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

Investigators:  

                               

 

 

 

 

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 Illinois 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 

Talal Ali, BSN RN 
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Nursing 

Lewis Hsu, PhD, MD 
Professor of Pediatrics 
University of Illinois,College of 
Medicine 

Santosh Saraf, MD 
Assistant professor of medicine 
University of Illinois,College of 
Medicine 
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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 
Illinoi 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 I 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] 



101 

 

 

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.  
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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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APPENDIX G: GAME ENGAGAMENET QUESTIONNAIRE 

Game engagement questionnaire                                                    Participant ID________      

Please answer the following questions based on your experience playing the videogame: 

1- I lose track of time: 

Yes                       Maybe                     No 

2- Things seem to happen automatically: 

Yes                       Maybe                     No 

3- I feel different: 

Yes                       Maybe                     No 

4- I 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- I get excited: 

Yes                       Maybe                     No 

8- Time seems to standstill or stop: 

Yes                       Maybe                     No 

9- I feel spaced out: 

Yes                       Maybe                     No 

10- I don’t answer when someone talks: 

Yes                       Maybe                     No 
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APPENDIX G: GAME ENGAGAMENET QUESTIONNAIRE 

Game engagement questionnaire                                                    Participant ID________ 

11- I can’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- I lose track of where I am: 

Yes                       Maybe                     No 

15- I play without thinking about how: 

Yes                       Maybe                     No 

16- Playing makes me feel calm: 

Yes                       Maybe                     No 

17- I play longer than I meant to: 

Yes                       Maybe                     No 

18- I really get into the game: 

Yes                       Maybe                     No 

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

Yes                       Maybe                     No 

 

 

 


