQOVBU7KP546NF5A2PTDED/3_ActiveGOALS_lesson_tips_10_1_21_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/58NME1QKMBKKP3QA4FGFOV060B/2_Coach_protocol_8_17_18_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/FR4J3FECUFKKFFD7U85V9U2MD1/FRIAR%20study20030079%20%20Fiscal%20Approval%2010-28-2021_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[20E60337A84FA64EBBACC0A870A1A9EB]]&Document=com.webridge.entity.Entity[OID[20E60337A84FA64EBBACC0A870A1A9EB]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/LFMD22UPBKAKVC04V1H02NI795/Insert_IRB_11_1_21_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[D8D950E4E02D0749A412C4ADD5DEA927]]&Document=com.webridge.entity.Entity[OID[D8D950E4E02D0749A412C4ADD5DEA927]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/76N2U465MGP47B3Q24FB0B5867/Website%20Content_Additional%20Features_4_23_21_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[618F3A894B7DD54493799920E361D53E]]&Document=com.webridge.entity.Entity[OID[618F3A894B7DD54493799920E361D53E]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/M2N53SA39DFKHDKD63I53GPAFA/Website%20Content_Using%20Graphs_4_23_21_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[5F63210896A8884B8CA5F0264102F17F]]&Document=com.webridge.entity.Entity[OID[5F63210896A8884B8CA5F0264102F17F]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/5J7KMC7LORAKB9BRDGJHM05T87/Webpage%20Content_Device%20Care_4_23_21_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[DEF201235A8E6B459B4A505FCEB8B996]]&Document=com.webridge.entity.Entity[OID[DEF201235A8E6B459B4A505FCEB8B996]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/2PK78MGARLL47FI6BHTPGNDH56/Webpage%20Content_Dashboard_Website_4_32_21_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[A5BAF3B8FB30F3458CFF4D0EB98E0B3F]]&Document=com.webridge.entity.Entity[OID[A5BAF3B8FB30F3458CFF4D0EB98E0B3F]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/A0BCTEI7P5T4R3NG1S4F1QPR77/Webpage%20Content_Dashboard_App_4_23_21_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[25920FF5419C254687EE38832D0E7972]]&Document=com.webridge.entity.Entity[OID[25920FF5419C254687EE38832D0E7972]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/H8P52CT537F4J3HGP4QL66V7C5/Tracking_Syncing_4_23_21_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[EEBF031A53433141B45ACD11ADD1017E]]&Document=com.webridge.entity.Entity[OID[EEBF031A53433141B45ACD11ADD1017E]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/1BIS7TMJ6H34HDUA612P91MLF2/Fitbit%20only%20group_brochure_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[F4E2A1A61E38CD4AA9945EA2474A9536]]&Document=com.webridge.entity.Entity[OID[F4E2A1A61E38CD4AA9945EA2474A9536]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/0F4ON4GE9LP4F4CBAPTCRFQKEC/Preferred_contact_messaging_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[F1D5E72DC9085745B2BD66AA019A0761]]&Document=com.webridge.entity.Entity[OID[F1D5E72DC9085745B2BD66AA019A0761]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/C08GH2RPTCDKT9HK0LD3T84KE3/Postcard_upcoming%20assessment_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/C08GH2RPTCDKT9HK0LD3T84KE3/Postcard_upcoming%20assessment_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[47BBB05829D51D47A0BDB136DD61AE8D]]&Document=com.webridge.entity.Entity[OID[47BBB05829D51D47A0BDB136DD61AE8D]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/ACMUG4TDQUPK58OIEIPKDTA20F/Postcard_schedule%20assessment_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/ACMUG4TDQUPK58OIEIPKDTA20F/Postcard_schedule%20assessment_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[1457C9E0C107DD498273289EDB22EF53]]&Document=com.webridge.entity.Entity[OID[1457C9E0C107DD498273289EDB22EF53]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/UQ3S0VSPSGH4P7HBQGC3AMEKCC/Postcard_milestone_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[BCC1D04665B61944A5733BE70DB5F94B]]&Document=com.webridge.entity.Entity[OID[BCC1D04665B61944A5733BE70DB5F94B]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/K2S71H8J4JNK38LLAI8RIAK599/Postcard_haven%27t%20heard_monitor_end_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/K2S71H8J4JNK38LLAI8RIAK599/Postcard_haven%27t%20heard_monitor_end_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[A12D7D01A95A9A45BD984F83E4E9B1B8]]&Document=com.webridge.entity.Entity[OID[A12D7D01A95A9A45BD984F83E4E9B1B8]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/T7D5SL45P2P49CHTCN94EI677E/Postcard_haven%27t%20heard_monitor_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/T7D5SL45P2P49CHTCN94EI677E/Postcard_haven%27t%20heard_monitor_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[0B0C5DBA84C6804F871314533EA73116]]&Document=com.webridge.entity.Entity[OID[0B0C5DBA84C6804F871314533EA73116]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/97ITSRCA4TM4V6EFR55BCTTN4C/Postcard_haven%27t%20heard_gen_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[3B6CA2D06F4841439B8FE32EE906E084]]&Document=com.webridge.entity.Entity[OID[3B6CA2D06F4841439B8FE32EE906E084]]


https://pittpro.pitt.edu/pittpro/sd/Doc/0/HADMABLUG0RK310SCOE8M0OJ89/haven%27t%20heard_login_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/K1D4F3DA3U8K5DBU1B1FRD0514/Certificate_reached%20goal_generic_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/VTAHPNJQ0VK4H0KPVP3V05995D/Certificate_reached%20goal_150%20minutes_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/JLJ6S6LQCFHKHCPQ7DRSIQ7MEC/Certificate_completed%20program_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/0DPP47EKQ11KD2NEJC9VJH8VCE/Certificate_completed%20all%20sessions_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/NG8NUGA94CUKFFDPOMK4PRM495/TimeManagement_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/SC68B6DKRQSKPCLKN1230BNBDC/WalkingEventPrep_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/O2UR82FP9HRK78UILT17OE3BC7/TalkingToDoctorPA_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/B95L292MK1LK50TOF25SN4JKA4/SMART%20Goals_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/3AG1IDA6EGSKT9PP711O0DEE66/PAandMood_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/290Q10SFVV2K7D6G5P07CDER33/Hydration_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/FQ1Q1F0FPILK7C78F5AQDH2R13/recipes_2_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/2EU50DF5KMH4FBBBMIG48CAN61/recipe_1_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/PQV4GE1N1LTK39EUP7M1OR1C7E/Fueling%20up%20for%20Fitness_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/EGQ8SF35DUH438DJU93KCDU95C/ExtremeWeather_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/LAEFD5KS2PE4N4HNNIN085SD32/Action%20Plan%20Journal_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/O6A9K0D7CVL4F2QUUAOGOBJKA2/ReflectionTips_RD_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/G7JNE6AVB7M494TS2C8TLIR049/ObservationalLearning_resource_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/NDJNVBIHUJGKR43M7O7SC67G7B/Lesson5_SedentaryIntructions_Fitbit_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/M3P72E2QJR04DCDG59TUSTLP35/joininggym_resources_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/0VRD850VN1F4R93D5VBJ85FH3F/injury_resources_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/I2U6POOUNJTKD8TE3RJTGK8S7D/HRtoActivityWKSHT_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/CC03H5HF81AKP6LINSIG160H63/5minseatbreak_resources_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/HL5IASGD2GR4V9J8QK19U66LA9/13_Ways%20to%20stay%20motivated_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[D11F4A142CD0E442B9407E2008949C00]]&Document=com.webridge.entity.Entity[OID[D11F4A142CD0E442B9407E2008949C00]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/LA9F082P2LTKD32G98H92VML2D/8_Slippery%20Slope%20of%20Lifestyle%20Change_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[130976B2EE288D4F8FB59CEFAE2D951A]]&Document=com.webridge.entity.Entity[OID[130976B2EE288D4F8FB59CEFAE2D951A]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/UR83K25HJC6KHFIC8U3CFBF856/7_Talk%20back%20to%20negative%20thoughts_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[B34938ADC843B645ABBEFA657FB07A2E]]&Document=com.webridge.entity.Entity[OID[B34938ADC843B645ABBEFA657FB07A2E]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/O1KIUTU1SCI4T9F3TLL32VKD8A/6_Problem%20solving_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[ABAC5010DC396041A3C0691A860EFFB5]]&Document=com.webridge.entity.Entity[OID[ABAC5010DC396041A3C0691A860EFFB5]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/PP4515IL229KL65B61J4N3B108/5_sit%20less%20for%20your%20health_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[92B8B775BAB0CB409E2BEDB2205B3860]]&Document=com.webridge.entity.Entity[OID[92B8B775BAB0CB409E2BEDB2205B3860]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/I54355IO3U7415RPMU2PHNL292/2_Move%20those%20muscles_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[7668EEFE4348034D91ACAF960A7A98A0]]&Document=com.webridge.entity.Entity[OID[7668EEFE4348034D91ACAF960A7A98A0]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/VU1FGF5FM04KN7BV92FJHAV955/1a_PATracking_Mini_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[9764AF3C24E01E4D9D7EDD639392FB3C]]&Document=com.webridge.entity.Entity[OID[9764AF3C24E01E4D9D7EDD639392FB3C]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/KQ7M2MHNQQLKVBQ0V1HA38NS9C/1_Getting%20started_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[FB0E5B3BF0CC7341B48D2635592871A9]]&Document=com.webridge.entity.Entity[OID[FB0E5B3BF0CC7341B48D2635592871A9]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/CIPE19OTTBEKBCFSPHI4K6RCE7/0_Orientation_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[D979982B49B5A642BB1ABE2EC5B3515B]]&Document=com.webridge.entity.Entity[OID[D979982B49B5A642BB1ABE2EC5B3515B]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/93MP3LV7G2QKTDNBU1TKK9SCA0/Lesson%20Quiz_13_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[377EB90A43967245BCAC84356A45A876]]&Document=com.webridge.entity.Entity[OID[377EB90A43967245BCAC84356A45A876]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/V4APQPLVMBP4767OIKR3AQ995A/Lesson%20Quiz_12_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[7F78E1CA0CFFA74C94A4A3C855272347]]&Document=com.webridge.entity.Entity[OID[7F78E1CA0CFFA74C94A4A3C855272347]]


https://pittpro.pitt.edu/pittpro/sd/Doc/0/37KU8EG4RB6KP2QOPCI0APO648/HIPAA-Authorization-for-Use-or-Disclosure-of-Health-Information_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/37KU8EG4RB6KP2QOPCI0APO648/HIPAA-Authorization-for-Use-or-Disclosure-of-Health-Information_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/Doc/0/37KU8EG4RB6KP2QOPCI0APO648/HIPAA-Authorization-for-Use-or-Disclosure-of-Health-Information_Version_0.01.pdf
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[B838A24FFE73554EA1C4912CBCF48F69]]&Document=com.webridge.entity.Entity[OID[B838A24FFE73554EA1C4912CBCF48F69]]
https://pittpro.pitt.edu/pittpro/sd/Doc/0/AP5OLM0AN8K4F4T39P00C1B20A/Permission%20to%20Contact%20Physician_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/Doc/0/AP5OLM0AN8K4F4T39P00C1B20A/Permission%20to%20Contact%20Physician_Version_0.01.docx
https://pittpro.pitt.edu/pittpro/sd/ResourceAdministration/VersionedResource/MetaInfoViewer?bindTo=com.webridge.entity.Entity[OID[2A4B97E54D50E8449D086D74ABCD8116]]&Document=com.webridge.entity.Entity[OID[2A4B97E54D50E8449D086D74ABCD8116]]


View: Pitt Create

Add Storage Information

1. * Select a Storage Type:
Server: Pitt Department Managed Server

2. Description:
Data accessed on a PITT owned desktop computer may be stored on a server
managed by the Epidemiology Department.

3. * Will identifiable data be stored in this location?
 Yes   No

4. * Will sensitive data be stored in this location?
 Yes   No

5. Will de-Identified or anonymous data be stored in this location?
 Yes   No

6. Provide additional information as needed:
Information for recruitment (including name, address, phone, email) will be stored on
the PITT server in a secure location with limited access. Deidentified datasets will
also be stored on the PITT server in a seperate secured location with limited access.



View: Pitt Create

Add Storage Information

1. * Select a Storage Type:
PITT owned desktop, laptop or other device

2. Description:
Data will be accessed from a desktop computer in a secured office in the
department of Epidemiology at the University of Pittsburgh.

3. * Will identifiable data be stored in this location?
   Yes   No

4. * Will sensitive data be stored in this location?
   Yes   No

5. Will de-Identified or anonymous data be stored in this location?
   Yes   No

6. * Is anti-virus software installed and up to date on all devices and are the
operating systems kept up-to-date on all devices?
   Yes   No

7. Provide additional information as needed:



View: Pitt Create

Add Storage Information

1. * Select a Storage Type:
Other: Storage device/server

2. Description:
RedCAP managed through PITT CHRC.

3. * Will identifiable data be stored in this location?
 Yes   No

4. * Will sensitive data be stored in this location?
 Yes   No

* Define your encryption methods:
• BitLocker (Windows) (Turn on device encryption)
• File Vault (Mac) (Use FileVault to encrypt the startup disk on your Mac)
• SecureZIP (SecureZIP: Getting Started (Windows) | University of Pittsburgh)

Backup and security policies will help ensure the safety and confidentiality of
electronic data. Backup procedures include system backup, daily incremental
backup and off-site fireproof storage. Security procedures include logon and link
password protection, remote password logon and dial-back modems, and for
internet access, separate web servers which use SSL and encryption algorithms.
Regularly updated virus scanning software is used routinely to check personal
computers for computer viruses. University computing facilities provide support in
the event of a disaster. The University maintains confidentiality of patient data and
emerging results per a confidentiality policy, which every staff member is required to
sign annually.

5. Will de-Identified or anonymous data be stored in this location?
 Yes   No

6. Provide additional information as needed:
The RedCAP database is the main storage database for the project. The database
is passcoded and access to identified data is further restricted within the project file.

https://support.microsoft.com/en-us/windows/turn-on-device-encryption-0c453637-bc88-5f74-5105-741561aae838
https://support.apple.com/en-us/HT204837
https://www.technology.pitt.edu/help-desk/how-to-documents/securezip-getting-started-windows


View: Pitt Create

Add Storage Information

1. * Select a Storage Type:
Cloud: Pitt Box

2. Description:
Deidentified data may be stored in Pitt Box toward manuscript preparation.

3. * Will identifiable data be stored in this location?
   Yes   No

4. * Will sensitive data be stored in this location?
   Yes   No

5. Will de-Identified or anonymous data be stored in this location?
   Yes   No

6. Provide additional information as needed:
Deidentified data, using study assigned ID #s may be stored in Pitt box-toward
manuscript preparation. This could include the resuts of clinical study mesaures and
blood draw. Additional diagnosis from self-report and EHR data could also be stored
here (all deidentified). Most deidentified data stored in Pitt Box will be grouped data,
not individual level data. All data will be removed from the box after manuscript
completion.

7. Will access to the files or folders be restricted to only those research team
members involved in the study(e.g., Specific people are granted access)?
   Yes   No 



View: Pitt Create

Add Storage Information

1. * Select a Storage Type:
UPMC: Departmental or Hospital Server

2. Description:
Data on ActiveGOALS program usage will be stored on a UPMC server, managed
by PITT CHRC. The online program is stored on the server and collects data on
usage minute, as well as, workbook page answers completed by participants.

3. * Will identifiable data be stored in this location?
 Yes   No

4. * Will sensitive data be stored in this location?
 Yes   No

5. Will de-Identified or anonymous data be stored in this location?
 Yes   No

6. Provide additional information as needed:
Participants are identified by name in the program and interact with their coach
through the platform, using their names. Study assigned ids are not stored in the
ActiveGOALS program.

Backup and security policies will help ensure the safety and confidentiality of
electronic data. Backup procedures include system backup, daily incremental
backup and off-site fireproof storage. Security procedures include logon and link
password protection, remote password logon and dial-back modems, and for
internet access, separate web servers which use SSL and encryption algorithms.
Regularly updated virus scanning software is used routinely to check personal
computers for computer viruses. University computing facilities provide support in
the event of a disaster. The University maintains confidentiality of patient data and
emerging results per a confidentiality policy, which every staff member is required to
sign annually.



View: Pitt Risk

Risk

1. * Research Activity:
Clinical Measures- height, weight, waist circumference

2. Common Risks:
none

3. Infrequent Risks:
There is a minimal risk that measurement of height, weight, and waist could result in
psychological discomfort for the participant. No other risks or events are anticipated.

4. Other Risks:



View: Pitt Risk

Risk

1. * Research Activity:
Clinical measures- blood pressure

2. Common Risks:
None

3. Infrequent Risks:
There is a minimal risk that blood pressure measurement could result in
psychological discomfort for the participant. Tightness or rubbing from the
measurement device could also cause temporary discomfort. No other risks or
events are anticipated.

4. Other Risks:



View: Pitt Risk

Risk

1. * Research Activity:
Phone Screening

2. Common Risks:
none

3. Infrequent Risks:
Questionnaires, Surveys, and Interviews. There is a minimal risk that revealing
thoughts and perceptions regarding overall mental and physical functioning could
result in psychological discomfort for the participant. No other risks or events related
to completing questionnaires or surveys are anticipated. Subjects will be informed
that they are free not to answer any questions they do not wish to answer.

4. Other Risks:



View: Pitt Risk

Risk

1. * Research Activity:
Actigraph GT3x+ monitor

2. Common Risks:
None

3. Infrequent Risks:
Accelerometer. One potential risk when utilizing the accelerometer although rare, is
skin irritation or minimal bruising of the skin from wearing the belt for the
accelerometers. It is believed that this should occur in less than 1% of the
participants.

4. Other Risks:



View: Pitt Risk

Risk

1. * Research Activity:
Clinical Measures- Blood Draw

2. Common Risks:
None

3. Infrequent Risks:
The risks of taking blood include pain, a bruise at the point where the blood is taken,
redness and swelling of the vein and infection, and a rare risk of fainting.

4. Other Risks:



View: Pitt Risk

Risk

1. * Research Activity:
Questionnaires, Surveys, and Interviews

2. Common Risks:
none

3. Infrequent Risks:
There is a minimal risk that revealing thoughts and perceptions regarding overall
mental and physical functioning could result in psychological discomfort for the
participant. There is also a minimal risk of breach of confidentiality. No other risks or
events related to completing questionnaires or surveys are anticipated.

4. Other Risks:



View: Pitt Risk

Risk

1. * Research Activity:
Fitbit Monitors

2. Common Risks:
None

3. Infrequent Risks:
Skin irritation or minimal bruising of the skin can occur from wearing the monitor. If
Fitbit monitor data is directly uploaded to the ActiveGOALS platform there is a
chance that there could be a breach of data.

4. Other Risks:



View: Pitt Risk

Risk

1. * Research Activity:
Intervention

2. Common Risks:
None

3. Infrequent Risks:
Physical Activity. It is possible that subjects will experience physical exertion or
physical fatigue from increasing their programmed physical activity and adopting a
more physically active lifestyle during the course of the intervention. The potential
risks from physical activity range from minor adverse events such as dehydration or
electrolyte imbalance , breathlessness, dizziness, nausea, bumps, bruises, muscle
soreness, strains, sprains, hyper/hypoglycemia, or asthma attacks to the extremely
remote possibility of a fatal event. There may be additional risk of heart problems for
those who have a chronic disease or experience symptoms with exercise, although
this risk is extremely minimal considering the intensity of the recommended
exercise, i.e., walking. The level of exercise recommended in the intervention is
thought to be more beneficial than harmful, but there is a very small risk of heart
attack or sudden death during exercise. Heart attack has been estimated to occur
less than once out of 500,000 hours of exercise in people without known heart
disease. The risk is greater in people with heart disease.

4. Other Risks:



View: Pitt Risk

Risk

1. * Research Activity:
Clinical Measure-Finger Stick

2. Common Risks:

3. Infrequent Risks:
The risks of having your blood drawn by finger stick include temporary discomfort
from the needle stick, possible bruising or redness of the skin, lightheadedness, and
on rare occasion, infection.

4. Other Risks:


