
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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Research in other Universities – Submit approval letter from that University’s 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.  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: Teaching Letter Identification
	
	Principal Investigator (Must be Faculty)
	Co-Investigator / Student Researcher*

	Name:
	Peggy King-Sears
	Sara Mills

	Department:
	College of Education and Human Development
	2532 B S. Arlintgon Mill Dr.

	Mail Stop:
	6D2
	Arlington, VA  22206

	Phone:
	703-933-3916
	703-282-6742

	Email:
	mkingsea@gmu.edu
	smills5@gmu.edu

	*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 
 Masters Thesis
 FORMCHECKBOX 
 Doctoral Dissertation
	 FORMCHECKBOX 
 Student Project  - Please Specify:  FORMDROPDOWN 
        

 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
	     (If yes, attach copy of grant application)

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

	 FORMCHECKBOX 
 Other:      
	
	     OSP Proposal #: 

	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.
The purpose of this single-subject research study is to evaluate the relative effectiveness of two methods for teaching letter-identification skills to preschool and kindergarten age children.  One method is visual experiences with alphabet materials, such as reading ABC books, completing ABC puzzles, and playing alphabet games.  These are the types of activities typically done with preschool and kindergarten age students to teach the letters of the alphabet.  The second method is through handwriting instruction.   A handwriting program used in many local schools (i.e., Handwriting Without Tears) will be used for handwriting instruction.

Research questions include: (1) Are visual experiences effective for teaching preschoolers to identify the letters of the alphabet? (2) Is handwritng instruction effective for teaching preschoolers to identify the letters of the alphabet?  (3) Which strategy promotes faster learning?  (4) Are letter identification skills taught through visual modalities transferred to the ability to write letters?  Conversely, are handwriting skills transferred to visual letter identification?

2. Describe the characteristics of the intended sample (number of participants, age, sex, ethnic background, health status, etc.).
The sample will include 2-3 children, ranging in age from 3 1/2 to 5 1/2.  It is anticipated that at least one student will be female and at least one student will be male.  Given the proposed recruitment method, it is likely that most students will be Caucasian.  All participants must have good health status to be included in this study.
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).
To participate in the study, children must be between the ages of 3 1/2 and 5 1/2.  This  age range was selected because this is the typical age range during which children learn to identify letters in print.  Children participating in the study must meet two criteria.  First, children must be able to sing the alphabet song independently.  Developmentally, this familiarity with letter names preceeds letter identification skills.  Second, children must be able to hold a crayon, marker, or pencil for coloring.  Students who are not physically able to hold a writing device will be unable to participate in the handwriting condition of the study.  
4. Describe your relationship to the participants if any.
It is possible that Ms. Mills, the co-investigator, will be familiar with the  children participating in the study.  Because of the proposed recruitment technique (see Protocol item 2), the co-investigator may have met the children prior to the children being selected for the study.  The principal investigator, Dr. King-Sears, will not know any of the participants.  Similarly, it is anticipated that individuals doing scoring for reliability will have no relationship with the participants.  These individuals are PhD students at George Mason University -- Yojanna Cuenca-Sanchez, Nancy Irby, and Danette Allen Bronaugh.
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 participants.  Participants may learn to identify and write some letters of the alphabet.  This study may add to the general knowledge about effective methods for teaching letter identification to preschool  and kindergarten age students.
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.

Participants will be recruited by sending a recruitment email to parents who are part of an informal parent  group in the neighborhood where Ms. Mills lives.  A copy of that email is include with this application form.  All parents who respond positively to that email with receive a follow-up email from Ms. Mills.  The follow-up email is also included with this application form.  

In addition, Ms. Mills will conduct convenience sampling through contacts at George Mason University who are parents.   Any parent who expresses an interest in the study will receive a copy of the same recruitment email sent to the neighborhood parent group.

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.

Parents of children age 3 1/2 to 5 1/2 will be recruited via email.  Those who are interested will receive a follow-up email from Ms. Mills, and a copy of the Parent Consent form.  After learning about the project goals and requirements, parents will be asked to sign two copies of consent forms approved by the George Mason University Institutional Review Board.  Parents will keep one copy for their records, and return the other to Ms. Mills.  After parent consent is obtained, Ms. Mills will meet with the child.  The student Informed Assent booklet will be read aloud to the child and explained.  The child will then be asked to give verbal assent, and his or her parent will be asked to sign two copies of the Student Informed Assent form verifying that their child gave his or her consent to participate in the study.  Ms. Mills will also sign the child Informed Assent forms as a witness that the child did, in fact, give verbal assent for participation in the study.  One copy of the child Informed Assent form will be kept by the parents for their records, the other will be returned to Ms. Mills.  The first three children with approved parent consent and student assent will be participants in the research study.  Project staff will be available to speak with any individuals concerning the project.
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 for their participation in the study.  No course credit will be given.
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.
(See #3 above) The co-investigator will meet individually with each child and his or her parents to discuss the overall goals of the study, and to explain the information on the Informed Consent and Assent forms.  Parents will be asked to sign two copies of the form, retaining one for their records, and returning one to the co-investigator.  Parents may sign the form at the meeting, or keep it for further consideration.  The child will be asked to provide his or her verbal assent for participation, and that assent will be verified by the child's parent and Ms. Mills.  The parents will be asked to sign the two copies of their child’s Informed Assent form.  One copy of the form will be returned to the co-investigator, and one copy of the form will be kept by parents for their records.  If the parent does not wish to have the child give verbal assent at the initial meeting, it may be given at a later time in the presence of Ms. Mills, who will act as a witness.  All children with approved parent consent and student assent will be participants in the research.  Project staff will be available to speak with any individual concerning the project.
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 study will use a single-subject, multielement design.  Students will work one-on-one with the co-investigator for all sessions.  Sessions will be conducted at a place selected by each child's parents, such as the child's home or a neutral location (e.g., public library).  Ms. Mills will collect all baseline data, and will conduct all instructional sessions.  Parents will be asked to be remain at the location throughout all sessions, but will not sit at the table with Ms. Mills and the child. Each session is expected to last approximately 15 minutes, with a total of 15 sessions anticipated for each child (estimate includes baseline testing).  Although a total of 5 sessions per phase (for 3 phases) is expected for a total of 15 sessions per child, some children may require additional sessions to establish a consistent baseline. 

During the baseline phase, which is expected to last for five sessions, each session will begin with the participant and Ms. Mills singing the alphabet song as a warm-up activity. Next, the child will be asked to write letters of the alphabet as they are dictated in a random order.  Lastly, the child will be asked to read lower-case letters of the alphabet from a list of letters printed in a random order.  At the end of each baseline session, the co-investigator will thank the child for working hard, and will give the child a sticker.  

After baseline testing, Ms. Mills will select 10 letters for the child to work on during the instructional phases of the study.  These 10 letters will be ones the student could neither read nor write during the baseline testing.  Letters will be selected based on two factors.  First, letters that occur most frequently in written text will be given priority (see Bear, D., Invernizzi, M., Templeton, S.,  & Johnston, F. (1996). Words their way: Word study for phonics, vocabulary, and spelling instruction (pp. 153), Upper Saddle River, NJ: Prentice Hall, for the order that letters are introduced).  Second, letters of similar handwriting difficulty will be matched and randomly assigned to treatment conditions so that the letters in each condition are of comparable difficulty.  Five letters will be assinged to the  visual experience phase and five letters will be assigned to the handwriting phase.  One letter will be introduced per instructional session during each phase.  

The order of instructional conditions will be randomly assigned for each child.  That is, whether the child begins with the visual experiences phase or the handwriting phase will be randomly determined.  During the visual experiences phase, the child will once again start the session by singing the alphabet song with Ms. Mills.  Then, the student will be asked to complete the dependent measures -- writing the letters of the alphabet as dictated by the instructor, and reading the letters of the alphabet from a list.  Next, the child and Ms. Mills will do an activity focused on the letter of the day.  Activities will vary from session to session to include reading books focused on the target letter, doing ABC puzzles, playing a variety of alphabet games, sorting letters, and doing letter hunts.  At the end of the session, the child will be thanked for his or her hard work and given a sticker.  The visual letter experience phase will continue for five sessions.

During the handwriting phase of the study, instructional sessions will follow the same format as the visual letter experience sessions (i.e., ABC song, dependent measures, activity, thank you and sticker).  However, instead of completing visual letter activities, the instructor will teach the student one lesson from the Handwriting Without Tears program for kindergarteners during each session.  Lower case letters will be emphasized in this study because they are the letters most commonly used in text.  The handwriting phase will continue for five sessions.

In addition to the data collection and instruction conducted with the child, Ms. Mills will conduct a semi-structured interview with the child's parent.  At the first baseline testing session, a mutually agreed upon time and location will be selected for the interview.  The interview will focus on information about the child's motor development and language development.  Motor development may impact a child's handwriting abilities at the preschool level, and language development may have an impact on reading development.  Furthermore, the parent will be interviewed about any pre-literacy activities done in the home (e.g., reading books, ABC puzzles), with a particular focus on alphabet recognition activities.  The parent will also be asked about the child's school attendance an any known literacy activities occuring at school. It is anticipated that this interview will last approximately 20-30 minutes.  The parent interview questionnaire is included with this application.

Reliability of scoring and fidelity of treatment measures will also be conducted.  Ms. Mills will score each child's performance on the dependent measures during the testing sessions.  The audio recordings of a random sample of 30% of the sessions will also be scored by PhD students Yojanna Cuenca-Sanchez,  Nancy Irby, and Danette Allen Bronaugh.  Ms. Cuenca-Sanchez,  Ms. Irby, and Ms. Allen Bronaugh will also note whether all components of the session were conducted (e.g., singing the ABC song, doing the dependent measures, conducting the handwriting lesson) so that fidelity of treatment can be calculated.  

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.
The confidentiality of information collected by all participants will be guaranteed.  Participants will be assured that all data collected will be identified in terms of a pseudonym.  Data will be kept in a locked file cabinet in a locked office.  Participants will be informed orally and in writing that they may withdraw from the study at any time without negative consequences.   Any email correspondence will be permanently deleted at the conclusion of the study.



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 not anticipated physical, psychological, social or legal risks to participants due to their participation in this study. 
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 instructional session will be digitally audiotaped to determine fidelity of treatment and accuracy of data collection.  Parent and child permission for taping will be obtained during the informed consent process.  All audio recorders will be kept in a locked file cabinet in a locked office.  They will be used only for purposes of this study and will then be destroyed after the study has been completed.
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.
Participants will not be misinformed or uninformed about the nautre of the project.
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.
Data collection instruments for this study were designed by the co-investigator, Ms. Mills.  Copies of the letter identification and letter writing data collection sheets are included with this application, along with the corresponding administration and scoring directions.

A copy of the parent interview questionnaire is also included with this application.  The questionnaire was designed by Ms. Mills to be a semi-structured interview with one or both parents.  It focuses on the motor and language development of the child as well as pre-literacy activities done in the home and at school.  

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.

N/A
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.

N/A
3. Describe how you will maintain confidentiality if the data set contains person identifiable data.

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

N/A
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                              


Protocol No. ____________________________  











7 | Page

