	UFIRB 02 – Social & Behavioral Research

Protocol Submission Form

	This form must be typed.  Send this form and the supporting documents to IRB02, PO Box 112250, Gainesville, FL 32611.  Should you have questions about completing this form, call 352-392-0433.

	Title of Protocol:  
	Investigating Health Literacy in a Virtual Doctor’s Office

	

	Principal Investigator:  
	Willie Maddox
	UFID #: 7952-7597

	Degree / Title:


	Undergraduate Student
	Mailing Address: (If on campus include PO Box address): PO Box 116125

Gainesville, FL 32611-6120

	Email: wgm@ufl.edu


	Department:
	Computer and Information Science and Engineering
	
	Telephone #:

813-484-2571

	

	Co-Investigator(s):


	
	UFID#:
	Email:

	

	Supervisor (If PI is student):
	Benjamin Lok
	UFID#: 8617-6556

	Degree / Title:


	Ph.D. / Associate Professor
	Mailing Address: (If on campus include PO Box address): CSE Building 342

P.O.Box 116125

Gainesville, FL 32611-6120

	Email :
lok@cise.ufl.edu

	Department:


	Computer and Information Science and Engineering
	
	Telephone #:

352-392-1492

	

	Date of Proposed Research:
	8/16/10 – 8/16/11

	

	Source of Funding (A copy of the grant proposal must be submitted with this protocol if funding is involved):


	NSF 70936, proposal attached.

	

	Scientific Purpose of the Study:

The purpose of this study is to compare the effectiveness of a virtual human for delivering health related information to an adolescent or adult, when the virtual human and user have similar and dissimilar height and weight.

	

	Describe the Research Methodology in Non-Technical Language:  (Explain what will be done with or to the research participant.)
Study Procedure

The study procedure consists of four stages: 

1. The informed consent document is shown to the participant for review.  
2. The participant partakes in the virtual experience with a virtual human doctor and virtual human patient.
3. The participant fills out a short survey to gather feedback on his/her interaction with the virtual patient and doctor (attached).
4. The participant is debriefed on the purpose of the study.

Virtual Patient and Doctor Interaction
Study participants will be visitors to the Museum of Science and Industry in Tampa, Florida.  

The weight and height of each participant will be captured for the purposes of presenting a virtual counterpart with similar or dissimilar appearance.  The weight and height measurements are taken via a scale and an infrared distance sensor.  No personally identifiable information is required by this procedure.

A virtual human is a virtual character, similar to a video game character, that is presented at or near life-size and communicates using pre-recorded human speech.  A virtual doctor is a virtual human with the appearance and conversational content similar to a human medical doctor.  A virtual patient is a virtual human that is programmed to simulate a medical condition such as upset stomach or asthma.  The virtual patient displays symptoms and asks questions related to his or her symptoms.

Participants will first speak with the virtual doctor, who will provide background information regarding the virtual patient (e.g. patient name, symptoms, and other relevant information).
The virtual doctor will then ask the participant to converse with a virtual patient who has questions related to the virtual patient’s health.  Participants will be tasked with answering the virtual patient’s questions.  

Participants “talk” with the virtual doctor and virtual patient by pressing buttons to select from multiple-choice responses.
The entire virtual patient and virtual doctor experience lasts approximately 5-8 minutes.

Data Collected

· Gender, height, and weight of participant

· Survey Responses (see attached surveys)


	Describe Potential Benefits: 
The potential benefits to the participant are: 

· Become more educated regarding health factors including proper diet and exercise. (For the validity of the study, this potential benefit should not be explicitly revealed to participants).
· Lessen apprehension related to doctor’s office visits.

	Describe Potential Risks: (If risk of physical, psychological or economic harm may be involved, describe the steps taken to protect participant.)

The risks of harm to a participant are not greater than those ordinarily encountered in patient interviews and daily life. All participation in the project will be confidential.  All data associated with a participant will be assigned a participant number to insure the participant’s privacy.  


	

	Describe How Participant(s) Will Be Recruited:
Participants will be visitors to the Museum of Science and Industry in Tampa, FL who choose to view the Amazing You exhibit; participants will not be actively recruited

	Maximum Number of Participants (to be approached with consent)
	1000
	Age Range of Participants:
	Age 11 and older
(we anticipate the majority of participants to be middleschool students)
	Amount of

Compensation/ course credit:
	None



	Describe the Informed Consent Process.  (Attach a Copy of the Informed Consent Document.  See http://irb.ufl.edu/irb02/samples.html for examples of consent.)
Participants will be given a copy of the informed consent document to read and sign prior to their participation.  For minors, the parent/guardian will be given a copy of the parental consent document to read and sign prior to their child’s participation.  The child will then be read the child assent script.
Note: we are submitting a request for waiver of parental consent; this request is attached.


	(SIGNATURE SECTION)

	Principal Investigator(s) Signature:

	
	Date:8/4/2010

	Co-Investigator(s) Signature(s):
	
	Date:

	Supervisor’s Signature (if PI is a student):
	
	Date:8/4/2010

	Department Chair Signature:
	
	Date:8/4/2010


Informed Consent for Adult Participants
Protocol Title: Investigating Health Literacy in a Virtual Doctors Office
Please read this consent document carefully before you decide to participate in this study.
Purpose of the research Study:

The purpose of this study is to investigate whether virtual people are an effective method of promoting public health education.
What you will be asked to do in the study:

You will be asked to speak with a virtual doctor and then interview a virtual patient. None of the survey or interview questions are of a personal nature.  However, you do not have to answer any question that you do not wish to answer.
Time Required:

5-8 minutes

Risks and Benefits:

The risks of harm to you by participating in this experiment are minimal, and no different than those ordinarily encountered in patient interviews and daily life.  If you are apprehensive about visiting the doctor, this experiment has the potential benefit to lessen your apprehension about doctor’s office visits.
Compensation:
You will not be compensated for participation in this study.
Confidentiality:

Your identity will be kept confidential to the extent provided by law.  Information collected is not personally identifiable.  Your information will be assigned a code number and your name will not be collected nor used in any report.  

Voluntary participation:

Your participation is completely voluntary.  There is no penalty for not participating. 

Right to withdraw from study:

You have the right to withdraw from the study at any time without consequence.

Whom to contact if you have questions about the study:

Principal Investigator: Willie Maddox, Undergraduate Student, Department of Computer and Information Science and Engineering, 813-484-2571

Supervisor: Benjamin Lok, Ph.D, Department of Computer and Information Science and Engineering,  CSE Rm 342  352-392-1492

Whom to contact about your rights as a research participant in this study:

UFIRB Office, Box 112250, University of Florida, Gainesville, FL 32611-2250; ph 392-0433
Study Participation Agreement

I have read the procedure described above.  I voluntarily agree to participate in the procedure and have received a copy of this description.
Participant: ____________________________________________________________Date: ___________

Principle Investigator: ___________________________________________________ Date: __________ 

Survey questions:
1) Rate your agreement with the following

	
	Strongly disagree
	Disagree
	Neutral
	Agree
	Strongly agree


a) The doctor was knowledgeable
b) It was easy to understand the information the doctor gave me

c) I learned more about being healthy from talking to the doctor

d) I enjoyed talking with the doctor

e) I enjoyed talking with the patient

2) How many servings of fruits and vegetables should you eat every day?

a. 1 fruit, 1 vegetable

b. 3-4 fruits, 4-5 vegetables

c. No fruits or vegetables, just protein

d. 2-3 fruits, 3-4 vegetables

e. More than 4 fruits and 5 vegetables

3) How often should a person your age exercise?

a. 30 minutes a day, 4 days a week

b. 3 hours a day, 2 days a week

c. 1 hour a day, 7 days a week

d. 1 hour a day, 5 days a week

e. Exercise is bad for you
4) After talking to the doctor, do you plan to exercise more?

a. Yes

b. No

5) Do you plan to eat healthier now that you’ve talked to the doctor?

a. Yes

b. No
Parental Consent for Minor Participants
Dear Parent/Guardian,

I am an undergraduate student in the Department of Computer and Information Science and Engineering at the University of Florida, conducting research on how virtual people (similar to video game characters) can be effective in educating adolescents on public health topics such as diet and exercise.  These results may not directly help your child today, but may benefit future children’s health.  With your permission, I would like to ask your child to volunteer for this research.
Participating children will be asked to talk to a virtual doctor who has some information about public health topics.  The virtual doctor will then ask your child to talk to a virtual patient who wants to learn more about being healthy.  Your child will then talk to this virtual patient about topics such as diet and exercise.  “Talking” to the virtual doctor and patient will consist of choosing from a multiple-choice set of answers.  The entire interaction with virtual doctor and virtual patient will take 5-8 minutes.  Your child will then be asked to answer a few questions about talking to the virtual doctor.  No personally identifiable information will be collected.  Neither video nor audio recording will be made.  Results will only be reported in the form of group data.  

You and your child have the right to withdraw consent for your child's participation at any time without consequence. There are no known risks or immediate benefits to the participants. No compensation is offered for participation. Group results of this study will be available in November upon request. If you have any questions about this research protocol, please contact me at 813-484-2571 or my faculty supervisor, Dr. Lok, at 352-392-1492. Questions or concerns about your child's rights as research participant may be directed to the IRB02 office, University of Florida, Box 112250, Gainesville, FL 32611, (352) 392-0433.
-Willie Maddox

I have read the procedure described above. I voluntarily give my consent for my child, _________________, to participate in Willie Maddox’s study of public health education via virtual humans.  I have received a copy of this description.

____________________________ ___________ 

Parent / Guardian Date

____________________________ ___________ 

2nd Parent / Witness Date

Child Assent Script

Hello [child’s name].  My name is Willie Maddox and I am a student at the University of Florida. I am trying to learn about ways to teach people about being healthy using a museum exhibit.  If you decide to participate, you will talk to a video game character that is a doctor.  This virtual doctor will talk to you about being healthy.  Then you will get to talk to another character that is a patient.  The patient wants to learn more about a healthy lifestyle.  The whole exhibit will take 5 to 8 minutes.  There are no known risks to participation, and most people have enjoyed the exhibit.  You do not have to be in this study if you don’t want to and you can quit the study at any time. Other than the researchers, no one will know your answers, including your teachers or your classmates. If you don’t like a question, you don’t have to answer it and, if you ask, your answers will not be used in the study.  I also want you to know that whatever you decide, this will not affect your grades in school. Your [parent / guardian] said it would be OK for you to participate. Would you be willing to participate in this study? 

Petition for Waiver of Parental Consent
We seek waiver of the parental consent requirement for the protocol entitled “Investigating Health Literacy in a Virtual Doctor’s Office.”  This protocol seeks to determine the utility of virtual characters for disseminating public health education to adolescents.  The procedure of this protocol involves participants interacting with a virtual doctor and virtual patient within a museum exhibit installed at the Museum of Science and Industry in Tampa, FL (MOSI).  This interaction consists of listening to information presented in question form by the virtual doctor and pressing a button to choose a multiple-choice response.  The information given by the virtual doctor is taken from National Institutes of Health sponsored websites and is geared to children ages 11-17.  The virtual doctor does not present information claiming to be medical advice.


The study is minimal risk; we know of no risks beyond that of a typical conversation between student and teacher or doctor and patient.  

The study is not practicable without a waiver of parental consent.  The majority of visitors to the exhibit will be school-aged children.  MOSI’s exhibits in general are tailored to children aged 11 years and older.  Many child visitors to MOSI come as part of class trips, summer camps, or other visits in which the child is not accompanied by a parent/guardian.  In the case in which the child is accompanied by a parent/guardian, neither MOSI nor the PI is able to staff the exhibit to facilitate parental consent.  The study will be conducted over the course of months during MOSI’s normal operating hours 9am-5pm, 7 days a week.
We will attempt to inform parents/guardians about the work by providing participating minors with a pamphlet describing the exhibit and study.  Parents/guardians accompanying minors to the exhibit will be able to review the materials before allowing their child to participate.  
All data collected is benign and anonymous.  No personally identifiable data will be collected; participants will not be asked to provide names, ages, or other data that could be used to identify them.  No audio or video recordings will be made.  The only data collected will be gender, height, and weight.  Collection of height and weight is required for the scientific purpose of this study, which is to determine if virtual characters with a similar (or dissimilar) height and weight as the participant are more effective at disseminating public health education messages.  Other data collected will be participants’ multiple-choice answers to the virtual doctor’s questions and survey responses.  The survey addresses how useful the virtual doctor was for providing health information and how well the participant retained this information.  No personally identifiable data is collected from the survey.  
All data is collected autonomously, by a computer, to preserve the anonymity of participants. 
Dave Conley is the Vice President of Exhibits at MOSI.  His signature below constitutes the approval of MOSI for this procedure to take place in the absence of parental consent.

Sincerely,

____________________________________________
_________________

Willie Maddox, PI, undergraduate student, CISE, UF

Date

_____________________________________________
_________________

Benjamin Lok, PI’s Supervisor, Assoc. Prof., CISE, UF

Date

____________________________________________
_________________

David Conley, Vice President of Exhibits, MOSI


Date

9
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