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IRB-HSR PROTOCOL  1 
 2 

Investigator Agreement 3 
 4 
BY SIGNING THIS DOCUMENT, THE INVESTIGATOR CONFIRMS: 5 
1. I am not currently debarred by the US FDA from involvement in clinical research studies. 6 
2. I am not involved in any regulatory or misconduct litigation or investigation by the FDA. 7 
3. That if this study involves any funding or resources from an outside source, or if you will be sharing data 8 

outside of UVA prior to publication that you will contact the Dean’s office regarding the need for a contract 9 
and letter of indemnification.  If it is determined that either a contract or letter of indemnification is needed, 10 
subjects cannot be enrolled until these documents are complete. 11 

4. The proposed research project will be conducted by me or under my close supervision.  It will be conducted 12 
in accordance with the protocol submitted to and approved by the IRB including any modifications, 13 
amendments or addendums submitted and approved by the IRB throughout the life of the protocol.  14 

5. That no personnel will be allowed to work on this protocol until they have completed the IRB-HSR On-line 15 
training and the IRB-HSR has been notified. 16 

6. That all personnel working on this protocol will follow all IRB-HSR Policies and Procedures as stated on 17 
the IRB-HSR Website http://www.virginia.edu/vprgs/irb/ and on the School of Medicine Clinical Trials 18 
Office Website:  http://knowledgelink.healthsystem.virginia.edu/intranet/hes/cto/sops/sop_index.cfm 19 

7. I will ensure that all those delegated tasks relating to this study, whether explicitly or implicitly, are capable 20 
through expertise, training, experience or credentialing to undertake those tasks.   21 

8. I confirm that the implications of the study have been discussed with all Departments that might be affected 22 
by it and have obtained their agreement for the study to take place.  23 

9. That no subjects will be recruited or entered under the protocol until the Investigator has received the signed 24 
IRB-HSR Approval form stating the protocol is open to enrollment 25 

10. That any materials used to recruit subjects will be approved by the IRB-HSR prior to use.  26 
11. That all subjects will sign a copy of the most current consent form that has a non-expired IRB-HSR 27 

approval stamp. 28 
12. That any modifications of the protocol or consent form will not be initiated without prior written approval 29 

from the IRB-HSR, except when necessary to eliminate immediate hazards to the subjects. 30 
13. Any significant findings that become known in the course of the research that might affect the willingness 31 

of subjects to enroll or to continue to take part, will be promptly reported to the IRB.   32 
14. I will report immediately to the IRB any unanticipated problems involving risk to subjects or to others 33 

including adverse reactions to biologics, drugs or medical devices.   34 
15. That any serious deviation from the protocol will be reported promptly to the Board in writing. 35 
16. That any data breach will be reported to the  IRB, the UVa Corporate Compliance and Privacy Office , UVa 36 

Police as applicable.  37 
17. That the continuation status report for this protocol will be completed and returned within the time limit 38 

stated on the form. 39 
18. That the IRB-HSR office will be notified within 30 days of a change in the Principal Investigator or of the 40 

closure of this study. 41 
19. That a new PI will be assigned if the current PI will not be at UVA for an extended period of time.  42 
20. Signed consent forms and other research records will be retained in a confidential manner.  Records will be 43 

kept at least 6 years after completion of the study.  These are considered institutional records and may not be 44 



IRB-HSR# 15704: An Internet Intervention for Insomnia: Efficacy and Dissemination 
 

Page 2 of 35 
Version Date: 11/28/11 

transferred to another institution.  A copy of the documents may be taken with the Principal investigator 45 
when transferring to another institution.   46 

The IRB reserves the right to terminate this study at any time if, in its opinion, (1) the risks of further 47 
experimentation are prohibitive, or (2) the above agreement is breached. 48 
 49 
Investigators Experience 50 
 51 
Karen Ingersoll, Ph.D., will serve as Principal Investigator for this trial. She is an Associate Professor of 52 
Psychiatry and Neurobehavioral Sciences at the University of Virginia.  Dr. Ingersoll is an experienced clinical 53 
researcher with over a decade of consistent funding from NIH institutes including National Institute of Mental 54 
Health, the National Institute of Drug and Alcohol; and the National Institute on Alcohol Abuse and 55 
Alcoholism.  As a clinical health psychologist, she has over 15 years of clinical experience conducting 56 
behavioral treatments.  Since moving to the University of Virginia, she has collaborated with researchers on 57 
new projects to adapt successful behavioral interventions for various technologies including PDAs, mobile 58 
phones, and the Internet.  She also has a history of working successfully with the other co-investigators on this 59 
project (Ritterband, Thorndike, Gonder-Frederick, Cohn) to develop and evaluate other Internet interventions 60 
through NIH funded trials, including an Internet intervention for pediatric encopresis and an Internet 61 
intervention for improving driving safety among patients with Type 1 diabetes.  Dr. Ingersoll is currently 62 
leading three NIH-funded grants.  In R01AA14356, she is testing a brief motivational intervention to reduce 63 
Alcohol Exposed Pregnancy risk among diverse women, and is testing a remote telephone delivery arm.  64 
Additionally, she is leading a NIDA R34 to develop and test a text messaging intervention for HIV treatment 65 
adherence among rural drug users.  In an NIAAA R01, she is coding audiotapes of a completed trial to identify 66 
process-outcome relationships that are mechanisms of change in Motivational Interviewing.  As PI of the 67 
current trial, she will lead the project, convene investigator and operational meetings, and oversee supervision 68 
of all staff related to the clinical trial, including the data analyst.  She will manage the workload of co-69 
investigators, consultants, and project staff and ensure that implementation and maintenance of the randomized 70 
clinical trial, data collection, and data management are proceeding as planned.  71 
 72 
Lee Ritterband, PhD: Dr. Ritterband is an Associate Professor at the University of Virginia Health System and 73 
Director of the Behavioral Health and Technology (BHT) program area. Over the past 12 years, Dr. Ritterband 74 
has established himself as one of the leading researchers in eHealth interventions. He has been a Principal or 75 
Co-Investigator on large research projects funded by the National Institute of Mental Health; the National 76 
Institute for Childhood Health and Human Development; the National Institute for Diabetes, Digestive and 77 
Kidney Diseases; the National Institute of Drug and Alcohol; the National Institute on Alcohol Abuse and 78 
Alcoholism; the American Diabetes Association; the Virginia Department of Criminal Justice Services and 79 
LifeScan Corporation. He served as Principal Investigator (PI) of the R34 NIMH grant on which the current 80 
study is based and was lead author on a paper in Archives of General Psychiatry detailing the findings from that 81 
trial.  Although Dr. Ritterband is Principal Investigator of the NIMH funded grant connected with this trial, Dr. 82 
Ingersoll will serve as the protocol PI to avoid any appearance of conflict of interest in research involving 83 
human subjects.  This financial conflict of interest is explained below under the Conflicts of Interest section, as 84 
well as the Conflicts of Interest Committee decision to accept the proposed management plan of having Dr. 85 
Ingersoll serves as protocol PI.  86 
 87 
Frances Thorndike, PhD: Dr. Thorndike is an Assistant Professor at the University of Virginia Health System 88 
in the Behavioral Health and Technology program area. She has been conducting research in the field of 89 
Internet interventions since 2002. Prior to her position at UVA, Dr. Thorndike worked with Dr. Brett Litz at 90 
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Boston University on a NIMH trial that tested an Internet intervention to service members with post traumatic 91 
stress disorder (PTSD) from the attack on the Pentagon on 9-11 or the Iraq War. At UVA, Dr. Thorndike was a 92 
key member on the prior insomnia Internet intervention study on which the current study is based, coordinating 93 
the trial and overseeing the day-to-day responsibilities of the study.  She is also involved in the development 94 
and testing of the other Internet interventions in the BHT lab.  Like Dr. Ritterband, Dr. Thorndike has a 95 
financial conflict of interest, which is explained in greater detail below. 96 
 97 
Linda Gonder-Frederick, PhD: Dr. Gonder-Frederick is an Associate Professor in the Department of 98 
Psychiatry and Neurobehavioral Sciences and Clinic Director of the Behavioral Medicine Center at the 99 
University of Virginia Health System, which houses the Insomnia Clinic. She is an expert in treating patients 100 
with insomnia; serves on the Sleep Medicine board at UVA; and gives regular lectures to the Neurology, 101 
Pulmonology, and Psychiatry residents, whom she also supervises, in behavioral sleep medicine. In addition, 102 
Dr. Gonder-Frederick was a key co-investigator on the R34 study, and has been an integral member of the 103 
larger Internet intervention research team, providing content, study design/methodology, and implementation 104 
expertise. 105 
 106 
Wendy Cohn, PhD: Dr. Cohn is an Associate Professor in the Department of Public Health Sciences in the 107 
Division of Health Services Research and Outcome Evaluation at the University of Virginia Health System. Her 108 
main areas of expertise and interest are in program evaluation, outcomes research, public health, epidemiology, 109 
and qualitative research. Dr. Cohn was PI of a research project funded by Anthem Blue Cross Blue Shield of 110 
Virginia, which focused on the use of market segmentation to characterize and differentiate information into 111 
distinct groups based on specific user characteristics and preferences that impact the optimal delivery of health 112 
education materials to consumers. Dr. Cohn is also a co-investigator on another NIH-funded trial evaluating an 113 
Internet intervention for pediatric encopresis. She oversaw development of the assessment battery in that trial, 114 
designing a comprehensive measure to help predict participant intervention use and treatment outcome. Dr. 115 
Cohn will employ these same techniques to develop and test a modified version of the measure to determine if 116 
there are specific characteristics that are predictive of use and outcome in the Internet intervention for insomnia. 117 
 118 
Mark Quigg, MD: Dr. Quigg is an Associate Professor in the Department of Neurology at the University of 119 
Virginia Health System. He is also the medical director of the combined EEG, Evoked Potential, and Intensive 120 
Epilepsy Monitoring Laboratories as well as director of the Neurological Sleep Laboratories at the University of 121 
Virginia. His incorporation of neurology into the pulmonary-based sleep laboratory at the University of Virginia 122 
was a key factor in the accreditation of the Sleep Center at the University of Virginia. His clinical practice 123 
encompasses epilepsy and sleep, with emphasis on epilepsy surgery in the former and sleep-associated 124 
consequences of neurological disease in the latter. His clinical research experience in reference to sleep 125 
medicine has examined associations among sleep, circadian regulation, and epilepsy as well as use and effects 126 
of polypharmacy in a variety of comorbid conditions. 127 
 128 
Dr. Charles Morin: Dr. Morin is Professor of Psychology at the University of Laval in Quebec, Canada, and 129 
director of their Sleep Research Center. Dr. Morin is considered one of the foremost experts in the field of 130 
insomnia. He is a member of the DSM-V Work Group for the Sleep Disorders Section, and is chairing the 2011 131 
meeting of the World Association of Sleep Medicine. He is an associate editor for the journals Sleep and 132 
Behavioral Sleep Medicine, and has published over 150 peer-reviewed articles. He has written several popular 133 
and scientific books covering the treatment of insomnia. The UVA team has collaborated with Dr. Morin since 134 
2003, and has an excellent working relationship with the group. The content of the Internet intervention is based 135 
on Dr. Morin’s cognitive-behavioral treatment program for insomnia. 136 



IRB-HSR# 15704: An Internet Intervention for Insomnia: Efficacy and Dissemination 
 

Page 4 of 35 
Version Date: 11/28/11 

 137 Signatures 138 
 139 
Principal Investigator 140 
 141 
 142 
____________________________ ____________________________ _______ 143 
Principal Investigator Principal Investigator Date 144 
Signature Name Printed 145 
 146 
Department Chair 147 
BY SIGNING THIS DOCUMENT THE DEPARTMENT CHAIR AGREES: 148 

1. To work with the investigator and with the board as needed, to maintain compliance with this 149 
agreement. 150 

2. That the Principal Investigator is qualified to perform this study. 151 
3. That the protocol is scientifically relevant and sound. 152 

 153 
 154 
___________________________ _______________________  _________ 155 
Department Chair or Designee  Department Chair or Designee Date 156 
Signature Name Printed  157 
 158 
The person signing as the Department Chair cannot be the Principal Investigator or a sub-investigator on this 159 
protocol. 160 
The Department Chair or Designee signature is ONLY required if this is a new protocol or a modification 161 
changing the Principal Investigator 162 

163 



IRB-HSR# 15704: An Internet Intervention for Insomnia: Efficacy and Dissemination 
 

Page 5 of 35 
Version Date: 11/28/11 

 164 
Table of Contents 165 

Investigator Agreement ................................................................................................................... 1 166 
Brief Summary/Abstract ................................................................................................................. 5 167 
Background ..................................................................................................................................... 5 168 
Hypothesis to be Tested .................................................................................................................. 7 169 
Human Participants ......................................................................................................................... 8 170 
Inclusion/Exclusion Criteria ........................................................................................................... 8 171 
Statistical Considerations ................................................................................................................ 9 172 
Biomedical Research .................................................................................................................... 15 173 
Data and Safety Monitoring Plan .................................................................................................. 19 174 
Payment......................................................................................................................................... 23 175 
Risk/ Benefit Analysis .................................................................................................................. 24 176 
Bibliography ................................................................................................................................. 25 177 
APPENDIX:  Sponsor................................................................................................................... 27 178 
APPENDIX:  Non-UVA Personnel .............................................................................................. 28 179 
APPENDIX:  Conflict of Interest Information ............................................................................. 28 180 
APPENDIX:  Legal/Regulatory .................................................................................................... 30 181 
APPENDIX:  Recruitment and Consenting .................................................................................. 31 182 
APPENDIX:  Privacy Plan for Studies With Consent .................................................................. 33 183 
 184 

Brief Summary/Abstract 185 
 186 
This study will compare the efficacy of an interactive Internet intervention to treat adult insomnia (Sleep 187 
Healthy Using the Internet; SHUTi) to that of a static Patient Education (PE) website to improve sleep, mood 188 
related symptoms, perceived health status, and overall quality of life. SHUTi is based on cognitive-behavioral 189 
treatment (CBT) for insomnia. This NIMH R01 study follows the successful completion a smaller NIMH 190 
funded project (R34MH70805), which tested the feasibility and preliminary efficacy of the Internet intervention 191 
for adults with insomnia. The current study will test an optimized SHUTi program in a more heterogeneous 192 
national sample. More specifically, 300 adults with insomnia will be recruited, including those with comorbid 193 
psychological or medical conditions, as part of a 2 (PE vs. SHUTi) X 4 (Pre, Post, 6 and 12 month follow-up) 194 
study design. One year follow-up data will be collected to determine whether treatment gains are maintained. 195 
We will also assess participants’ access to other insomnia treatments, conduct cost effectiveness analyses, 196 
identify user characteristics related to use of the intervention and symptom improvements, and evaluate 197 
participants’ acceptance of their respective web programs.  Although participants with many comorbid medical 198 
and psychological disorders will be included, pregnant women will be excluded because some of the treatment 199 
recommendations (e.g., sleep restriction) would not be appropriate during pregnancy.    200 
 201 
 202 

Background 203 
 204 
Insomnia is defined by complaints of poor sleep, as well as difficulties initiating and/or maintaining sleep more 205 
than 3 nights/week for more than 6 months 1. Although prevalence estimates are variable, large population-206 
based surveys have consistently shown that insomnia is a significant problem 2 with 30% to 48% of the adult 207 
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population reporting insomnia symptoms 2 and 10% to 15% suffering from chronic insomnia 2-4. Insomnia may 208 
contribute to daytime fatigue, impaired performance, confused thinking and judgment, and difficulty with work 209 
and personal tasks 1, 5, 6.  In the 2002 National Sleep Foundation (NSF) “Sleep in America” poll 7, 37% of 210 
respondents stated that they were so sleepy during the day that it disrupted their daily activities at least several 211 
days each month. This is confirmed by objective assessment of documented performance errors and increased 212 
risk of accidents at work 8.  213 
 214 
In spite of the prevalence of insomnia, few individuals actually receive treatment 4, 9. Prescribed sleeping 215 
medications such as antidepressants, hypnotics, and non-hypnotic benzodiazepines 10 have been found to be an 216 
effective, short-term treatment for acute insomnia when compared to placebo-controlled groups 11, 12.  However, 217 
it is important to note that pharmacological treatments tend to treat symptoms rather than underlying issues, 218 
have possible side effects including drowsiness, dizziness, and cognitive impairments 11 and significant potential 219 
for a rebound effect when medication is discontinued.  220 
 221 
CBT for insomnia focuses on the maladaptive behaviors and dysfunctional thoughts that perpetuate sleep 222 
problems. Among treatments for insomnia, numerous studies have found CBT to be one of the most effective 13, 223 
14. Comparing psychological and pharmacological treatments has shown that individuals receiving CBT had 224 
better long-term clinical gains. 15. CBT can be conceptualized as six Cores of treatment that include behavioral, 225 
educational, and cognitive techniques 1, 16-18. The Behavioral Cores incorporate sleep restriction 19 and stimulus 226 
control 20, 21; the Educational Core focuses on general education about sleep and improving sleep hygiene; the 227 
Cognitive Core attempts to address and change the negative beliefs and thoughts that may exacerbate sleep 228 
difficulties; the Overview and Consolidation/Relapse Prevention Cores introduce treatment content and help the 229 
patient identify risk situations and use strategies to reduce relapse. The structured nature of insomnia treatment 230 
makes it an ideal intervention for adaptation as a Web program and delivered via the Internet. 231 
 232 
There are approximately 1,100 accredited sleep centers in the United States 22. However, there are less than 200 233 
specialists certified in Behavioral Sleep Medicine 22. Insurance companies do not typically provide coverage for 234 
behavioral treatment for insomnia, making it unlikely that CBT for insomnia could become part of standard 235 
practice 23.  Most Americans who suffer from chronic insomnia do not have access to psychologically-based 236 
treatment 24. The Internet has become an important source of health care and medical information.  As of 237 
October 2006, 80% of US adult Internet users had searched for health-related information on the Internet 2525.  238 
Clearly, the Internet is playing a role in how people seek medical attention25. 239 
A growing minority of sites provides health interventions which patients can use to self-treat or use in 240 
conjunction with face-to-face treatment.  Outcome trials of Internet interventions have consistently 241 
demonstrated significant symptom improvements or changes in behavior. Papers on Internet interventions have 242 
been published, including review articles 26-29 as well as pediatrics 30, obesity 31and depression and anxiety32. 243 
Such Internet health interventions are typically behaviorally-based treatments that have been operationalized 244 
and transformed for delivery via the Internet.   245 
An Internet intervention to treat adult insomnia (Sleep Healthier Using The Internet; SHUTi) has been 246 
developed. Testing was completed in late 2007, and six-month follow-up data was collected through July, 247 
20083333.  Forty-four adults with insomnia were randomly assigned to either the Internet intervention group or a 248 
wait-list control group. SHUTi participants showed significant improvements for a number of outcome 249 
variables, whereas control participants showed no change.  Specifically, SHUTi users showed improvements in 250 
sleep efficiency, wake time after sleep onset, and number of nighttime awakenings. Insomnia Severity Index 251 
(ISI) scores indicate that participants who received SHUTi also showed marked improvement in insomnia 252 
severity. Statistically and clinically significant changes were found after using SHUTi. ISI scores collected at 253 
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six-month follow-up indicate that these positive gains were well maintained for SHUTi participants. The current 254 
study will expand on the 2008 trial by: 1) including a broader, more heterogeneous sample, 2) comparing 255 
SHUTi to a Patient Education (PE) website (rather than a wait-list control), and 3) conducting follow-up 256 
assessments for one-year to examine potential maintenance of treatment effects.  257 
 258 

Hypothesis to be Tested 259 
 260 

We hypothesize that adults who receive and utilize the Internet intervention for insomnia (SHUTi) will show 261 
greater improvements in sleep, mood related symptoms, perceived health status, and overall quality of life 262 
compared to those receiving the Patient Education (PE) website. We believe that use of SHUTi will result in 263 
greater sleep improvements compared to the PE website at only a moderate increase in costs, resulting in a 264 
greater cost effectiveness ratio. 265 

 266 
Aim / Objective 1: 267 
We hypothesize that SHUTi will be more effective than the PE website at post, 6-month post and 12-month post 268 
in terms of sleep, psychological distress, health, and quality of life variables. 269 
 270 
Aim / Objective 2: 271 
The specific cost effectiveness hypotheses are:  272 

• Use of SHUTi will result in significantly greater efficacy compared to the Patient Education website 273 
at only a moderate increase in costs. 274 

• Use of SHUTi will lead to similar clinical improvements to those reported in the literature for face-to-275 
face care but at significantly reduced cost from both the patient’s and provider’s perspective, resulting 276 
in a favorable cost-effectiveness ratio.  277 

 278 
Aim / Objective 3: 279 
The specific treatment acceptance hypotheses are: 280 

• Participants receiving SHUTi will respond more positively than those receiving the Patient Education 281 
website on measures of treatment perception (credibility, acceptability, appropriateness of treatment for 282 
sleep difficulties, satisfaction) and perceived impact (perceived improvements in symptoms, 283 
relationships, functioning).   284 

• Both groups will respond positively to items related to Internet usability and will not report major 285 
barriers to using an online intervention. 286 

 287 
Study Design: Biomedical 288 

1.  Will controls be used? 289 
 290 
►YES.  Participants will be randomly assigned to either receive the interactive Internet intervention 291 
(SHUTi) or a static Patient Education (PE) website.  The PE website will serve as the control condition.  292 
The PE website will provide participants with treatment information included in SHUTi, but it will be 293 
delivered in a static format, like a typical insomnia focused website, compared to the interactive and 294 
tailored SHUTi intervention.  295 

 296 
 297 
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2. What is the study design?  298 
This is a 2 (group) by 4 (assessment) RCT evaluating the Internet intervention for insomnia. Eligible 299 
participants will be randomly assigned to SHUTi or the PE website. Follow-up assessments occur 300 
immediately post intervention (9 weeks from the start of the intervention), as well as 6-months and 12-301 
months post intervention. 302 
 303 
Subjects will not be informed of their condition, although participants may recognize which group they 304 
are in based on the description of the two web programs in the consent form and their evaluation of the 305 
assigned web program (e.g., no tailored elements in the PE website).   306 
 307 
The study coordinator and research team will not be blind to study condition. 308 
 309 

3. Does the study involve a placebo? NO 310 
 311 

Human Participants 312 
Ages  21-65 313 
Sex  Both 314 
Race  All 315 
Subjects- see below 316 
1.  Provide target # of subjects (at all sites) needed to complete protocol. 317 

Based on effect sizes from our previous study and an alpha of p<.05, the minimum number of 318 
participants needed to have 80% power in detecting a group difference for each of the primary and 319 
secondary variables is 220.  Assuming an initial sample of 220 subjects and an attrition rate of 35%, we 320 
will need to recruit 297 participants. Rounding up, the sample size is 300 participants total, 150 for each 321 
group.    322 

2.  Describe expected rate of screen failure/ dropouts/withdrawals from all sites.   323 
We anticipate a 35% attrition rate across the 12 month study: 5% attrition rate between baseline and 324 
post-assessment, 15% attrition between post-assessment and 6 month follow-up, and 15% attrition 325 
between 6 and 12 month follow-up. This rate of attrition is based on our previous Internet intervention 326 
studies.   327 

3.  How many subjects will be enrolled at all sites?    328 
300 329 

4.  How many subjects will sign a consent form under this UVa protocol?     330 
300 331 

Inclusion/Exclusion Criteria 332 
 333 
1.  List the criteria for inclusion  334 

• Age between 21 and 65 years old. 335 
• Have sleep-onset insomnia and/or sleep maintenance insomnia (>30 minutes for at least 3 nights/week). 336 
• Have insomnia symptoms lasting at least 6 months. 337 
• Have an average total sleep time ≤ 6.5 hours. 338 
• Sleep disturbances (or associated daytime fatigue) cause significant distress or impairment in social, 339 

occupational, or other areas of functioning. 340 
• Have regular access to a computer and the Internet. 341 
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• Reside in the United States or are US Citizens living outside the United States. 342 
 343 

2.  List the criteria for exclusion 344 
• Pregnancy 345 
• Report of a physical illness which is deemed active, unstable, degenerative, and/or progressive, such as 346 

congestive heart failure, dementia, or acute pain.  347 
• Bipolar disorder as defined by a manic or hypomanic episode or treatment within the past 10 years. 348 
• Severe depression. 349 
• Endorse risk of suicide. 350 
• Endorse alcohol or drug abuse within the past year. 351 
• Presence of another untreated sleep disorders (e.g., sleep apnea, periodic leg movements).  352 
• Have irregular sleep schedules, with usual bedtimes earlier than 8:00pm or later than 2:00am or arising 353 

times earlier than 4:00am or later than 10:00am. 354 
• Current psychological treatment for insomnia. 355 
• Initiating psychological treatment within past 3 months. 356 
• Unstable medication regimen (change to schedule or dosage within past 3 months) for a medication 357 

regimen thought to impact sleep. 358 
• Residents of another country. 359 

 360 
3.  List any restrictions on use of other drugs or treatments.    361 

We will include participants on medications, including sleep, psychotropic, and non-sleep medications, 362 
as well as PRN regimens, provided that the regimen is stable, as defined by a scheduled and unchanged 363 
medication dosage for at least 3 months.   364 

 365 

Statistical Considerations 366 
1. Is stratification/randomization involved? 367 

►YES.  368 
 369 
►IF YES, describe the stratification/ randomization scheme. 370 
Randomization will be achieved using a random number generator.  Equal numbers of participants will 371 
be assigned across the two treatment arms. The participants will be blinded to the randomization but, 372 
given the description of the two treatment arms in the consent form, it is possible that participants will 373 
deduce which treatment arm they are in. The project coordinator will remain blind to the randomization 374 
scheme until it is time to randomize participants (after consent, after conducting baseline phone 375 
interview).  At that point, the coordinator will learn which treatment that participant will receive.  Co-376 
investigators will have access to the randomization scheme.  377 

 378 
►IF YES, who will generate the randomization scheme?  379 

__X__Other- Co-investigator: Prior to the start of the study, Frances Thorndike, Ph.D., will use a 380 
random number generator to develop a randomization scheme that will be used by the project 381 
coordinator to assign participants to treatment condition which participants will learn after they 382 
complete baseline assessment. 383 
 384 

2.  What are the statistical considerations for the protocol?  385 
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Aim / Objective 1: Determining the efficacy of SHUTi versus Patient Education (PE) website. 386 
Endpoints: sleep variables calculated from prospective sleep diary data (primary and secondary sleep variables), 387 
other self-reported sleep variables (e.g., Insomnia Severity Index), psychological variables, perceived health 388 
variables, and quality of life variables at pre, post, 6 month and 12 month follow-up. 389 
 390 
Aim / Objective 2:  Determining whether SHUTi has a more favorable cost-effectiveness ratio than the PE 391 
website.  392 
Endpoints: The incremental costs required to produce one additional unit of outcome for patients using SHUTi 393 
and for patients using the PE website. Separate estimates of cost-effectiveness will be based in turn on provider, 394 
participant and societal perspectives. 395 
 396 
Aim / Objective 3: To describe subjects’ acceptance of SHUTi relative to the PE website. 397 
Endpoints: subjects’ ratings of credibility, perceived impact, Internet usability, and barriers to Internet 398 
treatment.  399 
 400 
Exploratory Objective 1: 401 
We aim to begin to quantify the relative contribution and causal flow of user characteristics, website utilization, 402 
change mechanisms, and behavioral changes leading to symptom improvement as depicted in our Model of 403 
Internet interventions.  We will explore whether certain variables (e.g., self-efficacy) appear to be linked to 404 
changes in outcome and could potentially serve as mediators of change.   405 
 406 
Exploratory Objective 2: To describe the sample’s access to health care, particularly their access to specialty 407 
sleep treatment 408 
Endpoints: We will describe the proportion of participants in the sample who 1) have access to insurance 409 
coverage; 2) have unmet health care needs; 3) have a usual source of health care; 4) have had contact with a 410 
health professional in the last year; 5) have delayed or missed needed medical care because of cost in the last 411 
year. We will also collect participants’ zip codes and then determine whether they fall within 25 miles of an 412 
accredited Sleep Medicine Center using the search engine on Sleepcenters.org, which lists all accredited sleep 413 
centers within various mile ranges from the American Academy of Sleep Medicine.  414 
 415 
Interim Analyses:  416 
Interim analyses may be conducted in order to present interim data at conferences, to publish on interim 417 
findings (e.g., after the first post evaluation, the evaluation of the respective web programs will be complete and 418 
could be presented in a brief report), and to assist with grant writing for purposes of application for additional 419 
grant monies.  Additionally, checks may be taken to ensure randomization holds and groups are equivalent 420 
across the treatment arms. 421 
The groups will not be stratified during randomization. Where groups differ on baseline variables, these 422 
variables will be included in the analysis as covariates. In addition, mediating factors in the success of treatment 423 
will be considered in the analysis as discussed above. In particular, participants’ use of insomnia treatment 424 
strategies outside those of the intervention will be collected and used as covariates in the analyses where 425 
appropriate.  426 
 427 
Power: 428 
The null hypotheses are that there are no significant differences between groups on the outcomes, while the 429 
alternative hypotheses are that the SHUTi group will improve on the outcomes significantly more than the 430 
control group. The test statistic will be the interaction effect F, for time by group. The type I error is alpha<.05 431 
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and the type II error is beta=.20. With this alpha and beta, the study will have 80% power to address the major 432 
endpoints (sleep variables ISI, SOL and WASO). This power calculation is based on effect sizes from our 433 
previous study, adjusted downward to reflect that the control group will receive patient education and will likely 434 
also improve. 435 
More specifically, sample size determination was made by powering the study to identify differences between 436 
pre-post treatment improvements in the PE website and SHUTi.  In our previous pilot trial, comparisons 437 
between the SHUTi group and wait-list control group resulted in medium to large effect sizes (SOL d=.51; 438 
WASO d=1.02; ISI d=1.68).  If we used these effect sizes to power this study, sample sizes (based on 80% 439 
power and p=.05) would result in estimates of 36, 16, and 8, respectively (see Table 1).  However, in the 440 
proposed study, we expect that the PE website will have a greater effect on sleep outcomes than placement on a 441 
wait-list, resulting in smaller effect sizes.  Therefore, in order to estimate effect sizes between groups for the 442 
proposed study, we used data collected on the same outcome measures from the Mimeault and Morin’s self-443 
help bibliotherapy trial38 to compare to SHUTi results.  We believe there is greater similarity between 444 
bibliotherapy and a patient education website in that in both approaches participants are given access to static 445 
(typically text) information about insomnia.  However, even these estimated effect sizes may be somewhat 446 
conservative because it could be argued that bibliotherapy is more likely to improve sleep than Internet patient 447 
education because treatment content was administered in a structured and systematic manner (e.g. a specific 448 
amount of content delivered in a specific order) over six weeks and contained full chapters on each major 449 
insomnia component.  Given that this appears to be the best data to use to estimate sample size, Standardized 450 
Mean Differences (Cohen’s d) were computed for the results of the bibliotherapy group from the Mimeault and 451 
Morin study38 and those who received SHUTi in the previous pilot trial.  Differences between the effect sizes 452 
for each variable were then used to estimate effect sizes for the proposed study. 453 
Table 1 presents the estimated effect sizes when SHUTi is compared to bibliotherapy.    454 
Taking the highest estimated value of our primary variables (WASO), 220 subjects would be adequate for 455 
detecting group differences.  We anticipate a 35% attrition rate across the 12 month study.  Assuming an initial 456 
sample of 220 subjects and an attrition rate of 35%, we will need to recruit 297 participants. Rounding up, the 457 
sample size is 300 participants total, 150 for each group. 458 

Table 1.  A priori power analysis for sample size 459 
Variable Based on SHUTI outcomes Based on comparison of SHUTi 

and Mimeault & Morin results 

Primary Variables Est. ES d Min. #Ss, 80% 
Power, p≤.05 Est. ES d Min. #Ss, 80% 

Power, p≤.05 
   ISI 1.68 8 .57 28 
   SOL .51 36 .17 210 
   WASO 1.02 16 .20 220 
Secondary Variables     
   Sleep Efficiency .89 20 .15 390 
   Total Sleep Time .53 40 .24 132 
   # of Awakenings .80 14 .22 98 
 460 
 461 
 462 
Missing Data: 463 
We will use mixed-effects analysis to examine time by treatment interactions. Questionnaire data will be 464 
“rejected” (not included in analyses) if it is submitted more than two months from its due date.  Diary data for a 465 
given assessment point will not be included if there are fewer than 7 diary entries within a 14 day period.  The 466 
relatively unbiased handling of missing data with the mixed effects approach under Missing At Random 467 
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assumptions is often listed as one of the primary benefits of mixed models versus repeated measures ANOVA36.  468 
With this approach, all data points (that have not been rejected as specified above), including relevant 469 
covariates, will be used in computing outcome statistics, without need for imputation of data at missed 470 
timepoints. Mixed affects analysis is frequently used to handle missing data in studies of this kind37.  471 
 472 
Note: See Appendices of Measures to review specific end points individually. 473 

 474 
3.  Do you have an adequate sample size, or is your sample size larger than necessary?  475 

We based our sample size on effect sizes from our previous pilot study with this Internet delivered in 476 
intervention for insomnia, using an alpha of p<.05 and 80% power in detecting a group difference for 477 
each of the primary and secondary variables.  Those calculations result in sample of 220 subjects.  With 478 
the projected attrition rate of 35%, we will need to recruit 297 participants. Rounding up, the sample size 479 
is 300 participants total, 150 for each group.   480 
 481 
The expected study duration is through April 1, 2015. Each participant is enrolled for 12 months.    482 
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Recruitment Milestones for grant serial 86758 
Tri Yearly 
Milestones 

2011 2012 2013 2014 2015 
 Dec 1 Apr 1 Aug 1 Dec 1 Apr 1 Aug 1 Dec 1 Apr 1 Aug 1 Dec 1 Apr 1

 
 

Target: Total 
Recruitment  40 70 116 162 208 254 300 300 300 300 300 

 

Target: Racial 
Minority 

Recruitment 
 6 11 18 26 34 42 51 51 51 51 51 

 

Target: Hispanic 
Ethnicity 

Recruitment 
 4 8 13 19 25 31 37 37 37 37 37 



IRB-HSR# 15704: An Internet Intervention for Insomnia: Efficacy and Dissemination 
 

Page 14 of 35 
Version Date: 11/28/11 

 483 
4.  What is your plan for primary variable analysis? 484 
The efficacy of SHUTi will be assessed by conducting a 2 (group) by 4 (assessment time points) mixed-design 485 
ANOVA analysis to identify statistically significant differences between the groups in their change over time on 486 
each outcome variables. Group, time, and interaction effects will be assessed and decomposed. 487 
 488 
5.  What is your plan for secondary variable analysis?  489 
Aim/Objective 1: The efficacy of SHUTi with respect to the secondary sleep, mood, fatigue, and quality of life 490 
variables will also be assessed by conducting a 2 (group) by 4 (assessment time points) mixed-design ANOVA 491 
analysis to identify significant differences between the groups in their change over time on each secondary 492 
outcome variable. Group, time, and interaction effects will be assessed and decomposed. 493 
 494 
Aim/Objective 2: The incremental cost effectiveness of SHUTi versus the Patient Education Website will be 495 
computed.  Cost-effectiveness of the SHUTi intervention will be expressed as the incremental cost required to 496 
produce one additional unit of outcome relative to the PE website.  We will calculate the incremental cost-497 
effectiveness of SHUTi vs. the PE website by dividing the difference in the average cost per participant of the 498 
two web programs by the difference in the average participant outcomes.  Additionally, we will quantify a cost-499 
effectiveness ratio where the outcomes are expressed in Quality Adjusted Life Years (QALYs).   500 
 501 
Aim/Objective 3: We will conduct one-way analyses of variance and chi-square tests to determine differences 502 
between groups in acceptance of their online intervention (for example, perceived impact, usability of the 503 
intervention). 504 
 505 
Exploratory Objective 1: We will test variables hypothesized to mediate the efficacy of the treatment in order to 506 
determine the most important causal mechanisms leading to improved outcomes. To do this we will compare 507 
the time (treatment) effects before and after adding mediating variables (e.g., website utilization, behavioral 508 
changes), using a linear mixed model approach.  509 
 510 
 511 
Exploratory Objective 2: We will summarize responses about subjects’ access to health care and estimate the 512 
proportion of those with limited access to treatment. 513 
 514 
Based on whether any group differences are present at baseline, covariates will be included in the above 515 
analyses as appropriate.  We will also track participants’ use of insomnia treatment strategies outside of the 516 
assigned intervention and include these variables (other treatments used for sleep) as covariates where needed. 517 
 518 
Although the power of this study to address secondary objectives varies by variable, there is at least 80% power 519 
of detecting a significant (p<.05) pre-post change in the experimental group for most secondary variables. The 520 
one exception is the quality of life variable, SF-12 Physical. Based on the pre-post experimental group effect 521 
size of d=.15, there will only be about 43% power to find a significant effect on this variable. 522 
 523 
 524 
 525 
 526 
 527 



IRB-HSR# 15704: An Internet Intervention for Insomnia: Efficacy and Dissemination 
 

Page 15 of 35 
Version Date: 11/28/11 

Biomedical Research 528 
 529 

1.  What will be done in this protocol?   530 
Screening: 531 
• Interested individuals across the United States will visit our study website and read the description of the 532 

study, including a list of inclusion/exclusion criteria. They can also download a copy of the consent form. 533 
• Before the potential subject continues further he/she will be prompted to read and digitally sign a HIPAA 534 

Authorization Stand Alone Form: “Confidentiality, Use and Disclosure of Health Information for Research 535 
Purposes.”  536 

• Motivated individuals will then complete the brief online interest form. The form consists of questions 537 
regarding contact information, demographics, descriptives, sleep patterns (e.g., how long it takes to fall 538 
asleep, number and length of awakenings, quality of sleep, sleep duration) and willingness to participate in 539 
study requirements.  540 

• The study coordinator will email ineligible individuals to inform them that they do not qualify for the study.  541 
This will typically occur within 48 hours of receipt of online interest form but may take up to 7 days 542 
depending on response to recruitment efforts.   543 

• The study coordinator will invite seemingly eligible individuals to complete a phone call where additional 544 
details about the study will be provided. If the individual is still interested in participating, the coordinator 545 
will provide a detailed review of the electronic consent document and electronic consent procedure during 546 
the phone call.  This will typically occur within 48 hours of receipt of online interest form but may take up 547 
to 7 days depending on response to recruitment efforts.    548 

• Eligible and willing individuals will view the online consent form during the phone call with the study 549 
coordinator.  After all questions are answered, the eligible participant submits the consent form 550 
electronically with a digital signature. 551 

• Submitted consent forms will then be electronically stamped with a time and date as well as the study 552 
coordinator’s signature. The signed and dated copy is e-mailed back to the participant, and an electronic 553 
version of the consent form is saved in our HIPAA compliant database. 554 

• After the informed consent process is complete, a semi-structured phone interview is completed to collect 555 
additional baseline data.  Prior to conducting the phone interview, participants will be told that both the 556 
interview and subsequent online Assessment Questionnaires include questions about mental health, 557 
depression, and use of substances, including alcohol, nicotine, and other substances.   558 

• If the participant is deemed ‘not eligible’ following the phone interview, the individual will be notified and 559 
tagged as ‘not eligible’ and why in our electronic database. 560 

 561 
Pre-Assessment 562 
• As indicated above, some baseline data is collected during the semi-structured phone interview and will be 563 

used as part of the pre-assessment evaluation. 564 
• The Mini-International Neuropsychiatric Interview 34 will be administered during the telephone interview to 565 

evaluate the presence of certain current and past psychiatric disorders.  If a participant meets criteria for 566 
Current Major Depressive Episode on the MINI, the interviewer will then conduct the Quick Inventory of 567 
Depressive Symptoms-Clinician rated (QIDS-C16) 35. 568 

• A clinical psychologist on the team will follow up with any participant who meets the following criteria on 569 
the MINI or QIDS-C16:  severe depression, moderate to high levels of suicidality, current manic or 570 
hypomanic episode, or current substance abuse or dependence.  These individuals will be excluded from the 571 
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trial, but a clinical psychologist will phone these participants, conduct additional clinical evaluation, and 572 
then take the necessary clinical action.   573 

• Following the phone interview, participants are sent login information and study instructions via e-mail. 574 
• When participants first log in to the study website, they will be instructed to complete a ‘How to use this 575 

program’ tutorial, that explains how to complete the pre-assessment questionnaire online, as well as 576 
instructions on how to complete daily online sleep diaries for two weeks (10 diaries in a 14 day period).  577 

• Following completion of the tutorial, all participants are asked to complete the Pre-Assessment 578 
Questionnaire. It is estimated that the Pre-Assessment Questionnaire will take 1½ hours.  Participants will 579 
receive daily e-mail prompts to complete the Pre-Assessment Questionnaire until it is complete, or until 580 
three days have passed since their enrollment date.  Participants are able to complete the Questionnaire in 581 
more than one sitting as the program auto saves where they are in the Questionnaire.  Participants are able to 582 
review and revise answers up until the point they select “Submit.”  Once the Questionnaire data is 583 
submitted, participants no longer have access to their responses on the Questionnaire.  584 

• After the Pre-Assessment Questionnaire is complete, the program automatically advances participants to the 585 
Diary phase.  Participants are instructed to enter daily sleep diaries for two weeks.  It is expected that diary 586 
entry will take 2-3 minutes daily.  Participants will receive daily e-mail prompts to complete the sleep 587 
diaries.  Participants are able to review their responses on the Sleep Diary at any time, but they are not able 588 
to revise their answers once they select “Submit.”   589 

• After participants submit 10 sleep diaries within a 2 week period, they will automatically gain access to their 590 
randomly assigned treatment arm: Patient Education (PE) website or SHUTi. 591 

 592 
Intervention 593 
 594 
Participants assigned to the PE group: 595 

• Will be granted access to log on and securely access the PE website. 596 
• Will have access to the PE website for an entire year during which time they will be able read the static 597 

information as frequently as desired.  598 
• The content of the Patient Education website contains static information about insomnia symptoms; 599 

diagnosis and differential diagnosis of insomnia; etiology, the natural history of insomnia and its 600 
prognosis; and cognitive-behavioral treatment strategies.  601 

• Will receive two reminder e-mails, three and six weeks from completing the Pre-Assessment, indicating 602 
how much time is left until they will need to complete the Post-Assessment Questionnaire and Daily 603 
Diaries. 604 

 605 
Participants assigned to the SHUTi group: 606 

• Will be granted access to log on and securely access the SHUTi program. 607 
• Will have access to SHUTi for an entire year during which time they will be able to use this Internet 608 

intervention as frequently as desired.  609 
• Will be asked to complete six cores (main intervention content) during the 9 week intervention period (a 610 

new Core becomes available 7 days after completion of the previous one).  After completing a Core, 611 
they can review that Core at any time, and access program worksheets from the My Stuff section of the 612 
web program. 613 

• The six cores are based on the primary treatment components provided in face-to-face cognitive-614 
behavioral therapy for insomnia.  The Behavioral Cores incorporates sleep restriction19 and stimulus 615 
control20, 21, providing patients with a variety of “rules” to follow in order to retrain their bodies to 616 
associate sleep with bed.  Stimulus control aims to reduce the anxiety or conditioned arousal individuals 617 
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may feel when attempting to go to bed.  Sleep restriction is a form of systematic mild sleep deprivation 618 
in which a sleep window is maintained to allow the body to relearn proper sleeping dynamics and 619 
increase sleep efficiency.  The Educational Core (also called Sleep Hygiene) focuses on general 620 
education about sleep (e.g., understanding the different types of sleep problems) and improving sleep 621 
hygiene and other maladaptive behaviors (e.g., establishing regular sleeping schedules, eliminating 622 
napping, and avoiding nicotine, caffeine, exercise, and drinking alcohol before bedtime).  The Cognitive 623 
Core (also called Cognitive Restructuring) attempts to address and change the negative beliefs and 624 
thoughts about sleep that may exacerbate sleep difficulties.  In addition to these main Cores, there are 625 
two other Cores: the Overview and Consolidation/Relapse Prevention Cores.  These are critical for each 626 
user to receive in order to introduce intervention content and provide a rationale for the intervention 627 
(Overview); and integrate the educational, behavioral, and cognitive elements, promote adherence, 628 
generalize the information, help the user identify risk situations, and incorporate strategies to reduce 629 
relapse (Relapse Prevention).   630 

• A Core is expected to take 45 – 60 minutes to review online.  Reviewing and implementing program 631 
recommendations will take most participants 30 – 45 minutes per week.  Thus, in total, participants in 632 
the SHUTi group should expect a time commitment of up to 12 hours, total. 633 

• Although there is some overlap with the PE website and SHUTi, the SHUTi program differs from the 634 
PE website in important ways.  SHUTi includes: (1) Individually tailored recommendations based on 635 
user input of symptoms; (2) High levels of interactivity to increase user engagement (e.g., quizzes, 636 
games, online diary entries); (3) Structured implementation of the intervention through the use of 637 
metered (distributed) content over the intervention period rather than content presented all at once; and 638 
(4) Provision of comprehensive content rather than more general educational information. 639 

• Will receive automated email prompts to encourage users to return to the site.   640 
• Will be encouraged to keep regular online sleep diaries throughout the intervention period.  641 
 642 

Post-Assessment 643 
• At the end of the 9 week intervention period, all participants will be instructed (by email) to complete 644 

the online Post-Assessment, which consists of one online questionnaire and 10 daily online sleep diaries. 645 
The Post-Assessment Questionnaire is estimated to take 1 hour and each diary entry is estimated to take 646 
2-3 minutes.  As was true for the Pre-Assessment, participants are able to complete the Post-647 
Questionnaire in more than one sitting as the program auto saves where they are in the Questionnaire.  648 
Participants are able to review and revise answers up until the point they select “Submit.”  Once the 649 
Questionnaire data is submitted, participants no longer have access to their responses on the 650 
Questionnaire.  For the Sleep Diary, participants are able to review their diary responses at any time, but 651 
they are not able to revise their answers once they select “Submit.”      652 

• After completing the Post-Assessment Questionnaire, individuals will have continued access to their 653 
online website.  654 

• This same assessment (questionnaires plus diaries) will be completed again at 6 month and 12 month 655 
Post-Assessments.  It is estimated that the 6 and 12 month Post-Assessments will also take 1 hour and 656 
that diary entry will again take 2-3 minutes daily. 657 

• All participants will receive two reminder e-mails for each approaching Post-Assessment. 658 
 659 
 660 
 661 
 662 
 663 
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Measures Timeline 664 
 Prior to  

Pre-
Assessment 

Online  
Pre-

Assessment 

Online 
Post-

Assessment 

Online  
6-month 

Post-
Assessment 

Online  
12-month 

Post-
Assessment 

Online Interest Form 
(Inclusion/Exclusion) 

X     

Phone Screen and Interview X X    
Online Pre-Assessment 
Questionnaire 

 X    

Online Daily Sleep Diaries (10)  X X X X 
Online Post-Assessment 
Questionnaire 

  X X X 

 665 
 666 

2.  Will any of the NON-RADIOLOGIC treatments/ procedures be done for research purposes only?     667 
 668 
►YES, participants will use SHUTi or PE website for 9 weeks and complete assessments prior to 669 
starting their assigned web program and 9-weeks, 6-months, and 12-months after, to determine the 670 
efficacy of SHUTi with respect to sleep variables, psychological distress, and general health variables.  671 
 672 
 673 
►IF YES, (examination(s) are performed for research) check one of the following two options:  674 
__X___The examination(s) utilize(s) the same techniques, equipment, etc., that would be used if the 675 

subject were to have the examination(s) performed for clinical care.  There exists the potential for 676 
the discovery of clinically significant incidental findings.   677 

• The PI takes full responsibility for the identification of incidental findings:  678 
• The PI will inform the subjects of all incidental findings that are of clinical significance or 679 

are of questionable significance.   680 
• A follow-up letter describing the finding should be provided to the subject with 681 

instructions to either show the letter to their PC or if the subject has no PCP, the subject 682 
should be instructed to make an appointment at UVa or at the Free Clinic.   683 

 684 
__X__This examination(s) utilizes non-standard/investigational, equipment, etc.  It is impossible to 685 

determine the significance of such results, therefore abnormalities will not be shared with the 686 
subject because the meaning of the exam is not yet proven and is of unknown clinical benefit.   687 

 688 
3.  Will any RADIOLOGIC treatments/examinations be performed for research purposes only?NO  689 

 690 
4. If a potential subject does not meet the inclusion/exclusion criteria will you repeat any of the screening 691 

procedures/tests?NO 692 
 693 

5. If the study involves drawing blood, will the blood be drawn from a central or arterial line?  694 
The study does not involve blood draws. 695 
 696 

6. Will you be using viable embryos?NO 697 
 698 
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7. Will you be using embryonic stem cells?NO 699 

Data and Safety Monitoring Plan 700 
This study has been deemed minimal risk.  Adverse events and serious adverse events will only be collected 701 
or recorded if they are deemed related or possibly related to the study intervention.  If any adverse event is 702 
considered serious and unexpected, the event must be reported to the IRB-HSR within 7 days from the time the 703 
study team receives knowledge of the event.  704 

 705 
1.  Definitions 706 
 707 

1.1 How will you define adverse events (AE)? 708 
 Do not change this answer 709 

An adverse event will be considered any undesirable sign, symptom, accident, or medical 710 
condition considered related or possibly related to the intervention. Medical 711 
condition/diseases present before starting the intervention will be considered adverse events only 712 
if they worsen after starting the study and that worsening is considered to be related to the study 713 
intervention.  An adverse event is also any undesirable and unintended effect of research 714 
occurring in human subjects as a result of the collection of identifiable private information under 715 
the research.   716 
 717 
Serious adverse events (SAE) – The adverse event will be deemed serious if it is determined to 718 
be associated or possibly associated with study involvement, and results in any of the following 719 
outcomes: death, a life-threatening adverse experience, in-subject hospitalization or prolongation 720 
of existing hospitalization, a persistent or significant disability/incapacity, or a congenital 721 
anomaly/birth defect. Important medical events that may not result in death, be life-threatening, 722 
or require hospitalization may be considered a serious adverse experience when, based upon 723 
appropriate medical judgment, they may jeopardize the subject and may require medical or 724 
surgical intervention to prevent one of the outcomes listed above.  725 
 726 

1.2 How will you define an unanticipated problem?  727 
Do not change this answer 728 

An unanticipated problem is any issue that involves increased risk(s) 729 
to participants or others.  This means issues or problems that cause the subject or others to be 730 
placed at greater risk than previously identified, even if the subject or others do not incur actual 731 
harm.  For example if a subject’s confidentiality is compromised resulting in serious negative 732 
social, legal or economic ramifications, an unanticipated problem would need to be reported. (e.g 733 
serious loss of social status, loss of job, interpersonal conflict.)     734 

 735 
1.3 What is the definition of a protocol violation?  736 

Do not change this answer 737 
A protocol violation is defined as any change, deviation, or departure from the study design or 738 
procedures of a research project that is NOT approved by the IRB-HSR prior to its initiation or 739 
implementation, OR deviation from  standard operating procedures, Good Clinical Practices 740 
(GCPs), federal, state or local regulations. Protocol violations may or may not be under the control 741 
of the study team or UVa staff. These protocol violations may be major or minor violations. 742 
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 743 
Additional Information: see the IRB-HSR website at  744 
http://www.virginia.edu/vpr/irb/HSR_docs/Forms/Protocol_Violations_%20Enrollment_Exceptions745 
_Instructions.doc 746 
 747 

1.4 What is the definition of a data breach? 748 
Do not change this answer 749 
A data breach is defined in the HITECH Act (43 USC 17932) as an unauthorized acquisition, 750 
access, or use of protected health information (PHI) that compromises the security or privacy of 751 
such information. 752 
 753 
Additional Information may be found on the IRB-HSR Website: Data Breach 754 

 755 
2.  What risks are expected due to the intervention in this protocol?   756 
 757 

Expected Risks related to study participation Occurrence Rate:  
There is a small risk that breaches of privacy and/or confidentiality might 
occur. The risk of violation of subject privacy and confidentiality is 
minimal due to the requirements of the privacy plan in this protocol.  

Occurs rarely 

Internet concerns:  Although some adults may feel more comfortable 
providing information over the Internet, others may feel less comfortable 
with this process and have concerns about the confidentiality of their 
digital data. 

Occurs infrequently. 

Discomfort answering questions of a personal nature. Occurs infrequently 
Increased tiredness due to restricted time in bed (this is part of the 
behavioral treatment for insomnia) 

Occurs frequently 
 

We will protect against the potential risks to subjects in the following ways: 758 
Initial discomfort/embarrassment:  During this study, participants will be asked questions of a sensitive and 759 
personal nature (e.g., medical history, depressive symptoms).  This may cause emotional discomfort in 760 
responding.  Although we have been unable to identify any negative effects associated with administration of 761 
similar interviews and questionnaires used in our previous Internet intervention studies, we will attempt to 762 
minimize this risk by asking these questions over the Internet, which may increase sense of anonymity, or by 763 
staff trained to be both sensitive and responsive.   Confidentiality will be maintained at all times, and no 764 
information will be disclosed to another party without the participant’s signed written consent. 765 
Breach of privacy concerns: Although some participants may feel more comfortable providing information over 766 
the Internet, others may feel less comfortable with this process and have concerns about the confidentiality of 767 
their data.  To address this concern, data collected through the Internet will be obtained through secured means 768 
and stored on our private servers.  All data on our servers are password protected and limited to authorized 769 
research personnel.  Obviously, HIPPA rules are an issue with protecting patient data, and the fact that the 770 
system relies on email reminders for users taking the surveys means that some identifying information must be 771 
stored in the application.  The high-level architecture of the system, however, allows us to separate all other 772 
identifying and non-identifying data.  We have worked out a system given our previous Internet intervention 773 
studies in which two servers have been set up with one private server configured behind the firewall where 774 
secured data resides and only individuals who have access onsite are able to connect to this server.  A second 775 
server maintains the front-end Web system so that individuals (the participants) offsite can access the system.  776 
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Data submitted by these users are captured and transferred to the secure server.  Analyses will be conducted 777 
without identifiers. 778 
Initial tiredness:  Participants receiving the SHUTi program will be asked to restrict sleep at certain times, 779 
which could lead them to feel initially more tired.  To minimize the risk associated with sleep restriction, the 780 
system does not recommend participants restrict sleep fewer than five hours.  The initial assigned sleep window 781 
is also comparable to how much total sleep time the subject gets (based on diary data), but the sleep time is 782 
restricted to a smaller window.  That is, rather than allowing a participant to get 6 hours of sleep while spending 783 
8 hours in bed, a participant may be asked to spend only 6 hours in bed.  To further minimize risks associated 784 
with sleep restriction, we will instruct participants that they may contact us if they have significant concerns.  785 
Based on the situation, we will provide recommendations, including changing their sleep window or 786 
incorporating naps.   Participants will also be told to avoid operating a car or other heavy machinery when they 787 
feel tired.  As needed, we will instruct participants to contact their primary care provider or seek professional 788 
help at a sleep clinic. 789 
Anticipated Adverse Events 790 
Adverse events deemed Related or Possibly Related will be collected and reported to the IRB.  791 
As explained in detail above, the following risks / adverse events are anticipated to occur during this study: 792 

1. Initial discomfort/embarrassment:  During this study, participants will be asked questions of a sensitive 793 
or personal nature (e.g., medical history, psychological functioning), which potentially could cause some 794 
discomfort or embarrassment in answering these type of questions. 795 

2. Internet concerns:  Although some adults may feel more comfortable providing information over the 796 
Internet, others may feel less comfortable with this process and have concerns about the confidentiality 797 
of their digital data. 798 

3. Initial tiredness:  Participants may be asked to restrict sleep at certain times, which could lead them to 799 
initially feel more tired.   800 

 801 
Possibly Related Serious Adverse Events 802 
Serious adverse events deemed Related or Possibly Related will be collected and reported to the IRB.  803 
As indicated above, sleep restriction may frequently result in increased tiredness, which is not deemed to be 804 
significant.  There are, however, more serious events that could be connected to the “tiredness” caused by sleep 805 
restriction.  These events are low-probability events, and it will be difficult to determine whether those more 806 
serious events are related to the sleep restriction component or more generally related to the fatigue and 807 
tiredness typically experienced by adults with insomnia.   808 
 809 
Serious Anticipated Events Deemed Possibly Related to Study  810 

1. Fatigue-related accidents (e.g., motor vehicle, work related accidents).   811 
 812 

 813 
3.  When will recording and reporting of unanticipated problems/adverse events begin? 814 

__X__After subject signs consent 815 
 816 
4.  When will the recording/reporting of unanticipated problems/adverse events end?  817 

__X___Subject completes participation in the protocol 818 
 819 
5.  What is your plan for safety monitoring?   820 

Do not change this answer 821 
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Safety monitoring and aggregate review of adverse events, unanticipated problems, protocol violations 822 
and any data breach will be performed by the PI and IRB-HSR through continuation review at least 823 
annually.   824 
 825 
For additional security measures, we will establish a data safety monitoring board (DSMB) following 826 
NIH guidelines set forth regarding DSMBs to ensure that the DSMB’s responsibilities are 827 
commensurate with the risks, complexity, and nature of our study.    828 
Membership: Our DSMB will be comprised of experts in diverse scientific disciplines, outside of the 829 
grant investigators, to ensure participant safety and help interpret the data in our studies.  More 830 
specifically, our DSMB will consist of: 831 

1. A DSMB Chairperson with expertise organizing and running DSMB meetings (Tracey Hoke, 832 
M.D., member of the Patient Safety Committee at UVA Health System) 833 

2. A clinician with expertise in insomnia (Chris Winter, M.D.) 834 
3. A biostatistician (Marc Breton, Ph.D.) 835 
4. An expert in evaluation of Internet delivered treatments (Britt Klein, Ph.D.)  836 

Meetings: Prior to implementation of the study, the DSMB will meet to review the consent and protocol, 837 
making recommendations for any needed changes.  For this meeting, study investigators will be on hand 838 
to answer any specific questions.  After the initial meeting, the DSMB will plan to meet annually and 839 
prepare an annual report to be submitted to the PI.  The PI and study team will then review DSMB 840 
recommendations outlined in the Annual DSMB Report and submit a copy of the DSMB report to the 841 
IRB.  This report will be submitted as a separate report (i.e., not as part of a Continuation).  At that time, 842 
the UVA study team will also submit to the IRB proposed changes (if needed) to the Protocol and 843 
Consent as requested by the DSMB.    844 
DSMB members will have the ability to request more frequent reviews or meetings at any time during 845 
the study if they determine such reviews could help ensure patient safety or data integrity.  The DSMB 846 
will typically meet in "closed session," but they may periodically ask study investigators to attend a 847 
meeting to provide additional details on the implementation or conduct of the trial or other pertinent 848 
information.  After its initial meeting, the DSMB will review the implementation and progress of the 849 
study, evaluating study data in either individual or aggregate form to detect evidence of significant 850 
benefit or harm for subjects while the trial is in progress.  This latter review, beyond that provided by the 851 
IRB, serves as a means of additional human subject protection.  It does not supplant the regulatory 852 
requirement for the principal investigator to report serious and unanticipated adverse events to the local 853 
IRB and NIH project officer. 854 
 855 

6.  What is your plan for reporting a Unanticipated Problem, Protocol Violation or Data Breach?  856 
Do not change this answer 857 

 858 

Type of Event To whom will it 
be reported: 

Time Frame for 
Reporting 

How reported? 

Unanticipated Problems that 
are not adverse events or 
protocol violations  
This would include a Data 

IRB-HSR 
 
 

Within 7 calendar 
days from the time 
the study team 
received knowledge 

Unanticipated Problem report 
form.  
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Breach.   of the event.  http://www.virginia.edu/vp
rgs/irb/HSR_docs/Forms/R
eporting_Requirements-
Unanticipated_Problems.d
oc ) 
 
  

Protocol Violations 
 (The IRB-HSR only requires 
that MAJOR violation be 
reported, unless otherwise 
required by your sponsor, if 
applicable.) 
 
Or  
 
Enrollment Exceptions 

IRB-HSR 
 
 

Within 7 calendar 
days from the time 
the study team 
received knowledge 
of the event.  
 

Protocol Violation and 
Enrollment Exception Reporting 
Form 
 
 
http://www.virginia.edu/vp
rgs/irb/hsr_forms.html 
 
Go to 3rd bullet from the 
bottom. 
  

Data Breach of Protected 
Health Information  
 

The UVa 
Corporate 
Compliance and 
Privacy Office 
 
 
 
 
 
ITC:  if breach 
involves  
electronic data  
 
 
 
UVa Police if 
breach includes 
items that are 
stolen  

 

As soon as possible 
and no later than 24 
hours from the time 
the incident is 
identified. 

 

As soon as possible 
and no later than 24 
hours from the time 
the incident is 
identified. 

IMMEDIATELY.  

 

UVa Corporate Compliance and 
Privacy Office- Phone 924-9741 
 
 
 
 
 
 
ITC:  Information Security 
Incident Reporting procedure,  
http://www.itc.virginia.edu/secur
ity/reporting.html 
 
 
 
Police: phone- (434) 924-7166 

DSMB/DSMC Reports IRB 15 calendar days of 
the study team 
receiving the report 

Copy of DSMB/DSMC report 

 859 

Payment 860 
1.  Are subjects being reimbursed for travel expenses?NO. 861 
 862 
2.  Are subjects compensated for being in this study?YES 863 

 864 
2a.  What is the maximum TOTAL compensation to be given over the duration of the protocol? 865 
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$200 866 
 867 

2b.  Explain compensation to be given. 868 
Participants will be paid up to $200 for completing all assessments in this study. After completion of the 869 
initial post-assessment (9 weeks after starting the study), they will be sent a $50 gift card. After 870 
completion of the post-assessment at six months, they will be sent another $50 gift card.  After 871 
completion of the post-assessment at one year, they will be sent a $100 gift card. All gift cards will be 872 
sent via email.  873 

 874 
2c.  Is payment pro-rated? 875 

►YES, subjects will be emailed a link to their gift card after completing each assessment.  876 
   877 

3.  Is money paid from UVa or State funds (including grant funds)?YES 878 
 879 
3a.  How will the researcher compensate the subjects? 880 

.  881 
__X__ Gift card 882 

 883 
3b.  Which category/ categories best describes the process of compensation?  884 

 885 
_X_  Compensation will include an alternative method (petty cash, gift card, other) BUT 886 

tax information will be collected.  887 
►If an alternate method will be used justify why you are unable to issue 888 
checks through the UVa Oracle or state system. 889 

Behavioral Health and Technology (BHT) studies typically use online gift card 890 
incentives given the online nature of our studies and the fact that we do not meet 891 
with participants face-to-face.  Given that we typically use online gift card 892 
incentives (Giftcertificates.com), we have administrative procedures in place to 893 
efficiently handle gift card incentives to participants and track receipt and use of 894 
such cards.  Providing participants with gift cards allows for improved tracking of 895 
payment and fits with the web-based nature of our research trials.   896 

 897 

Risk/ Benefit Analysis 898 
 899 
1.  What are the potential benefits for the participant as well as benefits which may accrue to society in 900 
general, as a result of this study? 901 

PE Website:  Participants assigned to the Patient Education website may learn information about the 902 
diagnosis and symptoms of insomnia, its etiology, methods of monitoring sleep, and general treatment 903 
strategies.  This information is presented through static web pages. 904 
SHUTi:  Participants assigned to the SHUTi program receive an interactive intervention designed to 905 
primarily improve sleep and secondarily improve mood / psychological distress, quality of life, and 906 
perceived health status.  907 
Society: The potential benefits to the adult insomnia community are that this system, and possible future 908 
systems like it, would allow for a greater number of individuals to have access to a less expensive and 909 
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empirically validated treatment for insomnia. It could potentially reduce health disparity by providing 910 
treatment that has not previously been available to patients in more remote areas where access to a 911 
behavioral medicine sleep specialists is limited.  912 

 913 
2.  Analyze the risk-benefit ratio. 914 

 915 
Benefit/Risk Ratio. We are balancing the risk of discomfort in answering personal questions, risk of breach of 916 
privacy and confidentiality, and risk of increased sleepiness during sleep restriction for the SHUTi participants 917 
against developing a treatment for insomnia that could potentially reach greater numbers of affected adults at a 918 
reduced cost.  919 
 920 
There is appreciable potential for benefit for individuals with insomnia in terms of sleep, psychological distress, 921 
and health variables. There is also a potential benefit for larger insomnia community (and those doing research 922 
with this community).  923 
 924 
The risk associated with breach of privacy and loss of confidentiality is low.  Data collected through the Internet 925 
will be obtained through secured means and stored on our private servers.  All data on our servers are password 926 
protected and limited to authorized research personnel.  The high-level architecture of the system, however, 927 
allows us to separate all other identifying and non-identifying data.  We have worked out a system given our 928 
previous Internet intervention studies in which two servers have been set up with one private server configured 929 
behind the firewall where secured data resides and only individuals who have access onsite are able to connect 930 
to this server.  A second server maintains the front-end Web system so that individuals (the participants) offsite 931 
can access the system.  Data submitted by these users are captured and transferred to the secure server.  932 
Analyses will be conducted without identifiers. 933 
The risk benefit ratio is acceptable.  934 
 935 
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APPENDIX:  Non-UVA Personnel 013 
 014 
1.  Explain the duties of non-UVA personnel on this protocol.  015 
 016 
Dr. Charles Morin is considered one of the foremost experts in the field of insomnia.  He is the PI of several 017 
NIH funded studies examining the treatment of insomnia and is a critical member of this research team given 018 
his extensive sleep research experience.  We have collaborated with Dr. Morin since 2003, and based the 019 
content of our earlier version of the insomnia Internet intervention on Dr. Morin’s cognitive-behavioral 020 
treatment program for insomnia.  For the current study, he will oversee all content revision during Year 01.  He 021 
will also assist in study design and implementation.  In Years 02 and 03, Dr. Morin’s responsibilities will 022 
include assisting Dr. Ingersoll with oversight of the intervention and subject recruitment.  During Years 04 and 023 
05, Dr. Morin will play an active role in reviewing data, manuscript preparation, and grant progress 024 
reports/renewal efforts.  These efforts are expected to take 1.2 Person Months (10%) annually. 025 
 026 
2.  Explain your plans for training and oversight of these personnel.  027 
Dr. Ingersoll will coordinate efforts of the entire multidisciplinary team and ensure efficient collaboration with 028 
non-UVA personnel for the research trial.  Dr. Morin are exceptionally well trained to perform their identified 029 
roles and no additional training for purposes of this project is planned.    030 
 031 
3.  How do you plan to access any study records the non-UVA personnel might maintain?  032 
Dr. Morin will not have access to study records.  No non-UVA personnel will be maintaining study records. 033 

 034 
4.  Will the non- UVA personnel be exposed to any additional risk while working on this protocol?   035 

►NO. None of the contributors will be at risk by working on this project.  036 
 037 
5.  List name of any other institution with which they have an affiliation.   038 

Dr. Charles Morin is a Professor of Psychology at The University of Laval in Quebec, Canada. 039 
 040 

6.    Will this person have access to subjects or data with any HIPAA identifier?   041 
No 042 
Dr. Morin will only have access to de-identified data.   043 

APPENDIX:  Conflict of Interest Information 044 
 045 
1.  Does anyone listed as personnel on this protocol, their spouse or any members of their immediate 046 
family serve as a director, officer, or member of an advisory board with the sponsoring company?  No.  047 

 048 
2.  Does anyone listed as personnel on this protocol , their spouse or any members of their immediate 049 
family together receive direct or indirect income from cash payment, stock, stock options, own >3% 050 
equity in the sponsoring company, or have a consulting agreement etc. totaling greater than $10,000 in 051 
personal income/year (excluding salary support from study budget) from the sponsor?   052 
 053 

No.  054 
For more information see the UVa Conflicts of Interest Policy and FAQ at 055 
http://www.virginia.edu/vpr/objectivity.html 056 
 057 
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IF YES, has this conflict been reported?  058 
 059 
Although personnel do not have a relationship with NIH which funds this grant, Drs. Ritterband and 060 
Thorndike have significant financial interest in a start-up company via 33 percent ownership.  Via the 061 
UVA Patent Foundation, the start up company licensed the software related to development of the 062 
previous Internet intervention for insomnia in April, 2011.  Under federal regulations, Drs. Ritterband 063 
and Thorndike have a financial conflict of interest (fCOI) on this study to develop and evaluate the 064 
Internet-based, behavioral interventional tool for insomnia in a clinical study. 065 
 066 
This conflict has been reported to the Conflicts of Interest Committee.  After reviewing the conflict and 067 
our proposed management plan on April 20, 2011, they unanimously resolved to adopt our proposed 068 
management plan below: 069 

 070 
RESOLUTION IN THE CASE OF BEHEALTH SOLUTIONS, LLC AND DRS. THORNDIKE AND 071 

RITTERBAND 072 
 073 

 The Conflicts of Interest Committee met on April 20, 2011 and unanimously resolved to adopt 074 
the management plan below with regard to the above referenced disclosures: 075 
 076 

1. A faculty member without a COI will serve as the Principal 077 
Investigator of all IRB protocols that include the licensed software, under both NIH awards outlined in 078 
the disclosures. Karen Ingersoll, PhD, a tenured Associate Professor in the Department of Psychiatry 079 
and Neurobehavioral Sciences, who does not report to either Drs. Thorndike or Ritterband has agreed 080 
to serve in this role and to oversee all aspects of the clinical trials related to any of the software licensed 081 
by BeHealth Solutions. Dr. Ingersoll will make all final decisions related to conducting the trial, 082 
including data safety and monitoring procedures, as well as human subjects’ protections. In this role, 083 
Dr. Ingersoll will also supervise personnel involved in running the trial, collecting the data, and 084 
analyzing the data. Because Drs. Ritterband and Thorndike developed the computer systems being used 085 
in both clinical studies, it is possible that their expertise might be required to troubleshoot and resolve 086 
technical problems that might occur during the course of these studies; however, they will not interact 087 
with subjects or modify any study data entered into either system. Their access to raw data is limited 088 
only to the circumstance where there is a need to address the functional aspects of the programs, such 089 
as, for example, when problems arise requiring the need to debug the programs. 090 
 091 

2. All co-investigators and study personnel will be informed of Drs. Ritterband and Thorndike’s 092 
financial relationship with BeHealth Solutions and continue to be apprised of the nature of their 093 
relationship with BeHealth Solutions. Study team members will be encouraged to report any concerns to 094 
Dr. Ingersoll that may arise due to these financial interests. 095 
 096 

3. The IRB will also be notified of Drs. Ritterband and Thorndike’s financial interests in 097 
BeHealth Solutions and the nature of the company’s licenses to software related to that used in the 098 
specified trial and to consider appropriate language that might be included in the consent forms. Drs. 099 
Thorndike and Ritterband will not be involved in consenting subjects to participate in the study. It is 100 
recommended to the IRB that their financial interest in this research be included in the consent forms. 101 

 102 
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4. Drs. Ritterband and Thorndike will not manage or analyze any data, but they will be involved 103 
in development of resulting manuscripts. Dr. Ingersoll will co-write and approve all manuscripts related 104 
to the clinical trial to ensure the integrity of the publications derived from this research. Final decisions 105 
on the manuscripts, including any controverted points which may arise, will be made by Dr. Ingersoll. 106 

 107 
5. Disclosure of the financial interests will be included with each publication or oral 108 

presentation. 109 
 110 
6. Under no circumstances will publication or presentation of any research findings be 111 

constrained or delayed as a result of Drs. Ritterband and Thorndike’s financial interest in BeHealth 112 
Solutions. 113 

 114 
7. It is possible that a trainee or trainees will participate in these clinical studies. Any 115 

participating trainees in a clinical study will report directly to Dr. Ingersoll regarding their involvement 116 
in the clinical study.  117 

 118 
 119 
IF YES, indicate where you reported the conflict:  120 

 121 
_XX_  Annual Reporting on Conflicts of Interest to the School of Medicine 122 
 123 
Note: Drs. Ritterband and Thorndike have met with both Steve Wasserman and Dave Hudson.  124 
This conflict and disclosure have been reviewed by the Conflicts of Interest Committee and a 125 
management plan has been approved. See above. Grant and Contracts is also aware of this 126 
conflict. 127 
 128 
IF NO, STOP and complete a Financial Disclosure Form which can be found at 129 
http://www.virginia.edu/vpr/objectivity/html 130 
 131 

Before submitting your disclosure form it is recommended you contact one of the persons 132 
below to discuss this financial interest: 133 
School of Medicine Steve Wasserman 243-7088 
School- Other Dave Hudson 243-0900 
If you have not previously disclosed this financial interest, additional time may be 134 
required for the Conflicts of Interest Committee and the IRB to consider your financial 135 
disclosure and protocol respectively.  Consideration of significant financial interests 136 
related to research is one of the factors the IRB takes into consideration in reviewing 137 
protocol safety. 138 

 139 

APPENDIX:  Legal/Regulatory 140 
Recruitment 141 
The following procedures will be followed: 142 

• Finders fees will not be paid to an individual as they are not allowed by UVa Policy 143 
• All recruitment materials will be approved by the IRB-HSR prior to use.   The advertisements will be 144 

submitted to the IRB after the protocol has been approved. 145 
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• Only those individuals listed as personnel on this protocol will recruit and or conduct the consenting 146 
process with potential subjects.  147 

 148 
Clinical Privileges 149 
The following procedures will be followed:  150 

• Investigators who are members of the clinical staff at the University of Virginia Medical Center must 151 
have been granted clinical privileges to perform specific clinical privileges whether those procedures 152 
are experimental or standard.  153 

• The IRB cannot grant clinical privileges.   154 
• Performing procedures which are outside the scope of the clinical privileges that have been granted 155 

may result in denial of insurance coverage should claims of negligence or malpractice arise. 156 
• Personnel on this protocol will have the appropriate clinical privileges in place before performing any 157 

procedures required by this protocol.  158 
• Contact the Clinical Staff Office- 924-5871 for further information. 159 

 160 
Sharing of Data/Specimens 161 
Data and specimens collected under an IRB approved protocol are the property of the University of Virginia.  162 
You must have “permission” to share data/ specimens outside of UVa other than for a grant application and or 163 
publication.  This “permission” may come in the form of a contract with the sponsor or a material transfer 164 
agreement (MTA) with others.  A contract/ MTA is needed to share the data outside of UVa even if the data 165 
includes no HIPAA identifiers and no code that could link the data back to a HIPAA identifier.   166 

• No data will be shared outside of UVa, beyond using data for a grant application and or publication, 167 
without a signed contract/MTA approved by the SOM Grants and Contracts office/ OSP or written 168 
confirmation that one is not needed. 169 

• No specimens will be shared outside of UVa without a signed contract/MTA approved by the SOM 170 
Grants and Contracts office/ OSP or written confirmation that one is not needed. 171 

 172 
Prisoners 173 
If the original protocol/ IRB application stated that no prisoners would be enrolled in this study and 174 
subsequently a subject becomes a prisoner, the study team must notify the IRB immediately.  The study team 175 
and IRB will need to determine if the subject will remain in the study.  If the subject will remain in the study, 176 
the protocol will have to be re-reviewed with the input of a prisoner advocate.  The prisoner advocate will also 177 
have to be involved in the review of future continuations, modifications or any other reporting such as protocol 178 
violations or adverse events.   179 
 180 
Prisoner- Individuals are prisoners if they are in any kind of penal institution, such as a prison, jail, or juvenile 181 
offender facility, and their ability to leave the institution is restricted. Prisoners may be convicted felons, or may 182 
be untried persons who are detained pending judicial action, for example, arraignment or trial. 183 
For additional information see the OHRP website at  http://www.hhs.gov/ohrp/policy/populations/index.html 184 

APPENDIX:  Recruitment and Consenting 185 
 186 

1. How do you plan to identify potential subjects  187 
 188 
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_X__Potential subject is approached by the treating physician/ health care provider and given 189 
information about the study and provides the potential subject the information necessary to 190 
contact the study team if they are interested. 191 
 192 
Note: Indirect contact will be the primary source of recruitment, but it is possible that when 193 
physicians learn about the study, they may elect to give their patients study-related 194 
information.  195 
 196 
__X__Potential subjects will not be directly identified.  They will respond to an 197 
advertisement such as a flyer, brochure etc.  If this is checked #3 below should be checked 198 
INDIRECT CONTACT. 199 

 200 
2. How will potential subjects be recruited? 201 

____Direct contact of potential subjects by the study team via letter, phone, direct e-mail. 202 
 203 
__X__Potential subjects will be approached while at UVa Health System 204 
 205 
_X__ Indirect contact (flyer, brochure, TV, broadcast emails, etc.) 206 

 207 
3. How will the consenting process take place?    208 

 209 
Interested individuals will be directed to our study website which will provide an overview of the study, 210 
inclusion/exclusion criteria, compensation information, the informed consent, and an online interest form.  211 
Potential subject will then read and digitally sign a HIPPA Authorization Stand Alone Form.   If still interested, 212 
potential participants will be prompted to complete an interest form online.  The information entered on the 213 
interest form will be stored in our database on our Health Systems Computing Services (HS/CS) managed 214 
server that is configured to store data regulated by HIPAA.  If an individual appears to meet criteria, s/he will be 215 
contacted by phone. While on the phone, the research coordinator will send the individual a link to his/her 216 
consent form. Individual will view consent form on his/her computer. Research coordinator will go over the 217 
entire consent form while on the phone and address any questions the person may have. Then, the individual 218 
will sign the form using his/her mouse and submit the consent form. This electronic process has already been 219 
approved by the IRB for our previous trials. 220 
 221 
The consent form will be time and date stamped after it is submitted. The study coordinator’s signature will be 222 
electronically added. Then the signed and dated copy will be e-mailed back to the participant, and an electronic 223 
version of the consent form will also be saved in our online tracking system.  224 

 225 
 226 

4.  Do you plan to ask the subjects to do anything for the study prior to signing a Yes. 227 
 228 

►IF YES, explain in detail what you will ask them to do. 229 
Interested individuals will complete an interest form prior to signing consent. The interest form 230 
will ask questions regarding sleep patterns and other questions related to initial eligibility (e.g., 231 
age).  The form also asks interested persons to provide contact information to allow the research 232 
coordinator to contact participants to schedule a phone interview where the consent process will 233 
occur.   Prior to submitting this information, the interested candidate will read and electronically 234 
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sign a HIPAA Authorization Form indicating their consent to the “Confidentiality, Use and 235 
Disclosure of Health Information for Research Purposes” policy. Additionally, in the Consent 236 
Form, participants will be reminded that information collected via the online interest form will 237 
be used for study purposes.   238 

 239 
5. Will the study procedures be started the same day the subject is recruited for the study?  240 

Yes 241 
The day the subject is consented, study procedures will begin (completion of phone interview), 242 

 243 
►IF YES, explain in detail why the subject cannot be given more time to make a decision.  244 
If subject chooses to take more time to decide about participating in the study, they are welcome 245 
to do so.  They are given this option. 246 
 247 
►IF YES, explain in detail what will be done to assure the potential subject has enough 248 
time to make an informed decision. 249 
When potential participant is contacted by phone, the study is described and the consent form is 250 
explained in detail.  At that time, the participant decides whether they choose to move forward 251 
and sign the consent form or whether they prefer to think further about participating.  They are 252 
welcome to delay signing the consent form and re-contact the research coordinator when they 253 
feel prepared to make an informed decision. 254 
 255 

6. Do you need to perform a “dry run” of any procedure outlined in this protocol?  No. 256 
 257 

APPENDIX:  Privacy Plan for Studies With Consent 258 
1. Describe your plan to protect the identifiable data from improper use and disclosure. 259 

__X__ Option # 2 260 
Health information may be stored with HIPAA identifiers. 261 
Specimens will be stored with or without HIPAA identifiers depending on security 262 
measures in place (see below). 263 

 264 
1a.  Will any of the data be stored electronically at UVa? 265 

 266 
►IF YES, where will it be stored?  267 
__X__  an Information Technology and Communications (ITC) managed server that is 268 
configured to store data regulated by HIPAA, 269 
 270 

1b.  Will any of the data be stored in hard copy format at UVa e.g.- on paper?  NO 271 
 272 

1c.  The following procedures will also be followed 273 
 274 

• Only investigators for this study and clinicians caring for the patient will have access to the 275 
data.  They will each use a unique log-in ID and password that will keep confidential.   276 

• If specimens stored:  The following security precautions will be implemented for specimens 277 
stored at UVa:  278 

• Specimens will be stored in a locked freezer/ or locked room 279 



IRB-HSR# 15704: An Internet Intervention for Insomnia: Efficacy and Dissemination 
 

Page 34 of 35 
Version Date: 11/28/11 

__X__ NA- no specimens or will not be stored at UVa 280 
• Each investigator will sign the University’s Electronic Access Agreement available at 281 

http://www.itc.virginia.edu/policy/form/eaa.pdf and forward the signed agreement to the 282 
appropriate department as instructed on the form. 283 
If you currently have access to clinical data it is likely that you have already signed this 284 

form.  You are not required to sign it again.  285 
• UVa Institutional Data Protection Standards will be followed 286 

http://itc.virginia.edu/security/dataprotection 287 
• If identifiable data (data with health information and HIPAA identifiers) is transferred to any 288 

other location such as a desktop, laptop, memory stick, CD etc. the researcher must follow 289 
the ITC Policy “Electronic Storage of Highly Sensitive 290 
Data”.http://itc.virginia.edu/security/highlysensitivedata/ 291 

• If the HIPAA identifiers and health information are combined on an additional computer off 292 
UVa premises, the researcher will follow the UVa  "Guideline for Safeguards When 293 
Removing PHI Off- Premises for Work"  294 
https://www.healthsystem.virginia.edu/intranet/privacyoffice/Policies/PHI_Off_Premises.doc 295 

 The data will be securely removed from the server, additional computer(s), and electronic 296 
media according to the University's Electronic Data Removal Policy. 297 
https://etg07.itc.virginia.edu/policy/policydisplay?id=IRB-004 298 

 The data may not be analyzed for any other study without additional IRB approval 299 
 300 

2.  Describe your/central registry’s plan to destroy the HIPAA identifiers at the earliest opportunity 301 
consistent with the conduct of the research. 302 

 303 
__X__The HIPAA identifiers (except full dates and or address information if needed) will be destroyed 304 
as soon as all publications are complete.  305 
This wording would allow the researcher to keep HIPAA identifiers until all queries/ request for 306 
additional information from publisher are addressed 307 
 308 

3.  Do you confirm that you will not reuse the identifiable data (HIPAA identifiers or health information) 309 
or disclose any of this information to any other person or entity except as outlined in this protocol, except 310 
as required by law, for authorized oversight of the research study, or use it for other research unless 311 
approved by the IRB-HSR?   312 
 This means that after the study is closed at UVa:  313 

• You cannot contact the subject by any method (you cannot call them, send a letter, talk to 314 
them in person about the study, etc) without additional IRB approval 315 

• You cannot use the data for any research that is not already described in your IRB protocol 316 
without additional IRB approval (if you change your hypothesis you must modify your 317 
protocol)  318 

• You cannot share your research data with another researcher outside of your study team 319 
without additional IRB approval 320 

• Any health information with HIPAA identifiers will be shredded or discarded by using 321 
recycling bins for confidential material found in clinic settings.  For large item disposal of 322 
confidential material contact Environmental Services at 2-4976 or University Recycling at 2-323 
5050.  324 
TABLE A:  HIPAA Identifiers (Limited Data Set)  325 
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1.  Name 
2.  Postal address information, other than town or city, state, and zip code 
3.  Telephone numbers 
4  Fax numbers 
5.  Electronic mail addresses 
6.  Social Security number 
7.  Medical Record number 
8.  Health plan beneficiary numbers 
9.  Account numbers 
10.  Certificate/license numbers 
11.  Vehicle identifiers and serial numbers, including license plate numbers 
12.  Device identifiers and serial numbers 
13.  Web Universal Resource Locators (URLs) 
14.  Internet Protocol (IP) address numbers 
15.  Biometric identifiers, including finger and voice prints 
16.  Full face photographic images and any comparable images  
17.  Any other unique identifying number, characteristic, code that is derived from or related to information 
about the individual (e.g. initials, last 4 digits of Social Security #, mother’s maiden name, first 3 letters of last 
name.) 

 326 
►YES, we confirm that we will not reuse the identifiable data or disclose any of this 327 

information to any other person or entity except as outlined in this protocol, except as required 328 
by law, for authorized oversight of the research study, or use it for other research unless 329 
approved by the IRB-HSR 330 

 331 
 332 
 333 


