
Human Subjects Review Board (HSRB)

New Submission Checklist

To avoid delay in the processing of HSRB applications, please ensure that the following are included in your application.  Applications cannot be reviewed until all of the following checklist items are submitted.

	YES
	NO
	N/A
	ITEM

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Application with ALL sections completed (including check boxes on first page)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Application signed by Principal Investigator

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	CITI Training completed by all researchers including research assistants

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Proposed Consent Form (See Template Consent and Consent Guidelines)– All instructional language removed, written at the appropriate reading level for participants

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Proposed Assent Form (If minors are involved) – Written at the appropriate reading level for the age group (Contact ORSP for a sample of a 6th grade Assent Form)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Instrumentation – All surveys, questionnaires, standardized assessment tools, interview questions, focus group questions/prompts or other instruments of data collection

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Recruitment Materials – Letters to potential participants, advertisements, flyers, listserve postings, emails, brochures, SONA postings, telephone scripts, presentation scripts, etc.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Grant Applications – If the research is funded, include the grant application as submitted to the funding agency (Please note that the HSRB application title must match the grant application title.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Debriefing Form – If the study proposes to use deception or incomplete information to participants

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Cultural Contact Information – If the study is being conducted outside the US, the HSRB must inquire about the conduct of research in that country.  Submit the name and contact information of an individual who can provide that information.


Applications can be reviewed without the following items, but if they are applicable to the study, they must be submitted before approval can be given.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Research in Mason Classrooms – Submit permission from the instructors when course credit is given

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Research  in School Systems – Submit approval letter from the school district Human Subjects Review Board

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Research in Universities – Submit approval letter from the University Human Subjects Review Board

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Research in Hospitals – Submit approval letter and approved consent document from the hospital Human Subjects Review Board

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Research in Institutions/Organizations without Human Subject Review Boards – Submit permission letter from the institution/organization

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If George Mason is the primary recipient of funding, submit Human Subjects Review Board approval from subcontractors conducting human subjects research

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Psychology Department – Sign off by the Chair of the Department

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	School of Management (SOM) – Submit SOM routing form with all approval signatures

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Other Mason Committee Oversight– If your study involves the use of blood or other human biological specimens, submit Institutional Biosafety Committee approval.  If your study involves sources of ionizing radiation or Xray producing devices, submit Radiation Safety Committee approval.


George Mason University 

Human Subjects Review Board


Application for Human Subjects Research Review




Federal Regulations and George Mason University policy require that all research involving humans as subjects be reviewed and approved by the University Human Subjects Review Board (HSRB).  Any person, (GMU faculty member, staff member, student, or other person) wanting to engage in human subject research at or through George Mason University must receive written approval from the HSRB before conducting research.  Approval of this project by the HSRB only signifies that the procedures adequately protect the rights and welfare of the subjects and should not be taken to indicate University approval to conduct the research.

Please complete this cover page AND provide the Protocol information requested on the back of this form.  Forward this form and all supporting documents to the Office of Research Subject Protections, MS 4C6.  If you have any questions please feel free to contact ORSP at 703-993-4121.
	Project Title: 
	"But everyone wants something different": Understanding Science and Society Issues in 'Energy City' 

	
	Principal Investigator (Must be Faculty)
	Co-Investigator / Student Researcher*

	Name
	Marjee Chmiel
	     

	Department
	College of Health Education, and Development
	     

	Mail Stop
	     
	     

	Phone
	     
	     

	Email
	mchmiel@jason.org
	     

	*Student researchers should provide a mailing address rather than campus address. Additional researchers should be listed on a separate page.

	Type of Project:
	 FORMCHECKBOX 
 Faculty/Staff Research

 FORMCHECKBOX 
 Doctoral Dissertation

 FORMCHECKBOX 
 Masters Thesis

 FORMCHECKBOX 
 Student Project (Specify Grad or Undergrad): Graduate
 FORMCHECKBOX 
 Other (Specify):      

	

	VULNERABLE POPULATION:
	PERSON IDENTIFIABLE DATA:
	RESEARCH DESIGN:

	 FORMCHECKBOX 
 Fetuses/Abortuses/Embryos
	 FORMCHECKBOX 
 Audio taping
	 FORMCHECKBOX 
 Questions on harm to self or others

	 FORMCHECKBOX 
 Pregnant women
	 FORMCHECKBOX 
 Video taping
	 FORMCHECKBOX 
 Questions on illegal behavior

	 FORMCHECKBOX 
 Prisoners
	 FORMCHECKBOX 
 Data collected via email
	 FORMCHECKBOX 
 Deception

	 FORMCHECKBOX 
 Minors
	 FORMCHECKBOX 
 Data collected via Internet
	 FORMCHECKBOX 
 Human/computer interaction

	 FORMCHECKBOX 
 Mentally disabled
	 FORMCHECKBOX 
 Confidential electronic records
	 FORMCHECKBOX 
 Collection/analysis of secondary data

	 FORMCHECKBOX 
 Emotionally disabled
	 FORMCHECKBOX 
 Coded data linked to individuals
	      Funding:  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	 FORMCHECKBOX 
 Physically disabled
	 FORMCHECKBOX 
 Human biological materials
	      Source:      

	 FORMCHECKBOX 
Undergrad student pool (Psych/SOM)
	      Biosafety Project #:      
	      OSP Proposal #:      

	 FORMCHECKBOX 
 Other:      
	(If yes, please attach a copy of the grant application)

	I certify that the information provided for this project is correct and that no other procedures will be used in this protocol.  I agree to conduct this research as described in the attached supporting documents.  I will request and receive approval from the HSRB for changes prior to implementing these changes.  I will comply with the HSRB policy for the conduct of ethical research.  I will be responsible for ensuring that the work of my co-investigator(s)/student researcher(s) complies with this protocol.

_________________________________________                 ________________________

Principal Investigator Signature                                                                            Date


ABSTRACT
1. Describe the aims and specific purposes of the research project and the proposed involvement of human participants.
Video games, unlike other electronic media, require a great deal of active participation. While the promise of games in education has been recognized since the inception of the media educational researchers have more recently begun to invite us to revisit this medium as a serious, meaningful learning environment. Contributions from distributed and situated cognition provide a convincing theoretical case that games could be useful for meaningful learning -- particularly in science--, however, there has been little empirical work documenting the problem-solving processes. This study proposes to use Energy City, an educational video game from National Geograhic's The JASON Project that was designed explicitly to help immerse students in the complex considerations of energy consumption and sustainability. The game employs a "strategy-type" mechanic, which focuses on logistical challenges, thinking, and planning. This study proposes to use the game Energy City as a medium to elicit problem-solving processes and heuristics from middle-school aged girls in order to move toward a documentation of the process behind student-game interaction and better understand how games can, or cannot, promote problem-solving, decision making, and concept formation on the topic of energy consumption and sustainability.
2. Describe the characteristics of the intended sample (number of participants, age, sex, ethnic background, health status, etc.).
The sample will include volunteer middle-school-aged girls of general, good health who participate in the Girl Scouts of America in the metropolitan Washington D.C. area. Ethnic background is not a factor and is unknown at this time.
3. Identify the criteria for inclusion or exclusion. Explain the rationale for the involvement of special classes of participants (children, prisoners, pregnant women, or any other vulnerable population).
The proposed study involves children. This study is specifically intended to better understand how middle school students interact with a video game to better understand problems related to science and technology in society.
4. Describe your relationship to the participants if any.
I have no relationship with the participants.
PROTOCOL – Involving Human Participation
1. If there are direct benefits to the participants, describe the direct benefits and also describe the general knowledge that the study is likely to yield. If there are no direct benefits to the participants, state that there are no direct benefits to the participants and describe the general knowledge that the study is likely to yield.
 There are no direct benefits to the participants. 
2. Describe how participants will be identified and recruited. Note that all recruitment materials (including ads, flyers, letters to participants, emails, telephone/presentation scripts, SONA postings) for participants must be submitted for review for both exempt and non-exempt projects.

I will work through the central office of Girl Scouts of America to secure sites and participants who are interested in video game testing.
3. Describe your procedures for obtaining informed consent. Who will obtain consent and how will it be obtained. Describe how the researchers will ensure that subjects receive a copy of the consent document.

Potential participants will be given letters to take home to their guardians along with the consent and assent documents. All participants will have continuous access to copies of the informed consent documents form the researcher's website and be able to access the information included in this proposal.



4. State whether subjects will be compensated for their participation, describe the form of compensation and the procedures for distribution, and explain why compensation is necessary. State whether the subjects will receive course credit for participating in the research. If yes, describe the non-research option for course credit for the students who decide not to participate in the research. The non-research option for course credit must not be more difficult than participation in the research.  Information regarding compensation or course credit should be outlined in the Participation section of the consent document.
 Participants will not be compensated. 
5. If minors are involved, their active assent to the research activity is required as well as active consent from their parents/guardians. This includes minors from the Psychology Department Undergraduate Subject Pool. Your procedures should be appropriate to the age of the child and his/her level of maturity and judgment. Describe your procedures for obtaining active assent from minors and active consent from parents/guardians. Refer to the Guidelines for Informed Consent for additional requirements if minors from the Psychology Subject Pool are involved.
 Minors will be provided with a consent form to take home to their parents one week prior to the activity. Minors will be provided with an assent form written at the 5th grade reading level. I will also read the assent form to each girl prior to obtaining her assent.
6. Describe the research design and methods. What will be done to participants during the study? Describe all tests and procedures that will be performed. Include an estimate of the time required to complete the tests and procedures.

This research project will ask five (5) girls to play a free, publically available video game available at jason.org, a middle school science education curriculum. The game is called Energy City (http://www.jason.org/digital_library/8239.aspx) and it is a strategy game that asks players to balance an energy portfolio to achieve sustainability for a fictional city.

Participants will utilize a think-aloud protocol, a method adopted from usability studies. This involves asking participants to use a resource (in this case the games) and say out-loud what they are thinking at the time. (30 minutes).

This will be accompanied by a task analysis. This involves observing (via video) the participant and documenting the steps she uses to meet a specified goal (playing the game).(30 minutes)

Finally, participants will provide exit interviews as a way to triangulate the data to understand how the think aloud and task analysis mesh with the participants' reflections about the experience. The exit interview will concentrate on participants' impressions of the game, their perceived efficacy, and their understanding of the content of the game. (30 minutes) 



7. Describe how confidentiality will be maintained. If data will be collected electronically (e.g. by email or an internet web site), describe your procedures for limiting identifiers. Note that confidentiality may have to be limited if participants are asked questions on violence toward self or others or illegal behavior. Contact the Office of Research Subject Protections for assistance.
    All video and audio files will be kept on a secure, password protected server and will be deleted two years after the final collection date.
8. Describe in detail any potential physical, psychological, social, or legal risks to participants, why they are reasonable in relation to the anticipated benefits and what will be done to minimize the risks. Where appropriate, discuss provisions for ensuring medical or professional intervention in case participants experience adverse effects. Where appropriate, discuss provisions for monitoring data collection when participants' safety is at risk.
There are no such risks involved in participating in this research.
9. If participants will be audio-or video-taped, discuss provisions for the security and final disposition of the tapes. Refer to Guidelines for Informed Consent.
All video and audio files will be kept in the sole possession of the researcher. All files will be labeled with pseudonyms. Digital video files will be kept on a secure, password protected server at the researcher's place of employment. Video will be erased 365 days after the data has been collected.
10. If participants will be misinformed and/or uninformed about the true nature of the project, provide justification. Note that projects involving deception must not exceed minimal risk, cannot violate the rights and welfare of participants, must require the deception to accomplish the aims of the project, and must include a full debriefing. Refer to Guidelines for Informed Consent.
    The project does not involved deception.
11. Submit a copy of each data collection instrument/tool (including questionnaires, surveys, standardized assessment tools, etc.) you will use and provide a brief description of its characteristics and development. Submit scripts if information and/or questions are conveyed verbally.
   See attached protocol. 
12. INFORMED CONSENT: Attach appropriate Proposed Informed Consent document(s). See Guidelines for Informed Consent and the Template Informed Consent Document for additional information.
13. APPROVAL FROM COOPERATING INSTITUTION/ORGANIZATION: If a cooperating institution/organization provides access to its patients/students/clients/ employees/etc. for participant recruitment or provides access to their records, Attach written evidence of the institution/organization human subjects approval of the project.
PROTOCOL - Involving Existing Records
For the study of existing data sets, documents, pathological specimens, or diagnostic specimens.

1. Describe your data set.

  This study does not utilize existing data sets. 
2. Provide written permission from the owner of the data giving you access for research purposes at George Mason University if the data set is not publicly available.

This study does not utilize existing data sets. 
3. Describe how you will maintain confidentiality if the data set contains person identifiable data.

   This study does not utilize existing data sets. 

.

4. Describe what variables you are extracting from the data set.

This study does not utilize existing data sets. 

Recruitment Note

Hello <participant's username>,

My name is Margaret (Marjee) Chmiel, I am a doctoral student in George Mason University's College of Education and Human Development. I am conducting research on how middle school students can use Internet-based video games to better understand contemporary problems in science, technology and society.

Your daughter is in no way obligated to participate, and if she does participate, you are always allowed to stop participating at any time. If you and your daughter do chose to participate please either fill out this informed consent form and send it back with your daughter on [DATE OF TESTING]. As a participant, your daughter will be asked to play a video game with a friend and talk about her decisions and stragegies to winning the game. Your daughter will be video-recorded in order to aid with analysis. This video will only be seen and available to the researcher. The video files will be destroyed one year after the study terminates.

If you would like to participate please sign the attached consent form. Your daughter will be asked to sign the attached assent form.

Best,

Margaret Chmiel

mchmiel@jason.org 

Assent Form

"But everyone wants something different": Understanding Science and Society Issues in 'Energy City'  

INFORMED AssentT FORM 

RESEARCH 

This research is being conducted to understand how  students like you might use an educational game in order to solve problems. If you  would like to participate, you will a play a video game about 30 minutes and tell me what you are thinking about as you play the game. Then, when you are done, we will talk about what you thought about the game for about 30 minutes.

CONFIDENTIALITY

To help me remember what happened during the study, I will need to video record you. I will keep the video files on a hard drive that will be locked in my house. I will erase this hard drive one year after I  first recorded it. 

PARTICIPATION

Your participation is voluntary, and you can stop being part of the study anytime you want to. There is no penalty or cost to you if you withdraw the study.  

CONTACT

This research is being conducted by Marjee Chmiel at George Mason University. She may be reached at 703-850-5074 for questions or to report a research-related problem. . You may contact the George Mason University Office of Research Subject Protections at 703-993-4121 if you have questions or comments regarding your rights as a participant in the research.

This research has been reviewed according to George Mason University procedures governing your participation in this research. 

Assent

I have read this form and agree to participate in this study.

__________________________

Name

__________________________

Date of Signature 

Version date:

03/25/2010

Consent Form

"But everyone wants something different": Understanding Science and Society Issues in 'Energy City'  

INFORMED CONSENT FORM 

RESEARCH PROCEDURES

This research is being conducted to understand how middle school aged children use educational games to think through complex problems. If you agree to allow your daughter to participate, she will be asked to play a video game for approximately 30 minutes while she talks out loud about her strategy and what she is thinking. She will then be interviewed for one half hour about the experience (what she learned, what parts of the game were most meaningful to her, etc.,). 

CONFIDENTIALITY

The data in this study will be confidential. Participants will be digitally recorded in order to facilitate researchers’ observation and analysis. These digital files will be kept on a hard drive that will be stored, locked in the researchers home. The files will be permanently deleted one year after it has been collected. 

PARTICIPATION

Your participation is voluntary, and your daughter may withdraw from the study at any time and for any reason. If you decide not to participate or if your daughter withdraws from the study, there is no penalty or loss of benefits to which you are otherwise entitled. There are no costs to you or any other party. 

CONTACT

This research is being conducted by Marjee Chmiel at George Mason University. She may be reached at 703-850-5074 for questions or to report a research-related problem. . You may contact the George Mason University Office of Research Subject Protections at 703-993-4121 if you have questions or comments regarding your rights as a participant in the research.

This research has been reviewed according to George Mason University procedures governing your participation in this research. 

CONSENT

I have read this form and agree to participate in this study.

__________________________

Name

__________________________

Date of Signature 

Version date:

03/25/2010

Sample Interview Questions

   1. Tell me what this game is about.

   2. Tell me about the city scenario you played.

   3. What were the challenges of the city?

   4. How did you meet those challenges?

   5. Tell me about the stakeholders?

   6. What were your own goals for the city?

   7. How were your goals informed by your stakeholder's goals?

   8. What would you do differently next time you played?

   9. How would you change this game to make it better?

  10. Do you think this game represents real challenges faced by cities? Explain your answer. What parts of the game are the most inaccurate?

  11. What do you think the game designers wanted to accomplish with this game?



Office of Research Subject Protections


4400 University Drive, MSN 4C6, Fairfax, Virginia  22030


Phone:  703-993-4121; Fax:  703-993-9590





For ORSP Use Only                              GMU


Protocol No. ____________  Proposal No. ___________


Classified: Exempt ___Non Exempt Expedited


Signature __________________________ Date_________
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