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 129 
PROJECT SUMMARY 130 

 131 
Protocol Title: Prospective Cohort Study of Yoga and Mindfulness for 

Psychological and Physical Wellness 

Sponsor: Yoga for Men, LLC 

Version 1.0 

Issue Date: April 19, 2016 

Principal Investigators: Kevin E. Kip, Ph.D., FAHA 

Co-Investigators: Sue Ann Girling, BSAS, Trudy Wittenberg, BS  

 
Objectives: This study entitled “Prospective Cohort Study of Yoga and Mindfulness for 
Psychological and Physical Wellness” is an uncontrolled research study of adults enrolled in an 
existing commercial wellness program known as Yoga for Men (YfM) that delivers yoga and 
meditation content through an online platform by ReadyOP to U.S. or non U.S. active duty 
service members and veterans. The proposed project is to provide data management and 
statistical analysis support to the YfM program through research analysis activities. The purpose 
of this study is to evaluate whether the program is helpful to veterans with symptoms of PTSD 
and related conditions. These analyses will make use of data that are collected on YfM 
participants who agree to provide data and receive feedback as a condition of their enrollment in 
the program. The YfM participants provide an electronic signature of an Assignment of Rights 
document that grants the YfM the right to publish aggregate results from study participants, 
including completion of self-report instruments that are reliable and valid indicators of 
psychological and physical well-being. The study activities will include data management and 
statistical analysis support for de-identified online self-report data that are captured on measures 
of psychological and physical health at the onset of program enrollment, and at 1-, 3-, 6-and 12-
months after enrollment in the program. This includes measures of symptoms of psychological 
trauma, depression, anxiety, stress, sleep quality, and pain. 
 

 132 
PREFACE 133 
 134 
The following study protocol has been developed in accordance with the standard protocol items 135 
for clinical trials promulgated by the Standard Protocol Items: Recommendations for 136 
Interventional Trials (SPIRIT) guidelines. 137 
 138 

Chan A-W, Tetzlaff JM, Altman DG, et al. SPIRIT 2013 statement: defining standard 139 
protocol items for clinical trials. Annals of Internal Medicine 2013; 158: 200-207. 140 
 141 
 142 
 143 
 144 
 145 
 146 
 147 
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 148 
 149 

1. ADMINISTRATIVE INFORMATION:  150 
 151 
1.1 Title. 152 
Prospective Cohort Study of Yoga and Mindfulness for Psychological and Physical Wellness 153 
 154 
1.2 Trial Registration. 155 
The conduct of the study will be registered at Clinical Trials.gov (www.clinicaltrials.gov). 156 
 157 
1.3 Protocol Version. 158 
Version 1, dated April 19, 2016. 159 
 160 
1.4 Funding. At the present time, funding is through Yoga for Men, LLC 161 
 162 
1.5 Roles and Responsibilities. 163 
 164 
Kevin E. Kip, Ph.D. 165 

Will serve as principal investigator of the study.  He will oversee all methodological 166 
aspects of the study including initiation (study protocol completion, IRB approval, etc.), 167 
data analysis, and dissemination of study findings. This will included development of 168 
quarterly reports in addition to manuscripts to be submitted for publication 169 
 170 

Sue Ann Girling, BSAS 171 
Will serve as Research Coordinator, Ms. Girling is a Unit Research Administrator and 172 
Lead Research Coordinator for all studies of ART directed by Dr. Kip at the USF College 173 
of Nursing Research Center. She will be responsible for: (i) directing the IRB submission 174 
process, including initial submissions and reporting protocol deviations and modifications 175 
(if applicable), reviewing data collection elements for completeness and quality control, 176 
assisting with follow-up contact and data collection, conducting periodic audits of the 177 
participants consent process, and assisting Dr. Kip with development of reports and 178 
manuscripts. 179 
 180 

Trudy Wittenberg, BS 181 
Will serve as Secondary Research Coordinator and Research Compliance Manager.  182 

 183 
  184 
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2. INTRODUCTION 185 
 186 
2.1 Background and Rationale. 187 
 188 
Prevalence of mood and anxiety disorders and PTSD.  According to the National 189 
Comorbidity Survey Replication, the 12-month prevalence of mood disorders among adults in 190 
the United States is 9.5% (Kessler 2005). Of these adults, about half receive treatment within 12-191 
months, and only about 39% receive minimally adequate treatment (Wang, 2005). For anxiety 192 
disorders, the corresponding 12-month prevalence estimate is 18.1% (Kessler, 2005), with only 193 
34% receiving minimally adequate treatment (Wang, 2005). Among adults in the U.S. general 194 
population, lifetime and past year prevalence of PTSD have been estimated at 6.8% and 3.5%, 195 
respectively (Kessler, 2008). Among military personnel, including those who served in the US-196 
led wars in Iraq and Afghanistan, post-deployment prevalence estimates of PTSD (e.g. within 12 197 
months) vary dramatically from 2% to 31% (Kok 2012, Ramchard 2010, Richardson 2010, 198 
Thomas 2010) owing to substantially different sampling methods, combat experiences, PTSD 199 
criteria, and treatment versus non-treatment seeking samples. Thus, the burden of mood and 200 
anxiety disorders and PTSD is very high in the adult U.S. population, including among both 201 
civilians and veterans. 202 
 203 
Prevalence of chronic and low back pain. Low back pain is a major problem throughout the 204 
world with an estimated point prevalence of activity-limiting low back pain lasting more than 205 
one day of 12%, and corresponding 1-month prevalence estimate of 23% (Hoy et al, 2012). The 206 
estimated total cost of direct medical expenditures in the United States for spine care in 2006 was 207 
more than $85 billion, and data suggest that the use and costs of spine care have been increasing 208 
at an alarming rate in recent years (Martin et al. 2008, Weiner et al 2006). At the very severe end 209 
of the spectrum, approximately 1% to 2% of the United States adult population is disabled 210 
because of low back pain (Deyo 2001). Low back pain has become the largest category of 211 
medical claims, placing a major burden on individuals and health care systems. 212 
 213 
Chronic pain is a critical health problem among veterans. Pain was the most frequently reported 214 
symptom in veterans of the Persian Gulf War (Kroenke, 1998), and ranged in prevalence from 215 
40% to 50% among veterans of Operation Enduring Freedom (OEF), Operation Iraqi Freedom 216 
(OIF), and Operation New Dawn (OND) (Gironda 2006, Cifu 2013).  In this backdrop, the 217 
Veterans Affairs (VA) pain management strategy (Kerns 2011) was initiated in 1998 and 218 
established pain management as a national priority. Despite this laudable effort, chronic pain 219 
may prove even more disabling in veterans of recent conflicts than in veterans of previous eras 220 
owing to the high combat intensity of the OEF/OIF/OND conflicts and an increased prevalence 221 
of comorbidities, such as anxiety and depression (Clark 2004). In summary, in parallel to the 222 
high burden of mood and anxiety disorders and PTSD, the public health burden of low back pain 223 
and chronic pain is substantial in the adult U.S. population, including among both civilians and 224 
veterans. 225 
 226 
Current Treatment Approaches. For mood disorders, anxiety disorders, and PTSD, current 227 
first-line treatment approaches center on the use of specific types of psychotherapy (e.g. 228 
cognitive behavioral therapy), pharmacotherapy, or both. For trauma-related disorders, formal 229 
guidelines (U.S. Department of Veteran Affairs 2010, American Psychiatric Association 2004, 230 
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Foa 2008, Forbes 2010, National Institute for Health and Clinical Excellence) uniformly 231 
recommend use of trauma-focused interventions as first-line treatment for adults with PTSD, yet 232 
treatment regimens for PTSD vary substantially by setting. The most frequently endorsed and 233 
practiced cognitive behavioral therapies (CBTs) for treatment of PTSD among veterans are 234 
prolonged exposure (PE) therapy, (Ballenger 2004, Foa 2007, Nemeroff 2006), cognitive 235 
processing therapy (CPT) (Ballenger 2004, Resick 1992, Resick 2012), and eye movement 236 
desensitization and reprocessing (EMDR) (Nemeroff 2006, Friedman 2003, Shapiro 2001). In 237 
civilian settings, practice patterns often differ as only a small minority (17%) of licensed 238 
psychologists trained in exposure therapy have reported using it to treat PTSD, including 59% in 239 
clinical practice who reported harboring a belief that using exposure therapy is likely to increase 240 
the patients’ desire to drop out of treatment (Becker 2004). Irrespective of treatment setting, it is 241 
particularly sobering that a recent review of randomized controlled trials conducted primarily 242 
among civilians reported that approximately two-thirds of patients who receive PE therapy or 243 
CPT (i.e. standard-of-care), retain their diagnosis post-treatment (Steenkamp). 244 
 245 
For management of chronic pain, pharmacological management may include use of 246 
anticonvulsants and antidepressants as first line therapy, and opioid analgesics may provide 247 
additional relief (Moulon 2007). Unfortunately, many patients with chronic pain do not obtain 248 
adequate pain control with pharmacologic approaches, which often require multiple medications, 249 
frequent dose escalations, and can cause intolerable side effects (O’Connor 2009).  While 250 
medications have potential to control chronic pain, patients often experience excess sedation, 251 
weight gain, headaches, and cognitive difficulties that limit their willingness to adhere to a 252 
prescribed treatment regimen, and also negatively affect physical and emotional functioning, as 253 
well as quality of life. 254 
 255 
Non-Pharmacological Complementary and Alternative Approaches. Within this backdrop of 256 
conventional treatment approaches for both psychological health and chronic pain, non-257 
pharmacologic approaches as alternatives or to supplement medical management are desirable 258 
because they have fewer side effects, allow patients to actively participate in their treatment 259 
regimen, and can enhance emotional well-being (Eccleston 2015). This has led to a widespread 260 
interest in therapies classified unde the broad heading of complementary and alternative 261 
medicine (CAM), such as interventions that attempt to modify the cognitive/emotional aspects of 262 
pain, such as yoga (Curtis, 2011) and meditation (Meize-Grochowski, 2015). Of note, with 263 
respect to veterans, the pending Congressional bill H.R. 4977 known as the “Creating Options 264 
for Veterans Expedited Recovery Act” (“COVER Act”) aims to examine research on 265 
complementary alternative treatment therapies for mental health issues and identify what benefits 266 
could be made with the inclusion of such treatments for veterans, including but not limited to 267 
yoga therapy and meditation therapy.  https://www.congress.gov/bill/113th-congress/house-268 
bill/4977/text 269 
 270 
CAM mind and body practices involve a large and diverse group of techniques that are 271 
administered or taught to others by a trained practitioner or teacher, and focus on the interaction 272 
between the brain, mind, body, and behavior (National Center for Complementary and 273 
Alternative Medicine, 2014). The most commonly used mind and body practices to improve 274 
health and well-being in the United States include deep breathing, meditation, chiropractic and 275 
osteopathic manipulation, massage, yoga, progressive relaxation, and guided imagery (Barnes, 276 
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2008). Among veterans, a national VA survey found that meditation, imagery, acupuncture, and 277 
yoga were among the most frequently delivered CAM mind-body practices to veterans (Ezeji-278 
Okoye, 2013). Moreover, a commentary by Krecji (2014) reported on the efforts of the VHA’s 279 
Office of Patient Centered Care and Cultural Transformation, which is fostering the use of 280 
evidence-based CAM, as CAM’s philosophical approach best aligns with the VHA’s, “number 281 
one strategic priority (which is) to provide personalized, proactive, patient driven health care to 282 
Veterans.” 283 
 284 
The Emergence of Yoga. Yoga is an ancient Indian science and way of life that includes the 285 
practice of specific postures, regulated breathing, and meditation. It is designed to bring balance 286 
and health to the physical, mental, emotional, and spiritual dimensions of the individual (Gothe 287 
2015). Yoga is often depicted metaphorically as a tree and comprises eight aspects: yama 288 
(universal ethics), niyama (individual ethics), asana (physical postures), pranayama (breath 289 
control), pratyahara (control of the senses), dharana (concentration), dyana (meditation), and 290 
samadhi (bliss) (Iyengar 1979). In North America and Europe, yoga is most often associated with 291 
physical postures (asana), breathing techniques (pranayama), and meditation (dyana)(Feuerstein 292 
1998). 293 
 294 
In an extensive national study of data collected from a sample of 88,962 adults aged 18 and older 295 
derived from the National Health Interview Survey (NHIS), Clarke et al. (2015) reported a 296 
steadily increasing population prevalence of use of yoga in the past 12 months from 5.1% in 297 
2002 to 6.1% in 2007 to 9.5% in 2012. The highest use of yoga was observed in the age group 18 298 
to 44 years. Overall, 34% of adults surveyed used at least one CAM health approach in 2012 299 
(Clarke, 2015). These national data attest to high level of interest and frequent use of CAM 300 
therapies, including yoga, in the United States. 301 
 302 
A principal reason for the frequent use of yoga among adults is perceived health benefits 303 
associated with its practice. Whereas the entire literature on yoga is too voluminous to review, 304 
Cramer and colleagues (2013) published a systematic review and meta-analysis of yoga for low 305 
back pain. They analyzed 10 randomized controlled trials with a total of 967 chronic low back 306 
pain patients and reported strong evidence for short-term effects on pain, back-specific disability, 307 
and global improvement.  There was also strong evidence for a long-term effect on pain and 308 
moderate evidence for a long-term effect on back-specific disability.  309 
 310 
A recent systematic review of 17 studies published between the years 2011-2013 reported that 311 
most studies of yoga demonstrated positive changes in psychological or physiological outcomes 312 
related to stress (Sharma 2014). In addition, the practice of yoga also seems to be associated with 313 
moderate improvements in cognitive function (Gother 2015), which in turn, may be expected to 314 
positively impact overall psychological well-being. These selected results provide a strong 315 
rationale to examine the effects of yoga for a range of health conditions, in addition to across 316 
various setting and by use of different delivery methods.  317 
 318 
The Emergence of Mindfulness. Mindfulness practices are rooted in 2500-year-old Buddhist 319 
meditation practices and are often described as “…paying attention to the present moment 320 
experiences with openness, curiosity, and a willingness to be with what is” 321 
(http://marc.ucla.edu/). As with the increasing use of yoga, interest in the potential benefits of 322 
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mindfulness continues to expand along with empirical evidence of beneficial health benefits. 323 
Indeed, according to a recent study, 79% of medical schools now offer some element of 324 
mindfulness training (Black, 2015). 325 
Much of the research on mindfulness has been in the area of anxiety and depression. Evidence 326 
suggests that mindfulness-based stress reduction, an intervention that teaches individuals to 327 
attend to the present moment in a nonjudgmental, accepting manner (Kabat Zinn 1990), can 328 
result in reduced symptoms of depression and anxiety (Goyal 2014). Similarly, a recent study 329 
found Mindfulness-Based Cognitive therapy (MBCT) to be as effective as maintenance 330 
antidepressants for preventing depressive relapse (Kuyken 2015). 331 
 332 
Mindfulness techniques may also improve symptoms for patients who have experienced trauma, 333 
according to a study of 116 veterans with PTSD (Polusny 2015). The study found that at the 2-334 
month follow-up, patients who completed a modified Mindfulness-Based Stress Reduction 335 
(MBSR) program showed 48.9% improvement in self-reported symptom severity, compared 336 
with 28.1% improvement in the control group that completed 9 weekly present-centered group 337 
therapy (PCGT) sessions in which they discussed life difficulties. 338 
 339 
A 2014 meta-analysis of 47 randomized clinical trials (RCTs), comprising 3515 participants 340 
collectively, examined the evidence for the efficacy and comparative effectiveness of meditation 341 
among patients with mental or physical conditions such as anxiety, lower back pain, or heart 342 
disease. The study reported that meditation programs, with the exception of mantra meditation, 343 
can moderately improve negative effects of psychological stress, including anxiety, depression, 344 
and pain, when compared with active control groups that accounted for nonspecific effects of 345 
time, attention, and patient expectations (Goyal 2014).  346 
  347 
Another recent overview of systemic reviews and meta-analyses similarly found that MBSR and 348 
MBCT interventions may help treat not just depression, but also anxiety, pain, and other chronic 349 
conditions (Gotnick 2015).  Although the effect size of these mindfulness interventions tended to 350 
be small to moderate, the findings suggest that mindfulness may have a place in the clinic and 351 
pave the way for additional trials investigating efficacy and effectiveness. Although the exact 352 
mechanism whereby mindfulness alleviates symptoms of depression, anxiety, and PTSD remains 353 
unknown, evidence suggests that mindfulness meditation may be associated with structural and 354 
functional changes in brain areas responsible for attention, emotional regulation, and self-355 
awareness, suggesting directions for future research (Tang 2015). 356 
 357 
In summary, the prevalence of mood disorders, anxiety disorders, PTSD, and chronic pain is 358 
high among adults in the United States, and a large percentage of individuals with symptoms of 359 
these conditions seek out the use of CAM therapies, including yoga and meditation. Continuous 360 
evaluation of these therapies is warranted.  361 
 362 
Efficacy versus Effectiveness.  Research studies, particularly those classified as intervention 363 
studies, can be placed on a continuum, with a progression from “efficacy” trials to “effectiveness” 364 
trials (Singal 2014). Efficacy trials determine whether an intervention produces the expected 365 
result under ideal circumstances. This differs from effectiveness trials (pragmatic trials) that 366 
measure the degree of beneficial effect under “real world” clinical settings (Godwin 2003, 367 
Revicki 1999). The fields of behavioral health and psychiatry are particularly prone to the need 368 
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for effectiveness trials and research. To illustrate, placebo-controlled clinical trials of anti-369 
depressants, which are typically conducted on highly selected samples, tend to overestimate the 370 
effectiveness of these medications in clinical practice (Naudet 2011, Wisniewski 2009). This 371 
same concern of poor clinical translation exists for psychotherapy interventions. Moreover, 372 
effectiveness research can account for external patient-, provider-, and system-level factors that 373 
may moderate an intervention’s effect (Singal 2014). For these reasons, behavioral interventions 374 
with or even in the absence of established efficacy should be examined in real-world clinical 375 
settings due to high-level of uncertainty of adequate translation and effectiveness in routine 376 
clinical settings. These conditions provide the rationale for evaluating the use of yoga and 377 
meditation in the real world clinical setting of a commercial practice, and through the use of an 378 
innovative online platform to deliver program content. 379 
 380 
2.2 Objectives. 381 
The study rationale is to analyze the extent to which adult U.S. or non U.S. veterans or active 382 
duty military personnel who participate in the Yoga for Men (YfM) online Yoga and meditation 383 
classes report changes in symptoms of psychological trauma, depression, anxiety, stress, sleep 384 
quality, and pain. The serial measurement of symptom status over a 12-month period will 385 
provide information on the trajectory of change in symptom status, as well as insight into the 386 
extent to which this program may be an effective modality for veterans and service members 387 
who are experiencing symptoms of psychological trauma, depression, anxiety, stress, sleep 388 
quality, and pain. The purpose of this study is to evaluate whether the existing YfM online 389 
program is helpful to study qualifying veterans with symtoms of PTSD  and related condtions. 390 
 391 
2.3 Study Design. 392 
This is an unblinded study whereby adult U.S. and non U.S. veterans or active duty service 393 
members (n=150) with symptoms of one or more of the symptom domains listed below will 394 
enroll in and participate in online Yoga and Meditation classes through the YfM website. 395 
 396 

§ Psychological trauma 397 
§ Depression 398 
§ Anxiety 399 
§ Stress 400 
§ Sleep dysfunction 401 
§ Pain 402 

 403 
Yoga for Men is an existing online website for new classes of Yoga and meditation sessions and 404 
taped sessions. It requires a monthly membership fee of $15. If the U.S. or non U.S. military 405 
service member qualifies, the monthly membership fee will be waived for the one year duration 406 
they are in the study. If the service member doesn’t qualify they may still enroll in the YfM 407 
online membership and pay the conventional monthly fee of $15 .The study website will contain 408 
buttons that link information about the study. The consent of participants will occur through the 409 
use of ReadyOp’s (Appendix F) online platform. Eligibility will follow the online consent (see 410 
Appendix A). A pdf copy of the consent form will be available within the participants’ password 411 
protected study portal, and participants will be encouraged to print a copy of the consent for their 412 
records. Potential study participants will not be allowed to participate in the research unless they 413 
indicate their consent by clicking the appropriate box at the bottom of the consent form. 414 
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Following consent, participants will be directed to an online eligibility screen with their personal 415 
study portal. Eligibility will be determined by study candidates reading and taking an online 416 
eligibility screen (see Appendix B). To be eligible, study candidates must be 18 years of age or 417 
older, a U.S. or non U.S. veteran or active duty service member (reservists included), possess the 418 
ability to read and understand English at the 8th grade level or higher, and positively endorse one 419 
or more of the symptom domain items listed above (see Appendix B). In addition, as part of 420 
providing consent, participants must indicate their willingness to complete online assessments of 421 
symptom status as part of program participation. Study participants must also provide a valid 422 
email address so that study staff can verify their enrollment eligibility. Individuals who meet the 423 
eligibility criteria will receive immediate feedback about their status within the study portal, and 424 
will be provided with a prompt and new link to access their pre-intervention assessment of 425 
symptom status. 426 
 427 
The YfM website for the USF study site provides a safety disclaimer in regards to injury that 428 
could occur through practice of the online Yoga classes. All study participants are required to to 429 
review and then click (accept) this disclaimer in order to proceed to the online YfM material.  430 
(Appendix G) 431 
Persons who fail to meet the study eligibility criteria will be notified of their status within the 432 
study portal. Notification of project ineligibility will contain links to local and national veterans 433 
groups, veteran mental health resources, and crisis and suicide resources. Many of these 434 
resources (see Appendix C) will also be featured on the study website. The self-report 435 
instruments have been selected to capture information on a range of psychological and physical 436 
symptoms. With respect to participant safety, one question from the Brief Symptom Inventory 437 
has been identified as being a trigger for specific feedback depending on the response provided 438 
by the participant. Specifically, item 17 asks the participant to rate the statement “Thoughts of 439 
ending your life.” This question is rated on a 0 to 4 scale, with a value of 0 representing “Not at 440 
all” and a value of 4 representing “Extremely.” 441 
 442 
Any participant who rates this particular question at a value of 2 or higher will receive immediate 443 
feedback via a pop-up screen that is programmed into the Ready Ops website. Specifically, the 444 
participant will receive the following message: 445 
 446 
“Hello, you have reported having recent thoughts of ending your life, and we are concerned 447 
about your well-being. You are strongly advised to immediately seek help for your current 448 
distress. Please consider taking one or more of the following actions: 449 
 450 

1. Call 911 for immediate assistance 451 
2. Go to your local emergency room for help 452 
3. Contact the Veterans Crisis Line at: 1-800-273-8255 (Press 1) 453 
4. Go to your local VA or community mental health facility 454 
5. Contact and discuss your current distress with a family member or friend 455 
6. Seek additional information at: 456 

 457 
Department of Veteran’s Affairs “Where to Get Help” 458 
http://www.mentalhealth.va.gov/gethelp.asp 459 
 460 
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Department of Veteran’s Affairs PTSD Program Locator 461 
http://www2.va.gov/directory/guide/PTSD_flsh.asp?isFlash=1 462 
 463 
SAMHSA Mental Health Facilities Locator 464 
http://store.samhsa.gov/mhlocator 465 
 466 
Defense Centers for Excellence for Psychological Health & Traumatic Brain Injury 467 
http://www.dcoe.health.mil/24-7help.aspx 468 
 469 
Military OneSource 470 
http://www.militaryonesource.com/MOS/About/CounselingServices.aspx 471 
 472 
National Suicide Prevention Lifeline – Veterans 473 
http://suicidepreventionlifeline.org/Veterans/Default.aspx 474 

1-800-273-TALK (Veterans Press 1) 475 
 476 
VA Facilities Locator – Searchable Database 477 
http://www2.va.gov/directory/guide/home.asp?isFlash=1 478 
 479 
Vet Centers 480 
http://www.vetcenter.va.gov/ 481 
 482 
List of Veteran Service Organizations 483 
http://www1.va.gov/vso/index.cfm?template=view 484 
See Appendix C 485 
 486 
 487 
 488 
 489 
If the individual is determined to be eligible for the study, they will be directed online to fill out a brief 490 
demographic and medical form in addition to the self-report instruments on symptom status. Participant 491 
will agree to a safety disclaimer before they start the Yoga and Meditation study. During the duration of 492 
the study, the participant will be instructed to take 2 Yoga online classes through YfM a week, and 2 493 
mediation classes through YfM a week. The ReadyOp online platform will have the capacity to determine 494 
the number of classes taken each week. On a monthly basis after enrollment, participants who have 495 
completed a recent online assessment of symptom status will be entered into a drawing for a free YfM 496 
Yoga mat. ($125 value). Thus, participants who complete symptom assessments at the 1-, 3-, 6- and 12-497 
month time points will be entered into the drawing a total of four times. In total, there will be 5 498 
assessments of symptom status to occur at the time of enrollment and at 1-, 3-, 6-, and 12-months after 499 
enrollment. 500 
 501 
3.0 METHODS 502 
 503 
3.1 Study Setting. 504 
Participant recruitment and enrollment in the study will be conducted through the use of the 505 
ReadyOp online Yoga for Men website which consists of an online platform. All de-identified 506 
data captured from the system will be exported into Excel format to investigators at the 507 
University of South Florida for independent program evaluation. Each self-report symptom 508 
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instrument as well as demographic and clinical history form will be exported as a separate Excel 509 
tables.  510 
 511 
3.2 Eligibility Criteria. 512 
Eligibility screening (see Appendix B) will follow online consent (see Appendix A) and will be 513 
completed online. To be eligible, participants must meet the following criteria: 514 

1. Self-reported as U.S. or non U.S. veteran or service member  515 
2. 18 years of age or older 516 
3. Have regular access to a computer and the internet 517 
4. Be able to read and understand spoken English at the 8th grade level or higher 518 
5. Positively endorse one or more of the symptom domain items listed in Appendix B. 519 

 520 
In addition, to be eligible, study participants must be willing to create a login and password to 521 
access the study portal with their own login information. Study candidates must first provide 522 
consent and then answer all questions contained on the eligibility screen to be considered for 523 
participation. Responses to the eligibility screen will be sent automatically to a secure/SSL 524 
encrypted data-base that will run an algorithm to check responses against eligibility criteria.  525 
Project staff, in turn, will review all responses to the eligibility screening to verify that eligibility 526 
criteria have been met. Candidates will receive feedback as to their eligibility, within the study 527 
portal, as soon as eligibility status has been verified.  528 
Using ReadyOp, the subjects’ response to these forms will be sent automatically via a secure, encrypted 529 
channel to the secure ReadyOp servers.  530 
Only authorized persons will be allowed access to the responses and reports. 531 
 ReadyOp will prompt them and only allow them to progress if each step has been completed. ReadyOp 532 
will have the ability to give the USF study staff immediate feedback on the progress of the participant. 533 
The data collection protocol will consist of screening for eligibility, pre-YfM Yoga and Meditation 534 
assessment for enrolled participants, self-report-assessments at the completion of one month of YfM 535 
Yoga and Meditation, again at 3-months, at six months and at 12 months after completion of YfM Yoga 536 
and Meditation. 537 
 538 

• Candidates deemed to be eligible for the study will have their study portal access linked with an 539 
arbitrary Study ID#.  This arbitrary Study ID# will be the only link to data that participants 540 
provide.  Participants will then see an activated link within their study portal to complete the 541 
online pre-intervention information including demographics, medical history, and current 542 
symptom status. The initial survey battery may be completed in one sitting, or if they chose to do 543 
so they may do it in two sittings, provided that they do that within 48 hours.  The survey program 544 
is hosted by ReadyOp, a secure server and will save their work so that they can return to it and 545 
finish at a later time.  (See Appendix F) 546 

 547 
• They cannot move on with the other aspects of the study until they complete this initial survey 548 

battery. ReadyOp will track and log all sessions that the participant completes. 549 
 550 
 551 
Ineligible persons will be notified of not meeting the study inclusion criteria. They will also be 552 
provided with links to several veteran-related organizations that may be of interest. This includes 553 
the following: 554 
 555 

24-hour veteran focused suicide prevention hotline 556 
(Http://suicidepreventionlifeline.org/veterans/default.aspx)  557 
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 558 
Veteran resources at the National Alliance on Mental Illness 559 
(Http://www.nami.org/template.cfm?section=veterans_recources&template=/contentman560 
agement/contentdisplay.cfm&contentid=53242&lstid=877).    561 

 562 
Data provided on the Eligibility Screen will be de-linked from participant data and kept on a 563 
secure password projected computer in the PI’s research laboratory at the University South 564 
Florida, Tampa, FL. Once enrollment targets are reached, eligibility screening information will 565 
be destroyed. 566 
 567 
Exclusion Criteria 568 
Exclusion criteria have been developed with the goal of maximizing potential participation 569 
through required endorsement of a minimum of one symptom of interest. Non-military personnel 570 
will not be permitted to participate.  571 
 572 
3.3 Interventions. 573 
The intervention consists of participation in the online YfM Yoga and Meditation program. The 574 
recommended dose of the intervention is a minimum of two sessions per week of both yoga and 575 
two sessions per week of meditation. A summary of the delivery content of the online Yoga and 576 
meditation sessions is as follows: 577 
 578 
Yoga: Yoga for Men will offer two new, classes, 30-45 minute, trauma-informed traditional 579 
hatha yoga practices every week, with an emphasis on greater awareness of the breath through 580 
pranayama (breathing exercises) and sensation of the physical body through postures (asanas). 581 
All of these classes, as well as other pertinent content, i.e. tutorials, workshops, meditations, and 582 
educational themed material, will also be recorded for future use; accessible at any time for 583 
anyone wanting to repeat a class or deepen their personal study of yoga in general. 584 
 585 
Meditation:  In a manner parallel to offering of yoga content, the online website will deliver 10+ 586 
minute mindfulness meditations that are meant to bring greater awareness to the body, sensations 587 
and the breath.  588 
 589 
3.4 Outcomes. 590 
As this is a multi-symptom evaluation, there is no single primary outcome. Instead, all of the 591 
symptoms are considered as co-equal primary outcomes. This includes symptom measures of 592 
psychological trauma, depression, anxiety, stress, sleep quality, and pain (see Appendix B). As 593 
described above, outcome assessments will occur at 5 time points: pre-intervention, 1-month, 3-594 
months, 6-months, and 12-months by use of the online Yoga for Men website which consists of a 595 
secure ReadyOp online platform. 596 
 597 
3.5 Participant/Study Timeline. 598 
The study will be conducted over a 2-year period to take into account time required for start-up 599 
activities, enrollment of the target sample size of 150 study participants, 12-month participation 600 
in the YfM program, and sufficient time for data management and analysis. 601 
 602 
3.6 Sample Size. 603 
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The target goal is enrollment of 150 veterans or active duty service members who meet the study 604 
eligibility criteria. Whereas the study is designed as a program evaluation study, estimates of 605 
statistical power are based on examination of change in symptom status, and assuming that at 606 
least 80% of all enrolled participants (i.e. n=120) will complete at least the pre-intervention and 607 
3-month follow-up assessment. With these assumptions, the study will provide 80% power 608 
(assuming 2-sided type I error rate of 0.05 and within-subject correlation of 0.50) to detect a 609 
“small” within-subject effect size (Cohen, 1983) of 0.26 or higher. 610 
 611 
3.7 Recruitment. 612 
The recruitment vehicle will be the YfM website with a link to the study by University of South 613 
Florida (see Appendix E) 614 
 615 
3.8 Intervention Allocation.   616 
As this is an uncontrolled study, all participants who are enrolled will be offered access to the 617 
entire online YfM program content. 618 
 619 
3.9 Blinding. 620 
This is an uncontrolled prospective cohort study. All participants will be fully informed and 621 
aware of the YfM intervention to be provided. Outcome reporting of symptom status will be self-622 
reported through an anonymous online platform   623 
 624 
3.10 Data Collection Methods. 625 
Enrolled participants will have a total of 5 assessments: screening/baseline (i.e. pre-treatment 626 
assessment) and at 1-, 3-, 6- and 12-months after enrollment in the program. The self-report 627 
instruments to be completed by study participants are listed and summarized below. 628 
 629 

§ Psychological Trauma 630 
§ Depression and anxiety 631 
§ Stress 632 
§ Sleep quality 633 
§ Pain. 634 

For assessment of symptoms of psychological trauma, the PCL-5 Checklist will be completed 635 
online by study participants. The PCL-5 Checklist is a self-administered 20-item scale 636 
(Blanchard 1996, Weathers 1993) that corresponds to key symptoms of PTSD. While the PCL-5 637 
is the most recent version of the checklist, the reliability estimates of earlier versions range from 638 
0.92 to 0.97, and the PCL has been validated in both civilians and veterans. Respondents rate 639 
how much they were “bothered by that problem in the past month”. Items are rated on a 5-point 640 
scale ranging from 0 (“not at all”) to 4 (“extremely”). The PCL can be scored in several different 641 
ways. A total score (range 0-80) can be obtained by summing the scores from each of the 20 642 
items.  643 
 644 
For assessment of symptoms of depression and anxiety, the Brief Symptom Inventory (BSI) will 645 
be used. The 18-item (BSI) (Derogatis 2001) is a shortened version of the Symptom Checklist 646 
90-Revised (SCL-R-90) designed to measure clinically relevant psychological symptoms in 647 
adolescents and adults. This instrument encompasses 3 factors: Somatization, Depression, and 648 
Anxiety, along with a Global Severity Index. This inventory shows satisfactory reliability 649 
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indexes, both for the individual factors (ranging from 0.74 to 0.84) and the Global Severity Index 650 
(0.89). 651 
 652 
For assessment of stress, the Perceived Stress Scale (PSS) will be used. The PSS is a self-653 
reported instrument with 10 items, which is widely used psychological instrument for measuring 654 
the degree to which situations in one’s life are appraised as stressful (Cohen et al, 1983). 655 
 656 
For assessment of sleep quality, the Pittsburgh Sleep Quality Index (PSQI) will be used. The 15-657 
item PSQI measures quality and patterns of sleep in adults. It takes an estimated 3 to 6 minutes 658 
to complete (Buysse, 1989). A global PSQI score greater than 5 has yielded a diagnostic 659 
sensitivity of 89.6% and specificity of 86.5% (kappa = 0.75, p<0.001) in distinguishing good and 660 
poor sleepers. Internal consistency reliability has been estimated to range from .77 to .81. 661 
 662 
For symptoms of pain, Pain Outcome Questionnaire (POQ) will be used (Clark, 2003). The 20-663 
item POQ-Short Form is a reliable and valid instrument that contains 19 primary pain items rated 664 
on an 11-point (0-10) Likert-type scale and one demographic question.  In addition to a total pain 665 
score, six subscale scores can be calculated that correspond to: pain intensity (1 item), pain-666 
related impairment in mobility (4 items), pain-related impairment in performing activities of 667 
daily living (4 items), sense of impairment in activity and energy levels (3 items), dysphoric 668 
affect and associated symptoms (5 items), and pain-related fear and avoidance (2 items).  669 
 670 
In addition, a Demographic form that is self-developed will be used. Demographic data to be 671 
collected will include age, gender, race, ethnicity, educational attainment, and military service 672 
information. Other baseline variables will include use of medications. 673 
 674 
Data Collection Schedule. The data collection protocol will consist of screening for eligibility, 675 
pre-YfM Yoga and Meditation assessment for enrolled participants, self-report-assessments at 676 
the completion of one month of YfM Yoga and Meditation, again at 3-months, at six months and 677 
at 12 months after completion of YfM Yoga and Meditation. 678 
 679 
 
Instrument 

 
Screening 

 
Baseline 

1-
Month 

3-
Months 

6- 
Months 

12-
Months 

Consent X      
Inclusion/Exclusion Screen X      
Demographics  X     
Use of Medications  X X X X X 
PCL 5 (PTSD checklist)  X X X X X 
Brief Symptom Inventory  X X X X X 
Perceived Stress Scale  X X X X X 
Pittsburgh Sleep Quality Index  X X X X X 
Pain Outcome Questionnaire  X X X X X 
 680 
3.11 Data Management. 681 
Data will be collected by the use of the online Yoga for Men website which consists of the 682 
ReadyOp secure online platform. All de-identified data captured from the system will be 683 
exported into Excel format and forwarded to investigators at the University of South Florida for 684 
independent program evaluation. These files will be imported into the SAS system for statistical 685 
analyses. The source data will not include any personal identifiers. All data will be stored 686 
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electronically on password-protected computers with access only to study personnel, and with 687 
automatic log off procedures for idle time. A de-identified ID number will be provided for each 688 
study participant; no names or other personal identifying information will be used.  689 
 690 
3.12 Statistical Methods. 691 
Continuous variables will be expressed as mean ± standard deviation (SD); categorical variables 692 
will be expressed as percentages. The primary outcome evaluation approach will consist of 693 
within-subject change on the specific symptom measures listed in the table above.  Paired t-tests 694 
will be used to compare changes in the above defined measures before enrollment in the YfM 695 
program, and at various follow-up intervals including 1-, 3-, 6-, and 12-month follow-up. 696 
Standardized effect sizes for outcome measures will be calculated as: ((mean before 697 
Yoga/Meditation – mean after Yoga/Meditation)/standard deviation of treatment difference 698 
scores)(Morris 2002) with corresponding 95% confidence intervals calculated. For the full set of 699 
pre-Yoga/Meditation, post-Yoga/Meditation, and 1-3-6-12 month follow-up assessments, within-700 
subject changes on scores from the outcome measures will be formally tested by repeated 701 
measures analysis of variance specifying an exchangeable correlation structure. Due to multiple 702 
comparisons, a two-tailed p-value of <0.01 will be used to define statistical significance. With a 703 
target sample size of 150 participants and assuming at least 120 participants with compete data 704 
and use of a within-subject paired t-test for a given outcome at a given time point, the sample 705 
will provide 80% power to detect a “”small” effect size of 0.32, assuming 2-sided type I error 706 
rate of 0.01 and within-subject correlation of 0.5.  Thus, if the YfM program appears to result in 707 
meaningful improvement in psychological and physical symptoms, the target sample size is of 708 
sufficient size to reliably detect such effects. 709 
 710 
3.13 Data Monitoring. 711 
The Principal Investigator will review receipt of all datasets provided. The PI in conjunction with 712 
the Research Coordinator will assess compliance to the study protocol including completion of 713 
all data elements from on the online data entry system and retention in the YfM program.   714 
 715 
3.14 Harms. 716 
While the practice of Yoga through the online YfM platform could confer some risk of physical 717 
injury to participants. There will be a safety disclaimer for the participant to agree to before they 718 
start the Yoga or Meditation study. The University of South Florida, the entity that will conduct 719 
the independent study analysis activities, will not be involved in assessment of potential harms 720 
through the practice of yoga. 721 
 722 
3.15 Auditing. 723 
No formal mechanism is included for auditing the program evaluation activities of the study. 724 
 725 
4.0 ETHICS AND DISSEMINATION 726 
 727 
4.1 Research Ethics Approval. 728 
Formal approval for conduct of the study will be obtained through the University of South 729 
Florida (USF) Institutional Review Board (IRB). 730 
 731 
4.2 Protocol Amendments. 732 
Any protocol amendments to be made will be submitted to the USF IRB prior to implementation.  733 
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 734 
4.3 Consent. Refer to Appendix A. 735 
 736 
4.4 Declaration of Interests. 737 
None of the investigators have a financial or otherwise potential conflict of interest with the 738 
conduct of the study.  739 
 740 
4.5 Access to Data. 741 
The data to be forwarded to the USF research team are considered proprietary, confidential, and 742 
not to be shared with any outside entity. 743 
 744 
4.6 Dissemination Policy. 745 
Study results will be presented in aggregate form and without presentation of any personal 746 
identifying information. Results will be disseminated through peer-review journals and high 747 
visibility professional conferences and symposia. 748 
 749 
4.7 Protocol Deviations, Violations, and Amendments. 750 
Protocol deviations that are unplanned will be reported to the USF IRB within 5 days of the 751 
occurrence with an action plan to prevent the deviation in the future. Protocol deviations that are 752 
planned must be discussed by the PI with the IRB Chairpersons prior to the planned deviation. 753 
Protocol and informed consent amendments will be approved by the USF IRB prior to 754 
implementing the change. The study may continue, however, the amendment (modification) may 755 
not occur until the USF IRB has approved the amendment (modification). 756 
 757 
4.8 Quality Assurance (QA). 758 
Quality assurance activities will be conducted in accordance with Standard Operating Procedures 759 
of the USF College of Nursing Research Department. The PI will be responsible for Quality 760 
Assurance. 761 
 762 
5.  LABELING & STORAGE OF DATA & SPECIMENS  763 
All electronic study files will be stored on a password protected computer on a secure University 764 
server that is backed up nightly. Access to study files will be limited to designated members of 765 
the research staff. All study related materials will be maintained at the PI's office at the 766 
University South Florida, College of Nursing Research Center (Dr. Kip, PI). Data will be 767 
retained for a minimum of 5 years after the specific study termination milestone. This may 768 
include the date in which the PI, IRB, or Study Sponsor terminates the study, or at the end of the 769 
final approval period.  After this time period, all paper study records will be shredded and all 770 
electronic study files will be permanently deleted. SAS databases containing arbitrary participant 771 
ID#s and questionnaire responses may be retained longer than 5 years for data analysis purposes 772 
and for use in preparing written reports for publication consideration. 773 
 774 
6.  RISK AND INJURY  775 

• The research study activities to be conducted confer minimal risk for participants. Mild 776 
discomfort might occur while answering some of the questions on the initial screening 777 
measure or the self-report questionnaires.  778 
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• The YfM website for the USF study site provides a safety disclaimer in regards to injury 779 
that could occur through practice of the online Yoga classes. All study participants are 780 
required to to review and then click (accept) this disclaimer in order to proceed to the 781 
online YfM material.  (Appendix G) 782 

•  There could be a Breach of Confidentiality, It is possible, although unlikely, that 783 
unauthorized individuals could gain access to your responses. Confidentiality will be 784 
maintained to the degree permitted by the technology used. No guarantees can be made 785 
regarding the interception of data sent via the Internet. However, your participation in 786 
this online survey involves risks similar to a person’s everyday use of the Internet. 787 
 788 

The study website will have a prominent link listing referral sources (see Appendix C) and 789 
contacts to various national organizations and agencies (VA) for participants to utilize if they 790 
experience any concerns related to psychological problems or wish to seek additional help.  791 
The consent form has the PI’s and study coordinator’s name, email and phone number if the 792 
participant needs to make contact. 793 
 794 
7. DATA SAFETY MONITORING PLAN  795 
The program analysis activities of the study do not include a Data Safety and Monitoring Plan. 796 
 797 
8.  BENEFIT(S)  798 
This research may not provide direct benefits to any of the participants in the YfM program. 799 
However, the strategies and information contained within the online YfM sessions may be shown 800 
to help people live better lives with lower levels of anxiety and other problems (e.g., depression, 801 
stress, and pain). Thus, it is possible that the online program will provide psychological and/or 802 
physical benefit to study participants. 803 
 804 
9. COMPENSATION 805 
Military service members, active duty, reservist or retired that qualify for the study will be 806 
offered YfM veteran specific Yoga sessions in addition to all the regular membership Yoga and 807 
Meditation classes offered on the online YfM website. The monthly membership fee for YfM 808 
will be waived for qualified participating participants for the one year duration they are in the 809 
study. For participants who are enrolled and complete the online self-report assessments, whether 810 
at baseline, 1-month, 3-months, 6-months, or 12-months,  they will have their number put in a 811 
raffle to win a YfM Yoga mat ($125value) at each of the four assessments. Veterans that do not 812 
qualify or choose to not participate in the study can still enroll in the existing YfM online 813 
program and pay the conventional monthly fee of $15. 814 
 815 
10. CONFIDENTIALITY  816 
All information will be confidential. All data collection will occur with the use of a unique de-817 
identified study number. Information provided in the data collection forms will be restricted to 818 
approved study staff and disseminated only in aggregate (summary) form and without the use of 819 
any personal identifying information. To access the study, participants will be required to 820 
provide a unique login and password.  Upon entry into the study, each participant with be 821 
designated with a study-specific identification number that does not contain personal identifying 822 
information (e.g. 1001). All data collection forms will be labeled with this unique de-identified 823 
subject number. A Master List of the subjects email addresses will be maintained and will be the 824 
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only document that links personal identifying information from subjects and their assigned 825 
study-specific de-identified subject number. A name and address will only be given by a 826 
participant if they win the raffle for a free YfM yoga mat. This will be required to mail it to 827 
them. 828 
 829 
In order to increase anonymity, participants will not be required to sign their names on the 830 
informed consent form; participants will only be asked to check a box using the ReadyOp online 831 
system.  Thus, we are requesting a waiver of signed consent. All data collection procedures will 832 
be facilitated through an online secure/encrypted questionnaire and data collection service.  The 833 
account with the data collection service will be protected with a screen name and password 834 
known only to the PI and project staff responsible for data management.  Participants will be 835 
required to login to access their portal containing all questionnaires and the online modular 836 
intervention. 837 
 838 
Breaches of confidentiality are always of concern in psychosocial research. We plan to minimize 839 
such risks by (a) not requiring a signed consent form and instead using a check box that will be 840 
clicked to indicate consent, (b) employing various layers of data encryption (both at the sever 841 
and local level in consultation with to be named project IT staff) to guard against breaches in 842 
confidentiality, (c) having all project staff educated and trained about data management 843 
procedures and the importance of protecting participant confidentiality. 844 
It is possible, although unlikely, that unauthorized individuals could gain access to your 845 
responses. Confidentiality will be maintained to the degree permitted by the technology used. No 846 
guarantees can be made regarding the interception of data sent via the Internet. However, your 847 
participation in this online survey involves risks similar to a person’s everyday use of the 848 
Internet. If you complete and submit an anonymous survey and later request your data be 849 
withdrawn, this may or may not be possible as the researcher may be unable to extract 850 
anonymous data from the database. 851 
 852 
We will also advise all participants that the Internet and email is not an entirely secure form of 853 
communication, and that they should be sure to log off their computers upon completing work 854 
with the online modular intervention and/or the online surveys.  The project staff will make use 855 
of IT specialists to minimize loss, breach, or misuse of study data, while protecting personal 856 
information. 857 
 858 
Other than subject self-report information, no external information such as medical records will 859 
be obtained. Therefore, de-identification of any such documents will not be necessary. Data will 860 
not be shared with anyone other than those parties who are named on the consent form. All 861 
electronic study data will be stored on a password protected secure server with access limited to 862 
select research personnel. The PI and all study personnel will be responsible for ensuring that the 863 
research is conducted in a manner consistent with the ethical principles outlined in the Belmont 864 
Report, and in compliance with USF policies and procedures. Lastly, project staff will not have 865 
direct face-to-face contact with participants.  866 
 867 
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12.0 APPENDICES 1112 
 1113 
Appendices for this study protocol consist of the following: 1114 
 1115 
Appendix A. Informed Consent Form 1116 
 1117 
Appendix B.  Eligibility Screen 1118 
 1119 
Appendix C. Veteran Referral Source 1120 
 1121 
Appendix D.  Case Report Forms 1122 
 1123 
Appendix E.   Recruitment Flyer, YfM snapshot of website 1124 
 1125 
Appendix F.  ReadyOp 1126 
  1127 
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Appendix A. Informed Consent Form 1128 
 1129 
 1130 
 1131 

 1132 
 1133 
 1134 
  1135 
 1136 
 1137 
Informed Consent to Participate in Research  1138 
Information to Consider Before Taking Part in this Research Study 1139 
 1140 
Pro # 00025681 1141 
  1142 
Researchers at the University of South Florida (USF) study many topics. To do this, we need the help of people who 1143 
agree to take part in a research study. This form tells you about this research study. We are asking you to take part in 1144 
a research study that is called; Prospective cohort research study of Yoga and Mindfulness for Psychological and 1145 
Physical Well-Being  1146 
The person who is in charge of this research study is Kevin E. Kip, Ph.D., FAHA This person is called the Principal 1147 
Investigator.   1148 
 1149 
This study is sponsored by: Yoga for Men, LLC 1150 

Why are you being asked to take part? 1151 
This research study is being done to determine if an existing web-based online application of Yoga and Meditation 1152 
through Yoga for Men’s website is useful for US and non US active duty service members and veterans who may be 1153 
experiencing a range of emotional, psychological, and behavioral challenges. 1154 
 1155 

Purpose of the Study 1156 
The purpose of this study is to:  1157 
The purpose of this research study is to evaluate an existing online self-help Yoga and Meditation program for 1158 
active duty service members and veterans who may be struggling with a range of difficulties linked with service and 1159 
coming back home, and those who may feel like they need some additional tools to help them move on with their 1160 
lives.   1161 

• The online program that YfM has developed is being evaluated in this research based on a newer evidence-1162 
based approach to psychological health and wellness with Yoga and Meditation. 1163 

• Our intent is to offer this program to active duty service members and veterans as a way to help reduce or 1164 
lessen psychological and emotional difficulties, and most importantly improve quality of life and ease the 1165 
return back to civilian life.   1166 

• Thus, our purpose is to find out if a Yoga and Meditation online program is helpful in reducing the unique 1167 
psychological, emotional, and behavioral challenges that active duty and veterans may face coming home, 1168 
while also improving quality of life.  We are also interested to learn for whom the program is helpful, and 1169 
in what ways it may be helpful. 1170 

• The existing program we are evaluating should not be considered a substitute for other forms of mental 1171 
health care. 1172 
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 1173 

Study Procedures 1174 
If you take part in this study, you will be asked to:  1175 
This project has several parts.  Here, we describe them in some detail. 1176 

• Consent to Participate.  If you decide that you would like to participate in this study, you must click the 1177 
appropriate box at the bottom of this consent form.  This tells us that you are willing to participate.  Once 1178 
you click that link, you will be redirected to an online eligibility screening form. 1179 

• Online Eligibility Screen.  This research is available to active duty service members and Veterans, but not 1180 
everyone can or should participate in this study.  Thus, after you consent, you must be willing to answer all 1181 
questions on the online eligibility screening form.  This screening is important and will be reviewed by 1182 
project staff.   If you meet eligibility requirements, the website will direct you to your personal study portal 1183 
and will provide you with further instructions and a unique study ID# that you will use to participate.  If it 1184 
is determined that you aren’t eligible to participate, the YfM study website will inform either way. 1185 

• The YfM website for the USF study site provides a safety disclaimer in regards to injury that could occur 1186 
through practice of the online Yoga classes. All study participants are required to to review and then click 1187 
(accept) this disclaimer in order to proceed to the online YfM material.   1188 

• If You Are Eligible to Participate.  The YfM study site will provide you with a unique Study ID# and 1189 
provide a link so that you can access your own secure personalized study portal.  Your study portal will 1190 
show you tasks that you have completed and those that are yet to be done.  You will need to login to access 1191 
your personalized study portal using the 4-digit study number you were given.   1192 

• Initial Survey Battery.  Once logged in, your first task will be to complete the initial survey battery.  This 1193 
survey battery includes several questionnaires that ask you some basic background information about 1194 
yourself, and then a series of questions about, your experience with anxiety, fears, depression, pain and 1195 
sleep. This portion of the study will take you approximately 30 minutes. 1196 

• You will be prompted to complete the Initial Survey Battery within 1-2 days following the 1197 
eligibility screening.   1198 

• You may complete the initial survey battery in one sitting, or if you chose to do so you may do it 1199 
in two sittings, provided that you do that within 48 hours.  The survey program we are using is 1200 
hosted by a secure server and will save your work so that you can return to it and finish at a later 1201 
time.   1202 

• You will not be able to move on with the other aspects of the study until you complete this initial 1203 
survey battery.  1204 

• The Active YfM Online Intervention Yoga and Meditation   1205 
• You will be given access to the online intervention through your personal study portal.  You will 1206 

see that the online intervention consists of several modules of Yoga and Meditation, each Yoga 1207 
taking about 30- 45 minutes to work through and the Meditation about 10 minutes.  The modules 1208 
will include video, audio, and exercises to help reinforce key concepts and to help you learn new 1209 
skills.   1210 

• You will be asked to work with the online intervention modules at your own pace over one month 1211 
but must complete 2 Yoga sessions of your choice and 2 Meditation sessions a week. When you 1212 
have finished one month, you will be asked to complete a 30 minute self-report assessment. Upon 1213 
completion of the self-report assessment, your study number will be put into a raffle to win a free 1214 
Yoga for Men Yoga mat. ($125value) 1215 

• The self-report assessment questionnaires will be repeated at 3 months, 6 months and again at 1216 
12months. Each time you complete them, your study number will be put into the raffle to win a 1217 
free Yoga for Men Yoga mat. 1218 

• Each of the four assessments will be identical to the first one you did and ought to take no more than 30 1219 
minutes of your time.  These assessments are really important so that we can figure out if active duty 1220 
service members and veterans like you are being helped with the program and if you continue to be helped 1221 
in the long-term (where it really counts).   1222 

 1223 
 1224 
Alternatives / Voluntary Participation / Withdrawal  1225 
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You should only take part in this study if you want to volunteer; you are free to participate in this research or 1226 
withdraw at any time. There will be no penalty or loss of benefits you are entitled to receive if you stop taking part 1227 
in this study 1228 
If you decide not to take part in this study, that’s okay.  Instead of being in this research study you can choose not to 1229 
participate. If you chose to not be in this research study you can still enroll and pay the conventional monthly 1230 
membership fee of $15 a month to YfM website for their program. We will provide other mental health and crisis 1231 
information on the study website and encourage you to access these resources if you are facing psychological, 1232 
emotional, or behavioral challenges related to your military service.  Anxiety-related difficulties -- including 1233 
depression, addictions, and anger -- are highly treatable with cognitive-behavior therapies alone and/or in 1234 
combination with medications.  Your local VA hospital or your primary care doctor may be good sources of 1235 
information about other treatment options that may be available to you.  You may continue to participate in this 1236 
research while also receiving other forms of mental health care, but you should check in with your doctor to be sure 1237 
that your participation in this research is ok.     1238 
Benefits and Risks 1239 
We cannot promise you will benefit by participating in this study.  The tools and strategies contained in the YfM 1240 
Yoga and Meditation Online program have been shown to help people suffering from many types of problems, and 1241 
we hope to find out if YfM Yoga and Meditation online can do the same for you and active duty service members 1242 
and veterans just like you.  Everyone is unique.  The strategies covered in the YfM Yoga and Meditation Online 1243 
program are possibly different from most strategies that you have tried before.  This is good in the sense that by 1244 
doing something new, you risk getting a different outcome in your life.  We don’t know exactly what that might be 1245 
for you, but our main goal is to learn something about how this program helps active duty service members and 1246 
veterans, and hopefully something about how it is helpful.   1247 
The questionnaires may cause discomfort, there could be injury from Yoga and Breach of Confidentiality within the 1248 
internet. 1249 
 1250 
This research is considered to be minimal risk. 1251 
 1252 
Compensation  1253 
There is no financial compensation for this study. 1254 

• Your study number will be entered into a raffle each time you complete the self-report assessments for a 1255 
free Yoga for Men Yoga mat. This means if you do all four self-report assessments, your study number will 1256 
be entered four times. If your study number is drawn, we will ask for your name and address to send it to 1257 
you. 1258 

Costs 1259 
• YfM requires a monthly membership fee of $15 to utilize the Yoga and Meditation online classes. If the US 1260 

or non US service member is eligible for the study the $15 monthly membership fee will be waived for the 1261 
one year duration while you are in the  study. There is no cost to be in the study. 1262 

Privacy and Confidentiality 1263 
 1264 
We will keep your study records private and confidential.  Certain people may need to see your study records.  By 1265 
law, anyone who looks at your records must keep them completely confidential unless disclosure is required by law.   1266 
 1267 
The only people who will be allowed to see these records are: 1268 

• The research team, including the Principal Investigator, study coordinator, and all other research 1269 
staff associated with this project.   1270 

• Certain university people who need to know more about the study.  For example, individuals who 1271 
provide oversight on this study may need to look at your records. This is done to make sure that 1272 
we are doing the study in the right way.  They also need to make sure that we are protecting your 1273 
rights and your safety.  However, they will not be able to link you personally with any responses 1274 
you provide.  1275 

• The University of South Florida (USF) Institutional Review Board (IRB) and its related staff who 1276 
have oversight responsibilities for this study, staff in the USF Office of Research and Innovation, 1277 



33 
 

USF Division of Research Integrity and Compliance, and other USF offices who oversee this 1278 
research. 1279 

 1280 
We may publish what we learn from this study.  If we do, we will not include your name.  We will not 1281 
publish anything that would let people know who you are.  1282 
It is possible, although unlikely, that unauthorized individuals could gain access to your responses. 1283 
Confidentiality will be maintained to the degree permitted by the technology used. No guarantees can be 1284 
made regarding the interception of data sent via the Internet. However, your participation in this online 1285 
survey involves risks similar to a person’s everyday use of the Internet. If you complete and submit an 1286 
anonymous survey and later request your data be withdrawn, this may or may not be possible as the 1287 
researcher may be unable to extract anonymous data from the database 1288 
 1289 
At the beginning of the study, you will be assigned a study number known only to you and the investigators.  All the 1290 
online questionnaires and chapter self-assessment questionnaires are anonymous and will never require you to input 1291 
your name or other personal information.    1292 
 1293 
Questionnaires are facilitated through a secure online questionnaire service. Completion of the self-report 1294 
questionnaires will be possible through links online on the YfM website via your personalized study portal. These 1295 
links and all information collected via study surveys will be secured by SSL encryption. SSL encryption is the same 1296 
system used by banking and other commercial institutions and is considered to be the highest level or "gold 1297 
standard" of online data protection.  The data account with our online survey system is protected with a screen name 1298 
and password known only to the investigators. 1299 
You can get the answers to your questions, concerns, or complaints  1300 
If you have any questions, concerns or complaints about this study, or experience an adverse event or 1301 
unanticipated problem, you may call or email the Principle Investigator for this study, Dr. Kevin E. Kip 1302 
412-974-2191, email: kkip@health.usf.edu or Sue Girling, Study Coordinator 813-974-9310, 1303 
sgirling@health.usf.edu. 1304 
 1305 
If you have questions about your rights as a participant in this study, general questions, or have 1306 
complaints, concerns or issues you want to discuss with someone outside the research, call the USF IRB 1307 
at (813) 974-5638. 1308 

 1309 

Please print a copy of this document, so that you have on hand the contact 1310 
information for the investigators and the Office of Research Compliance. 1311 

 1312 

 1313 

By checking the left most box appearing below, I acknowledge that I have read, or 1314 
been informed of the information about this study. I hereby consent to participate 1315 
in the study. By clicking the box to the right, you are indicating that you are not 1316 
interested in participating. (Boxes will be provided on internet site and will not let 1317 
subjects advance in the study unless they have checked at least one.)    1318 

You will find a link to a pdf version of this consent form on the study website 1319 
that we encourage you to download and print for your records.   1320 
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 1321 
 1322 
 1323 

 1324 
 1325 
 1326 
 1327 
 1328 
Appendix B. Eligibility Screen 1329 

Participant # _____      1330 

Date: ___________ 1331 

 1332 

Please complete each question listed below. 1333 

 1334 

Over the past 2 weeks, how often have 

you been bothered by any of the 

following problems? 

(0) 

Not at  

all 

(1) 

Several 

days 

(2) 

More than 

half the days 

(3) 

Nearly 

every day 

 

Repeated, disturbing memories, thoughts, 

or images of a stressful experience. 

 

¨ 

 

¨ 

 

¨ 

 

¨ 

 

Having little interest or pleasure in doing 

things. 

 

¨ 

 

¨ 

 

¨ 

 

¨ 

 

Feeling nervous, anxious, or on edge. 

 

¨ 

 

¨ 

 

¨ 

 

¨ 

 

Feeling like you could not cope with all 

the things that you had to do. 

 

¨ 

 

¨ 

 

¨ 

 

¨ 

 

Trouble sleeping. 

 

¨ 

 

¨ 

 

¨ 

 

¨ 

 

Having significant pain that interferes 

with enjoying life. 

 

¨ 

 

¨ 

 

¨ 

 

¨ 

     

 1335 

No, I do not wish to participate in the study. Yes, I wish to participate in the study. 
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 1336 

Note for study staff: Score of 2 or higher on any question indicates screen positive for study 1337 

enrollment. 1338 

 1339 

  1340 
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Appendix C.  Veteran Resources and Referral Links for Study Website 1341 
 1342 
Department of Veteran’s Affairs “Where to Get Help” 1343 
 http://www.mentalhealth.va.gov/gethelp.asp 1344 
 1345 
Department of Veteran’s Affairs PTSD Program Locator 1346 
 http://www2.va.gov/directory/guide/PTSD_flsh.asp?isFlash=1 1347 
 1348 
SAMHSA Mental Health Facilities Locator 1349 
 http://store.samhsa.gov/mhlocator 1350 
 1351 
SAMHSA Veterans & Family Resources 1352 
 http://www.samhsa.gov/vets/ 1353 
 1354 
Defense Centers for Excellence for Psychological Health & Traumatic Brain Injury 1355 
 http://www.dcoe.health.mil/24-7help.aspx 1356 
 1357 
Military OneSource 1358 
 http://www.militaryonesource.com/MOS/About/CounselingServices.aspx 1359 
 1360 
National Suicide Prevention Lifeline – Veterans 1361 
 http://suicidepreventionlifeline.org/Veterans/Default.aspx 1362 
 1-800-273-TALK  (Veterans Press 1) 1363 
 1364 
VA Facilities Locator – Searchable Database 1365 
 http://www2.va.gov/directory/guide/home.asp?isFlash=1 1366 
 1367 
Vet Centers 1368 
 http://www.vetcenter.va.gov/ 1369 
 1370 
List of Veteran Service Organizations 1371 
 http://www1.va.gov/vso/index.cfm?template=view 1372 
 1373 
 1374 
 1375 
  1376 
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Appendices D – Case Report Forms 1377 
 1378 
The table below provides the data collection schedule. This is followed by the hard copy case 1379 
report forms to be used. 1380 
 1381 
 
Instrument 

 
Screening 

 
Baseline 

1-
Month 

3-
Months 

6- 
Months 

12-
Months 

Consent X      
Inclusion/Exclusion Form X      
Demographics  X     
Use of Medications  X X X X X 
PCL 5 (PTSD checklist)  X X X X X 
Brief Symptom Inventory  X X X X X 
Perceived Stress Scale  X X X X X 
Pittsburgh Sleep Quality Index  X X X X X 
Pain Outcome Questionnaire  X X X X X 
 1382 
  1383 
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 1384 
 1385 
Inclusion/Exclusion Form 

 

ID# __________          Visit:  Screening          Date: ____________________ 
 

Inclusion Criteria (all must be marked “Yes” to be eligible for the study). 

1. Age 18 years or older and military service member active duty or retired Yes   ___ No  ___ 

2. Access to a computer and internet service Yes   ___ No  ___ 

3. Able to read English at 8th grade level or higher. Yes   ___ No  ___ 

4. One or more symptoms endorsed on Appendix B. Yes   ___ No  ___ 

Exclusion Criteria (must be marked “No” to be eligible for the study). 

1. Never served in the military. Yes   ___ No  ___ 

   

 
 
Is Subject eligible for participation?   Yes_____   No_____ 

 

  

 1386 

 1387 
 1388 
  1389 
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 1390 
 1391 
Demographics Form 
 

ID# __________          Visit:  Baseline         Date: ____________________ 
 

Instructions: Please complete the following information. This information is only for research 

staff reference and will remain strictly confidential. 
 

   

1. What is your age? _____  years 

2. Please indicate your gender: A) Male _____   B) Female _____ 
 

3. Please indicate your race: A) Black/African American _____         

B) White _____ 

C) Asian _____   

D) Native Hawaiian/Pacific Islander _____ 

E) American Indian/Alaskan Native _____ 
 

4. Please indicate your ethnicity: A) Non-Hispanic _____  B) Hispanic _____ 

5. How many years of education have you 

completed starting with the first grade? 

 

________ years 

6. Military service:  

 A) Army     B) Army Reserves     C) Navy     D) Naval Reserves 

E)  Marine Corps     F)  Marine Corps Reserves     G) Air Force 

H)  Air Force Reserves   I) Coast Guard    J)  Coast Guard Reserves 

K)  National Guard    L)  National Guard Reserves 

  

7.  Number of deployments:   ________ 

8.  Length of longest deployment:   ______ months 

9.  Deployment location(s)   ________________________________________________ 

 

Thank you for your participation. 

 1392 
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Use of Medications 1394 

 1395 

ID# __________          Visit:  __________         Date: ____________________ 1396 

 1397 
Please check the categories of any prescription medications that you are currently taking: 1398 
 1399 

Class of Medication    No      Yes Daily     Weekly     Other 

Pain    ¨								¨			 			¨														¨														¨										 

Anti-Depression    ¨								¨			 			¨														¨														¨										 

Anti-Anxiety    ¨								¨			 			¨														¨														¨										 

Anti-Seizure    ¨								¨			 			¨														¨														¨										 

Sleep    ¨								¨			 			¨														¨														¨										 

 1400 

  1401 
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PCL-5 1402 

ID# __________          Visit:  __________         Date: ____________________ 1403 

 1404 
Instructions: Below is a list of problems that people sometimes 
have in response to a very stressful experience. Please read each 
problem carefully and then check one of the numbers to the right to 
indicate how much you have been bothered by that problem in the 
past week. In the past week, how much were you bothered by:  

Not at 
all  

A 
little 
bit  

Moderately  Quite 
a bit  Extremely  

1. Repeated, disturbing, and unwanted memories of the stressful 
experience?  0  1  2  3  4  

2. Repeated, disturbing dreams of the stressful experience?  0  1  2  3  4  
3. Suddenly feeling or acting as if the stressful experience were 
actually happening again (as if you were actually back there 
reliving it)?  

0  1  2  3  4  

4. Feeling very upset when something reminded you of the stressful 
experience?  0  1  2  3  4  

5. Having strong physical reactions when something reminded you 
of the stressful experience (for example, heart pounding, trouble 
breathing, sweating)?  

0  1  2  3  4  

6. Avoiding memories, thoughts, or feelings related to the stressful 
experience?  0  1  2  3  4  

7. Avoiding external reminders of the stressful experience (for 
example, people, places, conversations, activities, objects, or 
situations)?  

0  1  2  3  4  

8. Trouble remembering important parts of the stressful experience?  0  1  2  3  4  
9. Having strong negative beliefs about yourself, other people, or 
the world (for example, having thoughts such as: I am bad, there is 
something seriously wrong with me, no one can be trusted, the 
world is completely dangerous)?  

0  1  2  3  4  

10. Blaming yourself or someone else for the stressful experience or 
what happened after it?  0  1  2  3  4  

11. Having strong negative feelings such as fear, horror, anger, 
guilt, or shame?  0  1  2  3  4  

12. Loss of interest in activities that you used to enjoy?  0  1  2  3  4  
13. Feeling distant or cut off from other people?  0  1  2  3  4  
14. Trouble experiencing positive feelings (for example, being 
unable to feel happiness or have loving feelings for people close to 
you)?  

0  1  2  3  4  

15. Irritable behavior, angry outbursts, or acting aggressively?  0  1  2  3  4  
16. Taking too many risks or doing things that could cause you 
harm?  0  1  2  3  4  

17. Being “superalert” or watchful or on guard?  0  1  2  3  4  
18. Feeling jumpy or easily startled?  0  1  2  3  4  
19. Having difficulty concentrating?  0  1  2  3  4  
20. Trouble falling or staying asleep?  0  1  2  3  4  
 1405 
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Brief Symptom Inventory 1407 

ID# __________          Visit:  __________         Date: ____________________ 1408 

 1409 
Instructions: Over the past 7 days, please rate the following symptoms. Place a check in the box that 1410 
best applies. 1411 
 1412 

   0  

Not at all  

1  2  3  4  

Extremely 

1 Faintness or dizziness  ¨ ¨ ¨ ¨ ¨ 

2 Feeling no interest in things  ¨ ¨ ¨ ¨ ¨ 

3 Nervousness or shakiness inside  ¨ ¨ ¨ ¨ ¨ 

4 Pains in heart or chest  ¨ ¨ ¨ ¨ ¨ 

5 Feeling lonely  ¨ ¨ ¨ ¨ ¨ 

6 Feeling tense or keyed up  ¨ ¨ ¨ ¨ ¨ 

7 Nausea or upset stomach  ¨ ¨ ¨ ¨ ¨ 

8 Feeling blue  ¨ ¨ ¨ ¨ ¨ 

9 Suddenly scared for no reason  ¨ ¨ ¨ ¨ ¨ 

10 Trouble getting your breath  ¨ ¨ ¨ ¨ ¨ 

11 Feeling of worthlessness  ¨ ¨ ¨ ¨ ¨ 

12 Spells of panic or terror  ¨ ¨ ¨ ¨ ¨ 

13 Numbness or tingling in parts of body  ¨ ¨ ¨ ¨ ¨ 

14 Feeling of hopeless about the future  ¨ ¨ ¨ ¨ ¨ 

15 Feeling so restless you could not sit still  ¨ ¨ ¨ ¨ ¨ 

16 Feeling weak in parts of your body  ¨ ¨ ¨ ¨ ¨ 

17 Thoughts of ending your life  ¨ ¨ ¨ ¨ ¨ 

18 Feeling fearful  ¨ ¨ ¨ ¨ ¨ 

 1413 

 1414 
 1415 
 1416 
 1417 
 1418 
 1419 
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Perceived Stress Scale 1420 
 1421 
ID# __________          Visit:  ____________         Date: ____________________ 1422 

 1423 
Instructions: The questions below ask you about your feelings and thoughts during the last 1424 
week. Please indicate by circling how often you felt or thought a certain way. 1425 
 1426 
Check  1427 
0 = Never  1 = Almost Never  2 = Sometimes     3 = Fairly Often     4 = Very Often 1428 
 1429 

  (0) 

 

(1) (2) (3) (4) 

1. Being upset because of something that happened 

unexpectedly 

¨ ¨ ¨ ¨ ¨ 

2. Felt that you were unable to control the important things 

in your life 

¨ ¨ ¨ ¨ ¨ 

3. Felt nervous and “stressed” ¨ ¨ ¨ ¨ ¨ 

4. Felt confident about your ability to handle your personal 

problems 

¨ ¨ ¨ ¨ ¨ 

5. Felt that things were going your way ¨ ¨ ¨ ¨ ¨ 

6. Found that you could not cope with all the things that 

you had to do 

¨ ¨ ¨ ¨ ¨ 

7. Been able to control irritations in your life ¨ ¨ ¨ ¨ ¨ 

8. Felt that you were on top of things ¨ ¨ ¨ ¨ ¨ 

9. Been angered because of things that were outside of 

your control 

¨ ¨ ¨ ¨ ¨ 

10. Felt difficulties were piling up so high that you could 

not overcome them 

¨ ¨ ¨ ¨ ¨ 

 1430 
References 1431 
The PSS Scale is reprinted with permission of the American Sociological Association, from Cohen, S., Kamarck, T., and 1432 
Mermelstein, R. (1983). A global measure of perceived stress. Journal of Health and Social Behavior, 24, 386-396. 1433 
Cohen, S. and Williamson, G. Perceived Stress in a Probability Sample of the United States. Spacapan, S. and Oskamp, S. (Eds.) 1434 
The Social Psychology of Health. Newbury Park, CA: Sage, 1988. 1435 
 1436 
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Pittsburgh Sleep Quality Index 1438 
 1439 
ID# __________          Visit:  ____________         Date: ____________________ 1440 

 1441 
INSTRUCTIONS: 1442 
The following questions relate to you usual sleep habits during the past month only. Your answers should indicate 1443 
the most accurate reply for the majority of days and nights in the past week.  Please answer all questions. 1444 
 1445 

1. During the past month, what time have you usually gone to bed at night? 1446 
BED TIME ____________ 1447 
 1448 

2. During the past month, how long (in minutes) has it usually taken you to fall asleep each night? 1449 
NUMBER OF MINUTES ____________ 1450 
 1451 

3. During the past month, what time have you usually gotten up in the morning? 1452 
GETTING UP TIME ___________ 1453 
 1454 

4. During the past month, how many hours of actual sleep did you get at night?  (This may be different than the number of 1455 
hours you spent in bed.) 1456 
HOURS OF SLEEP PER NIGHT ___________ 1457 
 1458 
For each of the remaining questions, check the one best response.  Please answer all questions. 1459 
 1460 

5. During the past, month, how often have you had trouble sleeping because you… 1461 
a) Cannot get to sleep within 30 minutes 1462 

 1463 
Not during the  Less than Once or twice Three or more 1464 
Past month ______ once a week ______ a week ______ times a week ______ 1465 
 1466 

b) Wake up in the middle of the night or early morning 1467 
 1468 
Not during the  Less than Once or twice Three or more 1469 
Past month ______ once a week ______ a week ______ times a week ______ 1470 
 1471 

c) Have to get up to use the bathroom 1472 
 1473 
Not during the Less than Once or twice Three or more 1474 
Past month ______ once a week ______ a week ______ times a week ______ 1475 
 1476 

d) Cannot breathe comfortably 1477 
 1478 
Not during the  Less than Once or twice  Three or more 1479 
Past month ______ once a week ______ a week ______ times a week ______ 1480 
 1481 

e) Cough or snore loudly 1482 
 1483 
Not during the Less than  Once or twice Three or more 1484 
Past month ______ once a week ______ a week ______ times a week ______ 1485 
 1486 

f) Had bad dreams 1487 
 1488 
Not during the  Less than Once or twice Three or more 1489 
Past month ______ once a week ______ a week ______ times a week ______ 1490 
 1491 

g) Feel too hot 1492 
 1493 
Not during the  Less than  Once or twice Three or more 1494 
Past month ______ once a week ______ a week ______ times a week ______ 1495 
 1496 

h) Feel too cold 1497 
 1498 
Not during the Less than Once or twice Three or more 1499 
Past month ______ once a week ______ a week ______ times a week ______ 1500 

  1501 
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i) Have pain 1502 
 1503 
Not during the  Less than  Once or twice Three or more 1504 
Past month ______ once a week ______ a week ______ times a week ______ 1505 
 1506 

j) Other reason (s), please describe _________________________________________________________________ 1507 
 1508 
____________________________________________________________________________________________ 1509 
 1510 
How often during the past month have you had trouble sleeping because of this? 1511 
 1512 
Not during the  Less than Once or twice Three or more 1513 
Past month ______ once a week ______ a week ______ times a week ______ 1514 
 1515 

6. During the past month, how would you rate your sleep quality overall? 1516 

  Very good __________ 1517 
  Fairly good __________ 1518 
  Fairly bad __________ 1519 
  Very bad __________ 1520 

7. During the past month, how often have you taken medicine to help you sleep (prescribed or “over the counter”)? 1521 
 1522 
Not during the Less than   Once or twice Three or more 1523 
Past month ______ once a week ______ a week ______ times a week ______ 1524 
 1525 

8. During the past month, how often have you had trouble staying awake while driving, eating meals, or engaging in social 1526 
activity? 1527 
 1528 
Not during the  Less than   Once or twice Three or more 1529 
Past month ______ once a week ______ a week ______ times a week ______ 1530 
 1531 

9. During the past month, how much of a problem has it been for you to keep up enough enthusiasm to get things done? 1532 
 1533 
 No problem at all  _________ 1534 
 1535 
 Only a very slight problem _________ 1536 
 1537 
 Somewhat of a problem _________ 1538 
 1539 
 A very big problem _________ 1540 
 1541 

10. Do you have a bed partner or roommate? 1542 
 1543 
 No bed partner of room mate _________ 1544 
 1545 
 Partner/roommate in other room _________ 1546 
 1547 
Partner in same room, but not same bed 1548 
 1549 
 Partner in same bed _________ 1550 
 1551 
If you have a roommate or bed partner, ask him/her often in the past month you have had… 1552 
 1553 
a) Loud snoring 1554 

 1555 
Not during the  Less than   Once or twice Three or more 1556 
Past month ______ once a week______ a week ______ times a week ______ 1557 
 1558 

b) Long pauses between breaths while asleep 1559 
 1560 
Not during the Less than   Once or twice Three or more 1561 
Past month ______ once a week ______ a week ______ times a week ______ 1562 
 1563 

c) Legs twitching or jerking while you sleep 1564 
 1565 
Not during the  Less than   Once or twice Three or more 1566 
Past month ______ once a week ______ a week ______ times a week ______ 1567 
 1568 
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d) Episodes of disorientation or confusion during sleep 1569 
 1570 
Not during the Less than   Once or twice Three or more 1571 
Past month ______ once a week ______ a week ______ times a week ______ 1572 
 1573 

e) Other restlessness while you sleep; please describe ___________________________________________________ 1574 
 1575 
_____________________________________________________________________________________________ 1576 
 1577 
Not during the Less than   Once or twice Three or more 1578 
Past month ______ once a week ______ a week ______ times a week ______ 1579 

 1580 
 1581 
 1582 
  1583 
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Pain Outcomes Questionnaire 1584 
 1585 
ID# __________          Visit:  ____________         Date: ____________________ 1586 

 1587 
Instructions:  On a scale of 0 to 10, with 0 being no pain at all and 10 being the worst possible 1588 
pain, how would you rate your pain on the AVERAGE during the LAST WEEK? Put at check 1589 
in front of the number that applies. 1590 
 1591 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
no pain 

at all 
         worst 

possible 
pain 

Does your pain interfere with your ability to walk? 1592 
__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 

not at 
all 

         all the 
time 

 1593 
Does your pain interfere with your ability to carry/handle everyday objects such as a bag of 1594 
groceries or books? 1595 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1596 
Does your pain interfere with your ability to climb stairs? 1597 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1598 
Does your pain require you to use a cane, walker, wheelchair or other devices? 1599 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1600 
Does your pain interfere with your ability to bathe yourself? 1601 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1602 
Does your pain interfere with your ability to dress yourself? 1603 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1604 
Does your pain interfere with your ability to use the bathroom? 1605 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1606 
  1607 
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Does your pain interfere with your ability to manage your personal grooming (for example, 1608 
combing your hair, brushing your teeth, etc.)? 1609 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1610 
Does your pain affect your self-esteem or self-worth? 1611 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1612 
How would you rate your physical activity? 1613 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
significant 
limitation 
in basic 

activities 

         can 
perform 
vigorous 
activities 
without 

limitation 
How would you rate your overall energy? 1614 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
totally 
worn 
out 

         most 
energy 

ever 
 1615 
How would you rate your strength and endurance TODAY? 1616 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
very poor 
strength 

and 
endurance 

         very high 
strength 

and 
endurance 

 1617 
How would you rate your feelings of depression TODAY? 1618 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not 

depressed 
at all 

         extremely 
depressed 

 1619 
How would you rate your feelings of anxiety TODAY? 1620 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not 

anxious 
at all 

         extremely 
anxious 

 1621 
How much do you worry about re-injuring yourself if you are more active? 1622 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1623 
  1624 
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How safe do you think it is for you to exercise? 1625 
__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 

not safe 
at all 

         extremely 
safe 

 1626 
Do you have problems concentrating on things TODAY? 1627 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1628 
How often do you feel tense? 1629 

__0 __1 __2 __3 __4 __5 __6 __7 __8 __9 __10 
not at 

all 
         all the 

time 
 1630 
 1631 
 1632 
 1633 
 1634 
 1635 
 1636 
 1637 
 1638 
 1639 
 1640 
 1641 
 1642 
 1643 
 1644 
 1645 
 1646 
 1647 
 1648 
 1649 
 1650 
 1651 
 1652 
 1653 
 1654 
 1655 
 1656 
 1657 
 1658 
 1659 
 1660 
 1661 
 1662 
 1663 
Appendix E 1664 
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Recruitment Flyer 1665 
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 1667 
 1668 
 1669 
 1670 
 1671 
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 1674 
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 1676 
 1677 
 1678 

 1679 
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 1682 
 1683 
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 1712 
Appendix F 1713 
 1714 
ReadyOp 1715 
 1716 
 1717 
ReadyOp - HIPAA-Compliant Encrypted Online Reporting System 1718 
 1719 
 1720 
YFM will be using ReadyOp as a part of this study.  ReadyOp is a web-based platform in current use by 1721 
many agencies nationwide including the FDA, NASA and numerous hospitals.  ReadyOp will enable the 1722 
YFM personnel and USF study staff participating in this study to communicate with the study participants 1723 
using encrypted, HIPAA-compliant voice, video, and file transfer communications.  This will allow more 1724 
efficient communications and encourage more communications between the participants and the study 1725 
staff. 1726 
 1727 
 1728 
 1729 
The ReadyOp platform and databases are secured, maintained and serviced from the same secure 1730 
locations (Amazon Web Services) used by the US Government, US military, FDA and CDC.  AWS 1731 
provides ReadyOp clients with government grade security, “Five 9’s” reliability and 24x7x365 1732 
availability.  Multiple data backups daily are performed daily. See the attached sheet for additional 1733 
security features of ReadyOp. 1734 

 1735 
 1736 
 1737 
 1738 
 1739 
 1740 
 1741 
 1742 
 1743 
 1744 
 1745 
 1746 
 1747 
 1748 
 1749 
 1750 
 1751 
 1752 
 1753 
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 1757 
 1758 
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 1760 
Appendix G 1761 
 1762 

Terms of Use 1763 

Please carefully review the following Terms of Use before using this website or our videos. By 1764 
viewing our website or our videos you acknowledge and agree to the following: 1765 

© YfM, LLC, 2016. All rights are reserved for the content of the Yoga For Men (YfM) website and 1766 
videos. Unauthorized use and/or duplication of this material without express written consent of YfM 1767 
is strictly prohibited. 1768 

All physical exercise, including yoga, carries a risk of injury and even death. You perform exercise at 1769 
your own risk. Obtain a physical examination from a doctor before starting any physical activity. If 1770 
you feel dizzy or faint or if you experience other discomforts, stop exercising and consult a doctor. 1771 
We do not recommend that you attempt yoga without suitable experience or supervision. 1772 

The content of this website and our videos are for informational purposes only. They are not intended 1773 
to diagnose, treat, cure, or prevent any health problem, nor are they intended to replace the advice of 1774 
a qualified health care professional. The information and data included in this website and our videos 1775 
is sometimes compiled from a variety of sources. We make no warranties or representations about 1776 
the quality, content, completeness, or adequacy of such information and data. Reliance on any 1777 
information provided by the YfM is solely at your own risk.  1778 

The YfM website may link to external websites and blogs to provide readers with additional 1779 
references. We are not responsible for the content included on those sites, or any changes or updates 1780 
to those sites. 1781 

Achieving optimal health and fitness is not an exact science. Desired results may vary from 1782 
individual to individual. Following lifestyle, fitness, nutrition and general health tips or programs 1783 
contained on this website or in our videos does not guarantee that you will achieve desired results. 1784 

Reference to any specific healthcare or fitness professionals, products, procedures, process, opinions, 1785 
or service does not necessarily constitute or imply our endorsement or recommendation.  1786 

YfM makes no representations or warranties, express or implied, including the warranties of 1787 
merchantability and fitness for a particular purpose, regarding the condition, functionality or 1788 
suitability of this website or our videos. Nor do we make any representations that this website or our 1789 
videos will be uninterrupted or error-free. You assume all risks associated with the use of this 1790 
website and our videos, including any risk to your computer, software or data being damaged by any 1791 
virus, software, or any other file that might be transmitted or activated. YfM shall not be liable for 1792 
any damages of any kind resulting from the use or misuse of the information contained in this 1793 
website or our videos. 1794 

These Terms of Use shall be governed by and construed in accordance with the laws of the State of 1795 
Florida and you hereby submit to the exclusive jurisdiction of the courts located in the State of 1796 
Florida. This will not prevent YfM from pursuing a claim for breach of contract, copyright 1797 
infringement or otherwise in respect of these terms and conditions in any other jurisdiction 1798 
throughout the world. You agree to hold us harmless against any loss, damage or cost incurred 1799 
arising out your violation of these Terms of Use. You also agree to indemnify us against any claims 1800 
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that information or materials which you submit, post to or transmit through the site are in violation of 1801 
any law or in breach of any third party rightTerms of Use (for videos) 1802 

© YfM, LLC, 2016. All rights are reserved for the content of the Yoga For Men (YfM) website and 1803 
videos. Unauthorized use and/or duplication of this material without express written consent of YfM 1804 
is strictly prohibited. 1805 

All physical exercise, including yoga, carries a risk of injury and even death. You perform exercise at 1806 
your own risk. Always obtain a physical examination from a doctor before starting any physical 1807 
activity. If you feel dizzy or faint or if you experience other discomforts, stop exercising and consult 1808 
a doctor. We do not recommend that you attempt yoga without suitable experience or supervision. 1809 

The content of this website and our videos are for informational purposes only. They are not intended 1810 
to diagnose, treat, cure, or prevent any health problem, nor are they intended to replace the advice of 1811 
a qualified health care professional. 1812 

To view YfM’s entire Terms of Use, please visit our website at www.YfM.com.  1813 

By viewing our website or our videos you are acknowledging and agreeing to our entire Terms of 1814 
Use. 1815 

 1816 


