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© Federal regulations require that all h be reviewed at least lly. You may receive a "Continuation Renewal Reminder” approximalely
two months prior to the expiration date; however, it is the Principal Investigator's responsibility to obtain review and continued approval before the
expiration date. ‘Data collected during a period of lapsed approval is unapproved research and can never be reported or published as research

data.
¢ All changes or amendments to the above-referenced protocol require review and approval by the IRB BEFORE implementation.

¢ Adverse Reaclions/Unexpected Events (AR/UE) must be submitted on the appropriate form within the timeframe specified in the IRB
Administration Office Policy (http://www.irb.wayne.edu//policies-human-research.php).

NOTE:
1. Upon notification of an impending regulatory site visit, hold notification, and/or external audit the IRB Administration Office must be contacted
immediately.
2. Forms should be downloaded from the IRB website at each use.

*Based on the Expedited Review List, revised November 1998
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UmMIvERSITY OF ILLINOIS
AT CHICACOD

CHtice for the Protection of Research Subjects (QPRS)
CHTice of the Vice Chancellor for Ressarch (M 67 4
20} Administrative Office Bullding
1737 West Polk Streert
Chicago, Illinois G061 2-T22TF
Approval Notice
Amendment to Research Protocel and/or Consent Document — Expedited Review
UIC Amendment # 1

August 12, 2014

Lewis Hsu, MD

Pediatrics

5840 5. Wood Street

M/C 856

Chicago, IL 60612

Phone: (312) 296-6102 / Fax: (312) 413-0484

EE: Protocol # 20140277

“Using Video Games for Decreasing Pain Caused by Acute Painful Crisis in
Adolescents with Sickle Cell Disease”

Dear Dr. Hsu:

Members of Institutional Review Board (IRB) #2 have reviewed this amendment to vour research
under expedited procedures for minor changes to previously approved research allowed by Federal
regulations [45 CFR 46.110(b)(2)]. The amendment to vour research was determined to be
acceptable and may now be implemented.

Please note the following information about vour approved amendment:

Amendment Approval Date: Angust 18, 2014

Amendment:
Summary: UIC Amendment #1, dated 15 August 2014 and submitted to OPRS 18 August
2014, is an investigator-initiated amendment adding Wayne State University as a research site
{Appendix K; IEB approval 7/28/2014 - 7/28/2015).

Approved Subject Enrollment #: 30

Performance Sites: UIC, Wayne State University

Sponsor: None

Please note the Review History of this submission:
| Receipt Date Submission Type | Review Process Review Date Review Action
| 08/18/2014 Amendment Expedited 08/18/2014 Approved

Phone: 312-996-1711 http:/ v e edw/depts‘over/oprs/ FaX: 312-415-2929
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2014-0277 Page Z of 2 August 19, 2014
Please be sure to:

= Use vour research protocol number (2014-0277) on any documents or correspondence with the
IRB concerning vour research protocol.

- Review and comply with all requirements on the enclosure,
"UIC Imvestizator Responsibilities. Protection of Human Research Subjecis”
(htip./tieseric edu/depts/over/research/protocolreview/irb/policies/ 0924 .pdf)

Please note that the UILC IEB #2 has the right to seek additional information, or monitor the
conduct of your research and the consent process.

Please be aware that if the scope of work in the grant/project changes. the protocol must be
amended and approved by the UIC IRB before rhe iniriation of the change.

We wish vou the best as you conduct vour research. If you have any questions or need further

help. please contact the OPRS at (312) 996-1711 or me at (312) 355-2764. Please send any
correspondence about this protocol to OPRS at 203 AOB. M/C 672.

Sincerely,

Betty Mavyberry, B.S.
IEB Coordinator, IRB # 2
Office for the Protection of Research Subjects

Enclosure: None

s Usha Raj. Pediatrics, M/C 8356
Privacy Office, Health Information Management Department, M/C 772
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lﬂg Advocate Health Care

Institutional Beview Board
3075 Highland Parkway, 4th FL.
Downers Grove, [L 60515
IRBMaili@AdvocateHealth.com

APPROVAL
May 29, 2014
Talal Ali, RN, MSN

Advocate Children’s Hospital — Oak Lawn
aul)23@wayne.edu

Dear Investigator:

On 05/29/14 the IRB reviewed the following protocol:

Type of Review: | Initial — Expedited

IRB ID: | 5805 | Approval period: | 05/29/14 — 05/28/15

Title: Using Video Games for Decreasing Pain Caused by Acute Painful Crisis
" | in Adolescents with Sickle Cell Disease

Investigator: | Talal Ali, RN, MSN

Funding: | N/A

Application forms 211, 226, protocol; survey, demographic and rating
Document reviewed: | measures; parental/subject approach consent; participant information
sheet

The study was approved with a waiver of written consent and HIPAA Authorization under Expedited
criterion 3(7b) (Research employing survey, interview, oral history, focus group, program evaluation, human factors
evaluation, or quality assurance methodologies). Potential subjects and the parents of minors will be asked to
sign a “Permission to Contact™ form in order to receive further information about the study. No
identifying information will be recorded from actual study subjects.

Within 25 business days of study close or 6 weeks before the expiration date of 05/28/15, whichever is
earlier, you are to submit a completed “FORM: Continuing Review (HRP-212)" and required
attachments to request continuing approval or closure.

If continuing review approval is not granted on or before the expiration date, all study activities will
need to cease. In conducting this protocol you are required to follow the requirements listed in the
INVESTIGATOR MANUAL (HRP-103).

Sincerely,

Joal Hill, JD, MPH, PhD
Chairman, Advocate Institutional Review Board

ce:

The AHC IRB is organized unsder the amhority of, and in accordance with, regulations of the United States Department of Health and Homan Services,
Food and Drug Administration (Title 21 Code of Federal Regulations [CFR] Part 56 [Instintional Review Board], and Title 45 CFR. Pam 46 [Protection of
Husman Subjects] )
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Appendix B Demographic questionnaire.

[ would like to start by asking you some background information about you and vour family.
Please answer the following questions. You can ask your mother/father/guardian or data
collector if vou need help:

1- What is your age? I:I “

2- AmwuaBoyDoraGiﬂD?

3- What is the reason for your admission to the hospital?

4- How do vou best describe yourself: (Pick one)
White/Caucasian/non-hi ic

Asian American

Afnican-American

[
L]
[ ] Native American
]
L]

Do you receive free or reduced lunch at school?

I:lYBS |:|No

5- Who wotks and supports your family:
Father: [ | Mother: [ | Both: [ | Other: |

6- anuphyvidmgmmsathomc?m Yes |:| No.
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apendix B Demographic questionnaire.

If vour answer is YES, what gaming system do you have? (Select one)

Playstation 2 XBOX 360
Plavystation 3 Nintendo Wii
XBOX Other

7- How often do you play videogames at home?
|:| Once a day |:| Three time a day

|:| Twice a day |:| More than three times a day

|:| None

8- What do vou do when you have pain at home? (List all the things that vou da)

9- What is the location of your pain: (Use attached diagram to point at all places that hurt)

Mark the picture with an X where your pain 15 located




94

APPENDIX C: INFORMATION SHEET (UNIVERSITY OF ILLINOIS CHILDREN’S HOSPITAL)

Investigators:

Lewis Hsu, PhD, MD Talal Ali, BSN RN

Professor of Pediatrics PhD candidate

University of lllinois,College of Wayne State University, College of
Medicine Nursing

Santosh Saraf, MD

Assistant professor of medicine
University of lllinois,College of
Medicine

Purpose of the study:

Pain in adolescents with sickle cell disease has been identified by parents as one of the most common
reasons for hospitalization, stress and discomfort in adolescents. In addition to the use of pain
medications, the use of therapies such as relaxation music, virtual reality, and massage have the
potential to helping adolescents decrease the level of their pain. An example of these therapies is the
use of videogames in the hospital or when at home. You are being asked to be in this research study to
see if using videogames can help decrease your pain level.

This research study is being conducted by University of lllinois pediatric faculty and a Wayne State
University/ College of Nursing PhD student.

The game:

The game that will be used is developed by Multimedia Molecule and published by Sony entertainment
and released. The rating of the game is (E) which means for everyone 6 years of age and older.
LittleBigPlanet 2 (www.littlebigplanet.com) is a playstation 3 game in which players control characters

referred to as Sackboy for males and Sackgirl for females. The characters in the game can be customized
and modeled in different colors and clothing according to your liking. The game is fully 3-dimensional in
2-dimensional environments. The video game play includes your Sack person going through obstacles
and adventures in addition to activities such as running and jumping and manipulating objects by
hanging onto them or by dragging or pushing them. While playing the game, and in order to go through
some obstacles or gates successfully, you will be completing puzzles and incomplete words in the game
related to your health.

Study Procedure:

If you take part in the study, you will be given a brief demographic questionnaire which will take up to 5
minutes to complete. Before you start playing the video game, you will be given a tutorial sheet to help


http://www.littlebigplanet.com/�
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you with the basic commands to play the game which will take you up to 5 minutes to review. Before
you start playing the game, you will be asked to rate your pain level using a pain scale within the game.
Game play will take approximately 45 minutes to be completed. While playing the videogame, you will
be asked to provide a pain rating every 15 minutes. At the end of the game, you will be asked to give a
second pain rating and fill out two questionnaires about your game experience which will take up to 5
minutes. The total time needed for you to participate in this study is one hour.

Benefits:

As a participant in this research study, there may be no direct benefit for you; however, information
from this study may benefit other people now or in the future.

Risks:

There are no known risks at this time from participation in this study. However, breach of privacy
(others will know that you are participating in research) and confidentiality (accidental disclosure of
identifiable data) may occur.

Costs:
There is not direct or indirect cost to you.
Compensation:

For taking part in this research study, you will be compensated for your time and participation by getting
a 10 dollar gift card that can be used at any Target store location upon completion of the study task.

Confidentiality:
All information collected about you during the course of this study will be kept without any identifiers.
Voluntary Participation /Withdrawal:

Taking part in this study is voluntary. You may choose not to take part in this study, or if you decide to
take part, you can change your mind later and withdraw from the study. You are free to not answer any
questions or withdraw at any time. Your decision will not affect your relationships with the University of
lllinoi at Chicago or its affiliates

Questions:

If you have any questions about this study now or in the future, you may contact Talal Ali, PhDc, RN at
248-882-2911 or email: au0023@wayne.edu; Lewis Hsu, MD at 312-996-6143 or email:
LewHsu@uic.edu; or Santosh Saraf, MD at 312-996-5680 or email: ssaraf@uic.edu.

Participation:


mailto:ssaraf@uic.edu�
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Game play will take approximately 45 minutes to be completed. While playing the videogame, you will
be asked to provide a pain rating every 15 minutes. At the end of the game, you will be asked to give a
second pain rating and fill out two questionnaires about your game experience which will take up to 5
minutes. The total time needed for you to participate in this study is one hour.

Benefits:

As a participant in this research study, there may be no direct benefit for you; however, information
from this study may benefit other people now or in the future.

Risks:

There are no known risks from participation in this study.
Costs:

There is no direct or indirect cost to you.

Compensation:

For taking part in this research study, you will be compensated for your time and participation by getting
a 10 dollars gift card that can be used at any Target store location upon completion of the study task.

Confidentiality:
All information collected about you during the course of this study will be kept without any identifiers.
Voluntary Participation /Withdrawal:

Taking part in this study is voluntary. You may choose not to take part in this study, or if you decide to
take part, you can change your mind later and withdraw from the study. You are free to not answer any
questions or withdraw at any time. Your decision will not change any present or future relationships
with Advocate Health or its affiliates.

Questions:

If you have any questions about this study now or in the future, you may contact Talal Ali, RN at 248-
882-2911 Jason Canner, DO at 708-684-3113 or Fran Majca, RN, BSN, CPON at 708-684-4247.

Who can | talk to?

If you have questions, concerns, or complaints, or think the research has hurt you, talk to the research
team: Talal Ali, RN at 248-882-2911 Jason Canner, DO at 708-684-3113 or Fran Majca, RN, BSN, CPON at
708-684-4247.

This research has been reviewed and approved by an Institutional Review Board (“IRB”) and will be
monitored by the IRB of Advocate Health Care. An IRB is a committee, independent of the [sponsor and]
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APPENDIX F: STAFF SUMMARY SHEET (ALL SITES)

Summary sheet

Purpose of the study

Various degrees and types of pain can be debilitating to children and adolescents,
affecting all aspects of their lives. In order to manage their pain effectively, patients can rely on
non-pharmacological approaches separately or as adjunct therapy with other pharmacological
interventions. One of the primary non-pharmacological interventions examined in the literature
includes the use of distraction which will be the scope of this pilot study. Distraction is a class of
cognitive coping strategies that divert attention from a noxious stimulus through passively
redirecting the subject's attention or by actively involving the subject in the performance of a
distractor task. The purpose of this study is to evaluate the effectiveness of using videogames on
pain and as a form of non-pharmacological pain management tool in adolescents 12-17 years of
age with sickle cell pain. Additionally, the level of engagement induced when playing the

videogame and relationship to pain will be measured.

Sample

A sample of hospitalized adolescents (12-21 years of age) with sickle cell disease related
pain will be asked to participate in this study. For appropriate statistical analysis, 30 participants

will be enrolled in this study.

Inclusion criteria:

- Adolescents at University of Illinois Children’s Hospital experiencing sickle cell related

pain with a score of 4 and above on a 0-10 Likert scale.
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- Participants must have a normal developmental milestone.
- Participants must speak the English language fluently.

Exclusion criteria:

- Adolescents with vision disability.

- Adolescents with neuropathic disorders, paralyzed or having disorders that can limit their
movement and interaction with the videogame such as cerebral palsy.

- Adolescents with cognitive impairment.

- Adolescents who are unable to participate because of the severity of their illness.

- Adolescents who are not able to provide an assent or consent from their parent(s).

Procedure

The teen and parent/guardian will be approached by the assigned registered nurse and
will be offered an opportunity to participate in the study before they are approached by the study
personnel. If they are interested in the study, the teen and parent/guardian will be approached by
the PI or research assistant and given a copy of the information sheet. Research personnel will be
available if participants have any questions or concerns. You or your child will be asked to sign a
consent or assent in order to participate. Those adolescents interested will be invited to
participate in the study. The survey instruments and data collection sheets will be coded and
colored for data collection purposes. No patient identifiers will be used where documents will
have a study code ID number that will correspond with participants in the study. The PI will not
look at the patients’ medical records but will obtain information regarding patient’s reason for

hospitalization and chief complaints from the charge nurse or assigned registered nurse.



103

If they agree to participate in the study, participants will be given a brief demographic
questionnaire which will take up to 5 minutes to complete and a tutorial sheet to help them with
the basic commands to play the game which will take up to 5 minutes to review. Any questions
that the teen, parent and nurse have will be answered by the PI or research assistant. Participants
will be prompted to rate their pain using the integrated faces scale in the game. Participants will
play the game until they finish the pre-built level that was designed for the proposed study, it will
take up to 45 minutes to finish. The PI or research assistant will leave the room as the study
participant starts playing the game and will enter the room within 15 and 30 minutes to check if

participants have any concerns or questions.

At the conclusion of the game or after 45 minutes, participants will be asked to rate their
pain using the integrated faces scale. In addition, participants will be asked to fill out two short
engagement questionnaires to assess the level of engagement induced while playing the game
which will take up to 5 minutes to complete. Study procedures will be concluded by completing
the 28 item immersion/engagement questionnaire. A Target gift card (for the amount of $10) will

be given to each participant as compensation for their time upon completion of the study.
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Game engagement questionnaire Participant ID
Please answer the following questions based on your experience playing the videogame:

1- Tlose track of time:

Yes Maybe No

2- Things seem to happen automatically:

Yes Maybe No

3- I feel different:

Yes Maybe No

4- 1 feel happy:

Yes Maybe No

5- The game feels real:

Yes Maybe No

6- If someone talks to me, I don’t hear:

Yes Maybe No

7- 1 get excited:

Yes Maybe No

8- Time seems to standstill or stop:

Yes Maybe No

9- I feel spaced out:

Yes Maybe No

10- 1 don’t answer when someone talks:

Yes Maybe No
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Game engagement questionnaire Participant ID

11-1can’t tell that I’'m getting tired:

Yes Maybe No

12- Playing seems automatic:

Yes Maybe No

13- My thoughts go fast:

Yes Maybe No

14-T lose track of where I am:

Yes Maybe No

15-1 play without thinking about how:

Yes Maybe No

16- Playing makes me feel calm:

Yes Maybe No

17-1play longer than I meant to:

Yes Maybe No

18-1really get into the game:

Yes Maybe No

19-1 feel like I just can’t stop playing:

Yes Maybe No



