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STUDY PROTOCOL with SAP & ICF

Section A: Experimental Design
This study will employ a quasi-experimental design utilizing repeated measures (specific

aim 1), followed by cross-sectional analysis (specific aims 2 and 3). The target sample size for
the study will be 25 physical therapists and 90 patients. Patient-reported outcome measures were
selected based upon their reliability, validity and internationally accepted use. Given that there is
no single universal patient reported outcome measure for the shoulder, multiple measures will be
utilized during the third aim of this project.

Specific Aim 1

The first specific aim will be to determine the reliability of the shoulder symptom

irritability classification scale. To address this aim, the project will analyze paired rater
judgments of shoulder symptom irritability (high, moderate or low) from 90 patients with
shoulder pain. Raters will be physical therapists from multiple clinics trained in rating shoulder
symptom irritability. Prevalence-adjusted, bias-adjusted Kappa for ordinal scales (PABAK-OS)'
will be the primary measure of reliability. However, analysis may be adjusted based on the data
distribution.

Specific Aim 2

The second aim is to compare level of functional limitation between shoulder symptom
irritability groups. To address this aim, the project will analyze patient-reported functional
measures using analysis of variance with post-hoc analysis to compare functional disability
across different levels of shoulder symptom irritability. The independent variable will be the
shoulder symptom irritability level, and dependent variables will include patient-reported
functional status measures. The hypothesis is that patients with higher irritability will report
greater functional deficits.

Specific Aim 3
The final specific aim is to determine if the level of shoulder symptom irritability dictates

the chosen intervention intensity. To address this aim, raters will select planned intervention
choices for each of the 90 patients, utilizing a pre-specified list of possible physical therapy
interventions. Data analysis will include PABAK-OS for correlation, and independent t-test for
differences between clinical specialist and non-specialist groups. The hypothesis is that patients
with high irritability will be prescribed interventions aimed at minimizing the physical stress to
the affected tissue(s), while patients with low irritability will be prescribed interventions at a
higher intensity to address the physical impairments.

Section B: Subjects
1. Number of subjects
Raters will be recruited from outpatient physical therapists in the St. Luke’s

University Health Network with an expected response of 25. Patient subjects will be

recruited from a convenience sample of consecutive patients presenting for physical
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therapy consultation for shoulder pain. Expected patient sample size is 90 subjects over a
6-month period. As pilot data has demonstrated K>0.85 with similar methodology,” this
study is powered at 80% to determine a K>0.80 with a sample size of 48 with a null K
value of 0.40.” However, due to the expected restriction of subjects in phases 2 and 3 of
this study (to only those subjects with 100% agreement between raters to maintain the
integrity of internal validity), doubling the required sample size is prudent to maintain
power of the subsequent analyses.

2. Ceriteria for inclusion/exclusion

Rater Group

Inclusion criteria will be state licensure as a physical therapist and regular
clinical practice with patients with shoulder disorders, defined as a minimum of 500
clinical hours per year in an orthopaedic setting with >10% of patients with shoulder
disorders. Exclusion criteria will include not meeting inclusion criteria.
Patient Group

Inclusion criteria will be presenting with a chief complaint of shoulder pain, not
extending to the neck, for outpatient physical therapy consultation. Exclusion criteria
will include illiteracy in English and age less than 18 years. Additionally, subjects will be
excluded from the study if they present with pain or symptoms distal to elbow, have had
shoulder surgery on the symptomatic side in the past year, if active or passive cervical
spine ROM reproduces shoulder pain, have a positive Spurling’s test, or if they are
unable to complete the patient reported functional questionnaires. Subjects found to have
need for referral to another medical professional will be provided with the appropriate
referral. If the reason for referral would prevent them from participating safely in the
study, that subject will be excluded from testing.

3. Institutional Review Board (IRB) approval
Ethics approval has been obtained from the Institutional Review Boards of St.

Luke’s University Health Network (SLHN 2016-61) and Nova Southeastern University
(2016-379). Written informed consent will be obtained from each subject prior to

enrollment.

Section C: Methods and Instrumentation
Instrumentation

Demographic information questionnaire

The survey will collect demographic data from raters including name, age, years
of practice, advanced certification(s), gender, entry-level degree, and highest earned
degree.

Version Number:1
Version Date:6/29/2016



76
7
78
79
80
81
82
83
84
85
86
87
88
89
90
91
92
93
94
95
96
97
98
99
100
101
102
103
104
105
106
107
108
109
110
111
112
113

St. Luke’s University Health Network Kareha

Stephen Kareha 4

Director, Orthopaedic Physical Therapy Residency
484-426-2544
IRB Control #: 2016-61

Shoulder Symptom Irritability Classification Scale

Raters will classify patient subjects in one of three shoulder symptom irritability
levels based upon: pain level, presence of night or resting pain, onset of pain during
motion, differences between active and passive range of motion, and level of disability.“'6
Patient-Reported Outcome Scales

Three patient-rated outcome scales will be administered for the purpose of

enhancing generalizability, as there is no single gold standard patient-reported outcome
7.8

scale for patients with shoulder pain.
Focus On Therapeutic Outcomes (FOTO)

The FOTO scale’ is a computerized adaptive test (CAT) and will be
administered via iPad (iPad 2, Apple, Cupertino, CA) at each St. Luke’s Physical
Therapy clinic. The FOTO scale has been found to be a reliable and valid
measurement system for outpatient orthopedic rehabilitation,”"" and has
demonstrated good construct validity and responsiveness for patients with
shoulder complaints.'*"> The FOTO questionnaire has a low burden on patients,
with a mean test administration time of 1 minute and 29 seconds (SD =90
seconds).12 Furthermore, the standard error of the mean (SEM) has been found to
be 1.30 with a minimal detectable change with 95% confidence (MDCoys) of 3.60-
10.88 functional score units.'>"? Additionally, FOTO will be utilized to collect
demographic data for each patient including comorbidities, age, gender, height,
weight, chronicity of symptoms, type of insurance used, level of fear avoidance,
and number of surgeries.

Penn Shoulder Score (PSS)

The Penn Shoulder Score (PSS), originally published in 1999'* and
validated in 2006," is a self-report questionnaire consisting of three sections:
pain, satisfaction, and function. The function subscale consists of twenty (20)
items, each on a 4-point Likert scale. Each item is scored as 0 (can’t do at all), 1
(much difficulty), 2 (with some difficulty), or 3 (no difficulty). The item scores
are then summed to determine the subscale score out of 60 (no difficulty for all
items). Resultant scores for each subscale are divided by the total range from 0-
100 with 0 as greatest disability and 100 as no disability."* The PSS has
demonstrated good test-retest reliability (ICC,,; = 0.94) with a SEMy of 8.5."
The MDCy is 12.1, and the minimal clinically important difference (MCID) was
found to be 11.4."

American Shoulder and Elbow Surgeons (ASES) Shoulder Score

The American Shoulder and Elbow Surgeons (ASES) Shoulder Score,
originally published in 1994'® and validated in 2002, is a self-report
questionnaire consisting of two sections: one visual analog scale (VAS) to
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measure pain, and ten items to measure activities of daily living. The
questionnaire takes 3 minutes to complete and is scored as follows: [(10 — VAS
pain) x 5] + (5/3 x sum of ADL items).18 Resultant scores for each subscale range
from 0-100 with O as greatest disability and 100 as no disability.18 The ASES has
demonstrated good to excellent test-retest reliability (ICC = 0.61-0.96) with an
SEM of 6.7."® The MDCos is 11.2,"” and the MCID was found to be 12.0."” A
recent systematic review found the ASES to be one of the only patient-reported
functional scales for rotator cuff disease to have measurement error below 10% of
the global score.”’
Numeric Pain Rating Scale
The Numeric Pain Rating Scale (NPRS) is an 11-point Likert scale that can be
used to measure pain intensity. The NPRS is a standard pain assessment scale that uses a
0-10 scale (no pain to worst pain imaginable, respectively) in order to determine a
patient’s level of pain. Patients rate their current level of pain and their worst and least
amount of pain in the last 24 hours. The average of the 3 ratings is used to represent the
patient’s level of pain. The NPRS has demonstrated good reliability (ICC;;=0.74)and
responsiveness (MDC = 2.5, MCID = 1.1) in subjects with shoulder pain21 and excellent
reliability in an upper extremity orthopaedic population.22 Furthermore, the NPRS has
been used to assess pain severity of both traumatic and atraumatic etiologies.23
Range of Motion
Goniometric measurements of shoulder AROM in symptomatic patients
demonstrates fair-good reliability with regards to intra- and inter-rater reliability (Inter-
rater Rho = 0.64-0.80; Intra-rater Rho = 0.53-0.91).***" Passive range of motion (PROM)
demonstrates even greater reliability with intra-examiner ICC values = 0.98, and inter-

examiner ICC values ranging from 0.87-0.89.%
End Feel - Pain

The ability to utilize end feel to determine sequence of pain in relation to tissue
resistance has generally shown good intra-rater reliability (K = 0.48 to 0.59,%® K,, = 0.59
to 0.87%°) and is frequently used for clinical decision-making.*

Procedures

At least 2 raters will be recruited from each site. Raters will be trained with the following
materials: (1) Collaborative Institutional Training Initiative (CITI) training for those involved in
consenting the patients; (2) the reading of the Staged Approach for Rehabilitation Classification:
Shoulder Disorders® with direction to pay special attention to the section on Level 3
classification and Table 3;°"" "> and (3) a short online narrated presentation to reinforce
understanding of the content. The intent of this training method is to increase the generalizability
of the study results, and to avoid overly specialized training methods that would be difficult to

reproduce clinically.
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Patients will be recruited by the raters from their regular caseload (Appendix C). Patients
will receive a brief explanation about the study, provide informed consent, and be asked to
complete the functional questionnaires as part of the outpatient admissions process. The first
therapist will rate the patient’s shoulder symptom irritability level during the normal examination
process utilizing the intake (Appendix C). Raters will inquire on the presence of night or resting
pain and complete a physical examination including measurement of active and passive shoulder
flexion. Range of motion measurements will be utilized for direct comparison and to determine
the onset of pain during passive motion. Shoulder flexion will be measured utilizing goniometric
procedures described elsewhere.”** Active range of motion testing will be performed in
standing and passive range of motion testing will be performed in supine.

After the first rater has completed their examination and prior to any intervention that
may change the shoulder symptom irritability, a second rater, blinded from the first rater’s
assessment, will then examine and rate the subject (Appendix C). In addition to the shoulder
symptom irritability rating, both raters will also be asked to provide a treatment intensity
recommendation based upon the examination findings (Appendix C). Data collection forms will
be placed in a sealed envelope and sent via interoffice mail for analysis. To maintain rater
blinding, raters will be asked to not discuss ratings until data collection is complete.

Data Collection and Storage

Data will be collected for a period of 6 months. All data will be kept on a secure,

password-protected server (RedCap, Nashville, TN; https://redcap.slhn.org/).

Section D: Statistical Analysis
Descriptive statistics will be used to characterize both raters and patients. Frequencies

will be utilized for categorical variables, and means with standard deviations for continuous
variables.

A repeated measures design, utilizing two raters per subject, will be utilized to determine
inter-rater reliability. The raters will independently rate the subject’s shoulder symptom
irritability level utilizing the recently developed shoulder symptom irritability scale.* The inter-
rater reliability will be evaluated using the PABAK-OS statistic.'” For evaluation of statistical
significance, a two-tailed confidence interval will be utilized with a set to 0.05, and the null
hypothesis will be that the PABAK-OS will be <0.40.°

Analysis of variance with post-hoc analysis will be utilized for evaluation of differences
in patient reported functional limitation and pain subscales between shoulder symptom
irritability groups. For evaluation of statistical significance, o will be set to 0.05.

Lastly, to evaluate correlation between intervention intensity and diagnosed level of
shoulder symptom irritability, the PABAK-OS statistic will be used. Additionally, independent t-
tests will be utilized to evaluate for difference between groups for hypotheses 1 and 2 of aim 3.
For evaluation of statistical significance, a will be set to 0.05.
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Section E: Limitations and Potential Problems
One potential problem is the need to have more than one clinician trained and available to

rate the subjects at all times. Many clinics in this regional hospital network have fewer than
three physical therapists and thus, there will be a risk of potential subject loss during the
reliability phase. Iintend to address this barrier via incentives derived from grant application
and via administrative support as the hospital network has a defined educational and research
vision.

A limitation to this study is the use of physical therapists and consecutive patients from a
single regional hospital network. However, the regional hospital network encompasses over 30
locations with over 80 physical therapists, 18 of which are clinical specialists. Furthermore, the
need to have more than one clinician trained and available to rate the subjects at all times could
potentially lead to subject loss during the reliability phase.

Another limitation of this study would be the limitation of data in aim 3 to only those
subjects who had complete agreement between raters. This would potentially reduce the power
of this part of the study. However, the risk to internal validity by utilizing the subjects without
complete agreement would be a greater threat to the study than the limitation of power to aim 3
and, to minimize the effect of this limitation, sample size will be twice the size needed to power
the study at 80%.

Additionally, the FOTO functional status instrument is a proprietary measure, and while
it is utilized nationally and internationally, it is not likely that it will be universally used due to
its proprietary nature, thus limiting the generalizability of that aspect of the study. Finally, the
data obtained regarding clinician outcome trends is retrospective rather than prospective. While
longitudinal data would be ideal, the aim of utilizing retrospective data is to determine if further
investigation utilizing longitudinal data is necessary, given the time and financial implications of
such a study.
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APPENDIX A: IRB INFORMED CONSENT - SUBJECTS

St. Luke’s University Health Network
Informed Consent Document for Human Subjects Research

Department: Physical Therapy at St. Luke’s

Principal Investigator: Stephen Kareha, DPT Telephone: 484-426-2544
Co-investigator: Alicia Fernandez-Fernandez, DPT, PhD Telephone: 954-262-1653
Co-investigator: Philip McClure, PT, PhD Telephone: 215-572-2863

Medical Study Title: Shoulder Symptom Irritability: A Single-Blinded Observational Study

Lay Study Title: Shoulder Symptom Irritability Testing

Sponsor: None

What Is Informed Consent?

You are being asked to take part in a medical research study. As required by federal regulations,
this research study has been reviewed and approved by an Institutional Review Board (IRB), a
committee that reviews, approves and monitors research involving humans. Before you can make
a decision about whether to participate, you should understand the possible risks and benefits
related to this study. This process of learning and thinking about a study before you make a
decision is known as informed consent and includes:

e Receiving detailed information about this research study;

e Being asked to read, sign and date this consent form, once you understand the study and
have decided to participate. If you don’t understand something about the study or if you
have questions, you should ask for an explanation before signing this form;

e Being given a copy of the signed and dated consent form to keep for your own records.

What is the purpose of this study?

Shoulder pain is a large medical and economic problem. Each person that is treated for shoulder
pain has a unique case, however, research is continually being performed to try to help medical
providers better treat these patients. One way we are trying to enhance this is by developing a
tool for classifying the level of “shoulder symptom irritability,” or pain and dysfunction levels,
of patients with shoulder pain. This study is looking at the reliability (or accuracy) and use of this
irritability scale between many different physical therapists.

How many individuals will participate in the study and how long will the study last?
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90 patients will participate at St. Luke’s University Health Network. Your involvement in the
study will last about 1 day.

What will I have to do during the study?

Whether or not you choose to participate, your treatment and care will not change or be affected.
Your physical therapist will still examine, evaluate, and treat you as they would regardless of
participation in the study. Your involvement includes: answering your therapists questions in
regards to pain levels, filling out a functional activity questionnaire, and discussing your
condition with your physical therapist.

What are the risks or discomforts involved?

There are no side effects or risks for participating in the study and, as stated before, your
treatment will not differ whether you choose to participate in the study or not.
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Are there alternatives to being in the study?
You do not have to participate in this study.
HIPAA Authorization: How will privacy and confidentiality (identity) be protected?

Federal regulations require that certain information about individuals be kept confidential. This
information is called “protected health information” (PHI). PHI includes information that
identifies you personally such as name, address and social security number, or any medical or
mental health record, or test result, that may have this sort of information on it. The laws state
that you may see and review your St. Luke’s University Health Network medical records at any
time. However, in a research study, you may not see the study results or other data about the
study until after the research is completed unless the study doctor decides otherwise.

If you join this study, the following individuals or entities may have access to your PHI and by
law must protect it. These include investigators listed on this consent form and other personnel
of St. Luke’s University Health Network involved in this specific study, including the
Institutional Review Board (IRB), and your health insurance company (if necessary for billing
for standard medical care). It may also be provided to other people or groups as follows:

e Researchers at Arcadia University
e Researchers at Nova Southeastern University

Your PHI may also be shared with the following entities that, while not obligated by law to
protect PHI, will protect it to the best of their ability:

e With any person or agency required by law.

The following information will be provided to the study sponsor and other entities noted above:

Study data for analysis: Questionnaire results and physical examination results
Demographic data: None

If you develop an illness or injury during the course of your participation in this study, other PHI
about treating and following the condition may be generated and disclosed as it relates to this
study. Your PHI may be used/disclosed until the end of the research study.

You may quit the study and revoke permission to use and share your PHI at any time by
contacting the principal investigator, in writing, at: Dr. Stephen Kareha, 501 Cetronia Rd., Suite 145,
Allentown, PA 18104. If you quit the study further collection of PHI will be stopped, but PHI that
has already been collected may still be used.
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The results of clinical tests and procedures performed as part of this research may be included in
your medical records. The information from this study may be published in scientific journals or
presented at scientific meetings but you will not be personally identified in these publications and
presentations.

After your information is shared with others, like the sponsor, it may no longer be protected by
the Privacy Rule. The people who receive this information could use it in ways not discussed in
this form and could disclose it to others. The sponsor will use and disclose information about you
only for research or regulatory purposes or to prepare research publications. In addition to using
it for this study, the sponsor may reanalyze the study data at a later date or combine your
information with information from other studies for research purposes not directly related to this
study. When using the information in these ways, the sponsor may share it with other
researchers, its business partners, or companies hired to provide research-related services.
However, your name will never appear in any sponsor forms, reports, databases, or publications,
or in any future disclosures by the sponsor.

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required
by U.S. Law. This Web site will not include information that can identify you. At most, this Web
site will include a summary of the results. You can search this Web site at any time.

Will I benefit from being in this study?

You may not benefit from being in this research, but we hope that what we learn may be helpful
to future patients or society in general.

Will I be paid for being in this study?
You will not receive payment for your participation in this study.

In addition, you will not be paid if inventions and/or patents are developed from the study
results.

Will I be told about any new findings?

Anything learned during the study, beneficial or not, that may affect your health or your
willingness to continue in the study, will be told to you and explained.

Are there costs related to being in this study?

There are no costs associated with being in this study beyond normal physical therapy care.
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Can I be removed from the study or quit the study?

Your decision to participate in this research study is entirely voluntary. You have been told what
being in this study will involve, including the possible risks and benefits.

Your participation in this research project may be terminated by the study doctor without your
consent for any reason that he/she feels is appropriate or if your pain is not primarily coming
from your shoulder.

You may refuse to participate in this investigation or withdraw consent and quit this study
without penalty and without affecting your ability to receive medical care at St. Luke’s
University Health Network.

If you withdraw from this study, you may continue treatment with your St. Luke’s University
Health Network doctor, or you may seek treatment from another doctor of your choice.

Should you decide to withdraw from the study, please be sure to inform the study doctor.
Additional tests or procedures may be needed to ensure your safety. The study doctor will
explain why these tests or procedures are necessary.

CONTACT INFORMATION

Telephone number for St. Luke’s University Health | 484-526-6742
questions about your rights as | Network Institutional Review

a research participant Board

For questions, concerns or The Principal Investigator, 484-426-2544
complaints about the research, | Dr. Stephen Kareha

or if you suspect a research- listed at the beginning of this

related injury form
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By your agreement to participate in this study, and by signing this consent form, you are
not waiving any of your legal rights.

You affirm that you have read this consent form, and have been told that you will receive a
copy.

You also authorize the use and disclosure of your health information to the parties listed in
the HIPAA authorization section of this consent for the purposes as described.

Your Name (please print or type)

Your Signature Date

Name of Person Conducting
Consent

Signature of Person Conducting Date
Consent
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APPENDIX B: IRB INFORMED CONSENT - RATERS

St. Luke’s University Health Network
Informed Consent Document for Human Subjects Research

Department: Physical Therapy at St. Luke’s

Principal Investigator: Stephen Kareha, DPT Telephone: 484-426-2544
Co-investigator: Alicia Fernandez-Fernandez, DPT, PhD Telephone: 954-262-1653
Co-investigator: Philip McClure, PT, PhD Telephone: 215-572-2863

Medical Study Title:_Shoulder Symptom Irritability: A Single-Blinded Observational Study

Lay Study Title: Shoulder Symptom Irritability Testing

Sponsor: None

What Is Informed Consent?

You are being asked to take part in a medical research study. As required by federal regulations,
this research study has been reviewed and approved by an Institutional Review Board (IRB), a
committee that reviews, approves and monitors research involving humans. Before you can make
a decision about whether to participate, you should understand the possible risks and benefits
related to this study. This process of learning and thinking about a study before you make a
decision is known as informed consent and includes:

e Receiving detailed information about this research study;

e Being asked to read, sign and date this consent form, once you understand the study and
have decided to participate. If you don’t understand something about the study or if you
have questions, you should ask for an explanation before signing this form;

e Being given a copy of the signed and dated consent form to keep for your own records.

What is the purpose of this study?

Shoulder pain is a large medical and economic problem. Each person that is treated for shoulder
pain has a unique case, however, research is continually being performed to try to help medical
providers better treat these patients. One way we are trying to enhance this is by developing a
tool for classifying the level of “shoulder symptom irritability,” or pain and dysfunction levels,
of patients with shoulder pain. This study is looking at the reliability (or accuracy) and use of this
irritability scale between many different physical therapists.
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How many individuals will participate in the study and how long will the study last?

25 raters will participate at St. Luke’s University Health Network. Your involvement in the study
will last about 6 months.

What will I have to do during the study?

Whether or not you choose to participate, your employment and eligibility for promotion will not
change or be affected. Your involvement includes: reading of the Staged Approach for
Rehabilitation Classification: Shoulder Disorders with special focus on the section regarding
Level 3 classification and Table 3, a short online narrated presentation to reinforce understanding
of the content, and completing rating forms for patients with shoulder pain.

What are the risks or discomforts involved?

There are no side effects or risks for participating in the study and, as stated before, your
employment and eligibility for promotion will not differ whether you choose to participate in the
study or not.

Are there alternatives to being in the study?
You do not have to participate in this study.
HIPAA Authorization: How will privacy and confidentiality (identity) be protected?

Federal regulations require that certain information about individuals be kept confidential. This
information is called “protected health information” (PHI). PHI includes information that
identifies you personally such as name, address and social security number, or any medical or
mental health record, or test result, that may have this sort of information on it. The laws state
that you may see and review your St. Luke’s University Health Network medical records at any
time. However, in a research study, you may not see the study results or other data about the
study until after the research is completed unless the study doctor decides otherwise.

If you join this study, the following individuals or entities may have access to your PHI and by
law must protect it. These include investigators listed on this consent form and other personnel
of St. Luke’s University Health Network involved in this specific study, including the
Institutional Review Board (IRB), and your health insurance company (if necessary for billing
for standard medical care). It may also be provided to other people or groups as follows:

e Researchers at Arcadia University
e Researchers at Nova Southeastern University

Version Number:1
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Your PHI may also be shared with the following entities that, while not obligated by law to
protect PHI, will protect it to the best of their ability:

e With any person or agency required by law.

The following information will be provided to the study sponsor and other entities noted above:

Study data for analysis: Questionnaire results and physical examination results
Demographic data: None

If you develop an illness or injury during the course of your participation in this study, other PHI
about treating and following the condition may be generated and disclosed as it relates to this
study. Your PHI may be used/disclosed until the end of the research study.

You may quit the study and revoke permission to use and share your PHI at any time by
contacting the principal investigator, in writing, at: Dr. Stephen Kareha, 501 Cetronia Rd., Suite 145,
Allentown, PA 18104. If you quit the study further collection of PHI will be stopped, but PHI that
has already been collected may still be used.

The results of clinical tests and procedures performed as part of this research may be included in
your medical records. The information from this study may be published in scientific journals or
presented at scientific meetings but you will not be personally identified in these publications and
presentations.

After your information is shared with others, like the sponsor, it may no longer be protected by
the Privacy Rule. The people who receive this information could use it in ways not discussed in
this form and could disclose it to others. The sponsor will use and disclose information about you
only for research or regulatory purposes or to prepare research publications. In addition to using
it for this study, the sponsor may reanalyze the study data at a later date or combine your
information with information from other studies for research purposes not directly related to this
study. When using the information in these ways, the sponsor may share it with other
researchers, its business partners, or companies hired to provide research-related services.
However, your name will never appear in any sponsor forms, reports, databases, or publications,
or in any future disclosures by the sponsor.

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required
by U.S. Law. This Web site will not include information that can identify you. At most, this Web
site will include a summary of the results. You can search this Web site at any time.
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Will I benefit from being in this study?

You may not benefit from being in this research, but we hope that what we learn may be helpful
to future patients or society in general.

Will I be paid for being in this study?

You will receive payment for your participation in this study. You will receive a $5 gift
certificate for each patient you rate in this study. Should study payments meet or exceed $600 in
one calendar year, you will be issued a 1099 Form to report study payments as taxable income as
required by the IRS. We do not foresee your participation falling under the reportable income
parameters as there are only a total of 90 study subjects being enrolled, thus the maximum you
will be paid for your participation is $450.

In addition, you will not be paid if inventions and/or patents are developed from the study
results.
Will I be told about any new findings?

Anything learned during the study, beneficial or not, that may affect your health or your
willingness to continue in the study, will be told to you and explained.

Are there costs related to being in this study?
There are no costs associated with being in this study beyond normal physical therapy practice.
Can I be removed from the study or quit the study?

Your decision to participate in this research study is entirely voluntary. You have been told what
being in this study will involve, including the possible risks and benefits.

Your participation in this research project may be terminated by the study doctor without your
consent for any reason that he/she feels is appropriate or if your pain is not primarily coming
from your shoulder.

You may refuse to participate in this investigation or withdraw consent and quit this study
without penalty and without affecting your ability to receive medical care at St. Luke’s
University Health Network.

If you withdraw from this study, you may continue treatment with your St. Luke’s University
Health Network doctor, or you may seek treatment from another doctor of your choice.

Version Number:1
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Should you decide to withdraw from the study, please be sure to inform the study doctor.
Additional tests or procedures may be needed to ensure your safety. The study doctor will
explain why these tests or procedures are necessary.

CONTACT INFORMATION

Telephone number for St. Luke’s University Health 484-526-6742
questions about your rights as | Network Institutional Review

a research participant Board

For questions, concerns or The Principal Investigator, 484-426-2544
complaints about the research, | Dr. Stephen Kareha

or if you suspect a research- listed at the beginning of this

related injury form

Version Number:1
Version Date:6/29/2016
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By your agreement to participate in this study, and by signing this consent form, you are
not waiving any of your legal rights.

You affirm that you have read this consent form, and have been told that you will receive a
copy.

You also authorize the use and disclosure of your health information to the parties listed in
the HIPAA authorization section of this consent for the purposes as described.

Your Name (please print or type)

Your Signature Date

Name of Person Conducting
Consent

Signature of Person Conducting Date
Consent

Version Number:1
Version Date:6/29/2016
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APPENDIX C: SURVEYS AND DATA COLLECTION FORMS

Subject #

PHYSICAL

THERAPY
AT StLukes

Eater Information

Name:

Age:

Years of Practice:

Advanced Certifications Held:
ocs

SC5

FAAOMPT

Other

Gender: o Male o Female

Entry Level Degree:
1 BS

b mMs
O DPeT

Highest Earned Degree;
1 BS

M5

DPT

PhD, 5cD, EAD
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PHYSICAL

Kareha
21

For Office U=e Only:
Subject #

THERAPY
At StLukes

Inclusion Criteria Excluszion Criteria

0 12 vezrs old or clder O

O Chief complzint of shoulder pain

[

1

1

Pain or symptoms distal to the

=lbow

History of ipsilateral shoulder

SUrgery

Active or passive cervical spine

ROM reproduces shoulder pzain
Pozitive 3purling’s test

Mot literate in the Englizh

lanzuage

Unable to complete the self-

report functional guestionnaires

0 Subject mests BOTH inclusion criteria AMD does not mest ANY of the exclusion

Criteria

O 3ubject doss HOT mest inclusion criteria OR meets one of the exclusion

Criteria
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PENN/ASES SHOULDER SCORE

Subjact #
o] Hard Tarder Eecled i
L R Both M F L R Both
ciroie ome ) [drcie one) Ciroie ome )

PENM SHOULDER SCORE
Part I: Pain & Satisfaction: Please circle the number
closest to your level of pain or satisfaction

PLEASE TURN OVER TO COMPLETE

— QUESTIONNAIRE
How bad is your pain today? =
0123456 7680810
N Worst | ————
Pain Pain Possible ”':"‘“
BEES Puin OFFICE USE ONLY

Pain at rest with your arm by your side: Today's Date: F

0123458 78010 PENN ASES
5 Worst {10 - circisey SHOULDER SHOULDER
Pain Pain Possible SCORE (P55) | SCORE (ASES)

Pain 5
Pain with normal activities 20 /50
{eating, dressing, bathing): Satisfaction Mo

0123456 768 8 10 Function -
Mo Worst £ K0 /50
Pain Pain Possible | mes =i TOT

v TOTAL oo 100
Pain w_ith strenuous a::_ti\rilie-s- ) & 1889 Brian . Laggin
{reaching, lifting, pushing, pulling, **The author grants unrestricted use of this
throwing): questionnaire for patient care and clinical research
PUMPESES.

0123456 7 E 8 10 - e,
5] Worst s
Pain Pain Possible

PAIN SCORE: | =__ 730

How satisfied are you with the current
level of function of your shoulder?

0123456 7 B8 8 10 = M0
Mot UEW = cirched]

Satisfied Satizfied
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PENM SHOULDER SCORE/ASES SHOULDER SCORE Did mot
Part IIl: Function: Please gircle the number that best Mo Some Much Can't do dio
describes the level of difficulty you might have difficulty | difficulty | difficulty at all before
performing each activity. injury
1. Feach the small of your back to tuck in your shirt
with your hand. 3 2 1 1] X
2. Wash the middle of your backMmook bra. (ASES #3) 3 2 i o X
3. Periomm necessary tollsting activiiles. (a2E3 24) 3 2 i ) X
4. Wash the back of opposlte shouldsr. 3 2 1 o X
5. Comb halr. (a2E2 2 5 3 2 i o X
& Place hand behind head with albow held stralght
out fo the slde. 3 2 1 o X
7. Dreas sall inciuding put on coat and pull shirt of
overhead. (a2E2 # 1) 3 2 1 0 X
8. Sleep on affected slde. (AZEZ 27) 3 2 i o X
5. Open a door with affacted sbis. 3 2 1 o X
10. Camy a bag of groceries with affected arm. 3 2 1 o X
11. Camy a brisfcasa/amall sultcase with affected arm. 9 2 1 o X
12 Place a 8oup can (1-2 Ibs.) on a ghalf at shoubder
lawal without bending slibow. 3 2 1 o X
13. Place & one galken contamer (8-10 Ibe.) on a shelf at
Shoulder level without banding elbow. 3 2 1 ] X
14. Reach a ghelf abowe your head without bending
your slbow. [AEEE 2 &) 3 2 1 ] X
15. Place a acup can [1-2 1b.) on a ahalf overhead
without bending your slbow. 3 2 1 o X
1E. Place a one gallon containar [B-10 1bs_) on @ ahell
Owerhead without banding your albow. (ASEE £ 7] 3 2 1 ] X
17. Periom usual sporithobby. (A2EE £ 8 3 2 1 b X
18. Perform housshold chorss
[cl=aning, laundry, cooking). 3 2 1 ] X
13. Throw overhandlewlimioverhead racqust aports. 3 2 1 b X
{cirzle all that apply to you) jazE2 2 8)
20, Work full-time at your regular job. (A2E2 & 10 3 2 1 o "
| scoRmMG: (offlce u=s only) PSS P55 PSS P55 P55
F23 Total of all columne = Ia)
Humber of S x 3 = bl &0- bl = ol
[ no =X mre olroled, funoflon coors = fofal of oolumne] ASES ASES ASES ASES
P23 Funotion Zoore=___ Jaj+__ joj=___ x&D=___ of8o
AZES Zoone =
Total of chaded solumnc: ____ x EE = of &0

© 1858 Brian 3. Legoin **The author granis unrestricted use of Mis questionnaire for pathent care and clinical reEearnch pUposes,
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Physical Therapy at 5. Lukes - Physical Therapy at 5t Luke's - West End
INTAKE FUNCTIONAL STATUS STMMAERY

Patisnt: Rizt-Adjustment Criera
D= Cars Type: Gandar:
Dade of Birth: Body Part: Comorbidifies:
inttial D8: Baverity: Payer:
Body Fari: Ags: Fear &woldanoe:
Impalrmsni: Anuatty: Surgary Sfxbuc:
Jumgery Typa:
Zurgery Dale:
- . Intake -
Functional Status Measures: Srore  Lnterpretation of FS SceresStages Value
- - - Fatient's Intake functional measur= s outaol thigher rumber = greater function). Thiz F&
Fatient's P]I}'Ell:!l FSPIIEEFMM measure places the pafient in 3tage 4 and means the pafSent has good shoulder funcilon.
Rick ﬂﬂ_] ted Statistical FOTO® ﬂ:ﬂ-me patient's risk-adjusiment variables, lke-patients natonally had a F3 score of 52, ¥tage 3, at
e Patient Acten| Blqwws 4
MCH = Paoinis of change that Is important to the patient] & FOTD Mesn i ue
FOTOD Pl ]
Wil 4+
MOC = Represents the smali=st fareshaold to Identfy paints == M 04
of change Heat Is greater than mesnsement emor
]
P kit
W=t A YmE ¥

Rehabilitation Resource Predictor®  PTE30 1ytorprotation of Predicted Value
Points of Physical F5 Change

Given this patiznt's risk-sdiusimeant varisbles, and the actual intske FB sooee, FOTO predicts this

Dhischarge FS Scone patient will experi=nce at l=ast an Increase In function of & peints (o 73 or higher), puling fem In the
2fage 4 lzved or higher st discharge.

Visits per Episode stage: 1 Ewcesdingly Imited shouider
- - - Stage: 2 Poor shoulder
Curation of Episodes in Days Stage: 3 Fair shoulder
Stage: 4 Sood shoulder
Satisfaction Score Stage: & Excellent shoulder

" Thiz aboye predicfions are calculsied for

1) pati=nis who heve previously ullized rehablitabion serdces ffom FOTO's nafional aggregats daiabase amd

21 using sophisticated analyses to risk adjust for fhe Impact of ten iImporiant variabies known fo Infsence ouicomes mcluding Care type, Body Fartimpairment,
Severlty, Age, Aculty, Gender, Surgery, Fear Avoidance, Fayer, and Comorbibes.

This Mean For Improving Function
This chart displanys the patient responses to the fimctional activities contained in the intake survey that generated the infake F5 score. The

activities are presented m the descending order of difficalty. Fesponses listed in the Intake column are the mmitemlmﬂsocfabi]it{'u
infake. Gf'mm:hx?qummdhyﬂm; 'ven'st]u_ ] in FOTO's data, it is anficipated the patient should be able to do
at

the activities at the level indscated in the predicted columm or

completion of care, to place the patient n the predicted Stage 4
fumciional leved by discharge

Patient e 5 to fonctional bealth guestions that indicate dvsfonction were as follows:

Activity (Question) Amount of Limitation | Amount of Limifation | Functonal Limitation
(Besponse) at Intake {Response) predicted
How much difficulty do you have using your Orther PT/OT Primary - GESA0
affected arm to place a 50 Ib. box on a shelf
oyerhead?

How much difficulty do you have using your . Orther PT/OT Primary - GES90
affa:feddg’rmtn place a 25 [b. box on a shelf
overhiead?

‘Wok owerhead for more than 2 minutes? Orther PT/OT Primary - GERA0

Produced and © 2001-2016 by
Focos On Th eutic Onetcomes, Inc
ags 1 Pringed:
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Physical Therapy at 52 Lukes - Physical Therapy at 5t Loke's - West End
INTARE FUNCTIONAL STATUS SUAAIARY

Fatisnt: Primary Body Part Ehouider Inctiad D03

Patient rezponses to fonctional health guestions that indicate dvsfonciion were as follows:

Touch an o3 acrmn‘.be baick seat while sifing m tha Camrying, Moving & Handling
front searof a car? Oihjects - GE0E4
Crther PT'OT Primary - GE0A0
Feach an overhexd <half7? Cither PT/0T Primary - RS20
Feach a shelf that iz af shoulder height™ Camrying, Moving & Handlng
Objects - GELE4

Tf the patent reaches the anficipated level on the above actwvities. other Stape 4 activities the patient should be able to perform inclods:

Adpusting the back of your coliar with your affectsd hand - No difficuley

* Combing or brushing your hair using veur affected amm - Mo difficuly

* Pull 3 mediam weipht abject (3-10 Ibs) from under 2 bad - Wo difficulny

= Mowe a heavy skillst (22, cast oo skille) Som one stove bumes to another - Wo diffioulny

* Sready a jar whils vou leosen the jar lid - Mo dfcaly

= Taking off glasses or sunglasses usimg vour affected am - Mo dificuly

= Place a cap of soup {1 1) on a shelf at shoulder beight - Wo difficuloy

= Reaching across to the middls of the mbhis with your affected amm to geta slt shaker whils sitmng - Mo difficuloy

= Tum a steerinz whes! in the opposite direction as your affectsd ann {ez. tam ke if it ic your rizht showlder that is afected) - No difficuloy

* Feach and pull the sming that controls 2 light or fan - Wo defficadin

= Phyzician Referral: Insurance Fafermal

= Patient reports other health problems as:

= BMI:

= Ezercise prior fo onset:

= Prescription medicine:

= Sargery:

= Fear avoidance belief abont physical aciivity:

Intake Srale
Physical Fear
Physical Fear
Phsical Fear Eesults:
Fear Avd

Blelief About

Phys Activ
Intale

Intake Scale

DASH

Mathemalical crossealk from Se Zhoulder =3 soone 0o e OASH. Forthe DASH, a higher score indicate: preaber dissbdisy

duced and © 2001-20406 by
Foous On Themapeutic Outcomes, Ing
age 2 Pringed:
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Physacal Therapy at 5i. Lukes - Physical Therapy af 5t. Luke's - West End
INTAKE FUNCTIONAL STATUS SUMMAARY

Patient: Primary Body Park Ehoulder Il DOE:

Kareha
26

Pain Assessment Summary

Intensity
In the last 24 houars the level of pain was med at: 10
In the last 30 days. the level of l=ast pain was mied ai: 14
and the level of most pam was rated af- Hi
Character
afifies of Pain
dent reparts thar the pain feals The in=nsity &5
Infloence of Activicy
The pain is mcreazed by The pain & redaced by
CMS G-Codes
FOTO Shonlder Survey
M5 G-Code Oprions**

Functipnal Limifatons Assessed in FOTO Shonlder Survey

Corrent  Coal 1 1] i
Statmz  Stams  Stams  Asked Descripior

8984  GBE9ES  GBOES Carrving, moving & handling objects functonal imimton
GRe3T  GBRER  GROge Self care fimctiomal imeation
GEOCD GERGI GBOG2 Crther physical ar occupatonal primery functional Emitation

~Cnfy repon © S o a one me visi

)

CALS Impairment T imitation Restriction for FOTO Shonlder Survey
Siams Limimton C-Code CAIS Seventy Modifier

Infake
Pradiciad

"Based on FOTO predichsd change soore

Climiciam:
* Mekn, Bisk Adpied, Petake Composdie Fh ocisuics Fus FIOT aggregiic didabaic

=% A milicEsd by e ICF amignacnty in s mrvey dici i lhe FUTD msrvey el

Produced and & 2001-2016 by

Foous Bn']'hmlﬂu: Crutcomes, Inc
3 Pringss:
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For Office Use Only:
Subject #

PHYSICAL
THERAPY
AT StLukes

Pain At Might or At Rest
I Constanthy

J Intermittently

- MNone

AROM compared to PROM

AROM less than (<) PROM
AROM nearly equal to (=) PROM
AROM egual to (=) PROM

Pain reproduction with ROM

Prior to end range

&t end range

Mone or with overpressure at end range
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For Office Use Only:
Subject #

PHYSICAL
THERAPY
aT StLukes

Irritzhility Rating

Bazed upon your examination of this patient, please rate the level of shoulder

symptom irritability:
O High 0 Moderate O Low

0 Unclassifiable (Reason: }
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For Office U=e Only:

FHYSIEAL Subject #
THERAPY
at Stlukes

Which of the below treatments strategies would

BEST be used for this patient TODAY?

[Selact only one)

O Provide moderate—high physiczl stress
Address specific impairments

Restore of high-demand functional activity

O Provide mild—moderate physical stress
Address specific impairments

Restore basic-level functional activity

O Minimize Physical Stress
Maodify activities

Maonitor impairments
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For Office Usze Only:
Subject #

PHYSICAL
THERAPY
AT Stlukes

Do you plan to provide any of the below treatments to this patient TODAY?

1. Exercises addressing muscular weakness O ¥es 0 Mo

If yes, select one option below:

O Active range of motion (no extarnal load)
0 Mild-moderate resistive strength training
0 Meoderate-high resistive strength training

Z. Exercises addressing mobility O Yes O Mo
I yes, select one option below:

0 Range of motion exercises (non-end range stress; pain free)
0 Range of motion exercises (end range stress; transient or shorter hald times)

0 Range of motion exercises (end range stress; longer duration hold times)

3. Shoulder joint mobilizations O Yes O Mo
If yes, select one option below:

0 Low grade; not achieving end range
[0 High grade; achieving end rangs

4. Electrical nts for pain control (e.z. TENS 0 Yes O Mo

E. Thermal modalities 0 Yez O MNo
If yes, select one option below:

0 For pain control or relaxation
0 Tofacilitats tizzue extensibility

6. Recommendations for Functional Activity O ¥es 0 Mo
If yes, select one option below:

0 Awoid provocative functionzl activities
0 Emcourage basic-level functional activities
0 Emcourage high-demand functicnal activities



