[bookmark: _gjdgxs]IRB Questions and Answers Form 
Using this form: 
This form is designed to walk you through the various components of the IRB Questions and Answers portal application. It is designed to capture each section of the form and allow for an organized space for you to develop your content. Using this form in conjunction with the IRB provided Principle Investigator Guide (PI Guide), you will reduce the amount of edits to your application and gain valuable time.
Plan to read the PI Guide provided by the IRB prior to making you initial submission. This will prevent you from making some common errors and save you time in the long run. To prevent the accidental loss of data, save often. After you enter a portion into the form, click ‘Save’ at the top right. The screen will temporarily turn blue and will not allow you to enter data while it saves the content. Remember to use future tense. Since your research hasn’t happened, and cannot happen until you receive IRB approval, make sure that your writing reflects that. When you are all said and done, you will check the ‘Complete’ box at the top right of the page. If you are filling out the Supplemental Form C, you will need to do this on that separate form as well. Do not do this step until your Chair has approved your application and are ready to send it forward.
Your CITI training should be uploaded as a separate file on the Form/Document page. This is described at the top of page 5 in the PI Guide. 
Cover Page – some of these items may prepopulate when you set up your account
	Email
	amazmanyan@ego.thechicagoschool.edu

	Department
	Applied Behavior Analysis

	Campus
	Online-Blended

	Type of Researcher
	Student

	Project Title
	

	Funding Source
	none

	Type of Research
	Exempt, Expedited, or Full Board



Dissertation/Thesis Chair – some of these items may prepopulate when you set up your account 
	Chair Email
	jquigley1@thechicagoschool.edu

	Chair Phone
	

	Department
	Applied Behavior Analysis 

	Start Date
	3/4/2019

	Principle Investigator Email (you)
	amazmanyan@ego.thechicagoschool.edu

	Phone
	310-228-7234

	Department
	ABA Online-Blended

	Start Date
	3/4/2019



General Information
	TCSPP Research Personnel

	Name
	Ani Mazmanyan

	Describe the Status and Qualifications of this named person and their role in the conduct of this research
	Ani Mazmanyan is a post-bachelors PhD student at TCSPP in the online-blended program. Ani Mazmanyan is conducting an anchor study.

	Non-TCSPP Research Personnel
	_

	Other Research Sites
	Recruitment and implementation of the study will take place at the following research site:

Holding Hands Inc. Burbank
 
Contact Person:
Ziba Nassab, PhD




	Research outside of the U.S.A.
	_

	Attach a letter of Support
	_

	Explain
	_


[bookmark: _GoBack]

Purpose and Subjects
	Purpose of the Study

	1. Importance of the study and knowledge to be gained. Include hypothesis and expected results.	Comment by Annette: In this section, it is recommended that you use multiple paragraphs to help break up yoru material.  This will make it easier to read for the IRB reviewer.
	This anchor study will expand on finding the findingmeasure the effect of using discrete trial trainingDTT with and without gestures/signs to teach nonverbal children with Autism Spectrum DisorderASD, receptive language skills. 

Discrete trial training (DTT) is a method that is commonly used in Applied Behavior AnalysisBA to teach skills in simplified steps. DTT allows you to break down a skill into several steps and taught in sequencesteach each skill directly. DTT allows you to build-up skills, rather than learning a skill as a whole.

The purpose of this study is to see if nonverbal children with ASD can be taught how to communicate through DTT without any gestures or signs and with gestures or signs. 	Comment by Jennifer Quigley: Rephrase…your main purpose is to compare which is the better teaching method…DTT with verbal instruction or DTT with signs/gestures

It is hypothesized that DTT can teach communication skills through DTT and with DTT using gestures or signs. The expected results will be that teaching communication skills through DTT with gestures or signs will be more effective than teaching communication skills using DTT without any gestures or signs.	Comment by Jennifer Quigley: Good!


	Subject Population

	Number of Participants
	2-4

	Age Ranges
	Child participants: 3-13



	Inclusion Criteria
	Child participants: Child participants will be participants from Holding Hands Inc. Clinic in Burbank, California. The participants must be nonverbal, have a diagnosis of ASD, and be within the age range of 3-13. 
Participants must also participate frequently in ABA services on a weekly or daily basis. 

 


	Exclusion Criteria
	Clients with a dual diagnosis will not be considered in the study. as this can interfere with data. Clients not in the age range will not be considered, and clients with any severe behaviors addressed in their behavior support planal problems will not be considered for the research. For example, aggressive behaviors, eloping behaviors, severe SSB’s or SIB’s.




Recruitment and Screening
	Recruitment

	Will the TCSPP Directory be used?
	No

	Describe how participants will be recruited
	Participants will be recruited from Holding Hands Inc., Burbank.
An email will go out to parents of children who receive services from Holding Hands Inc. It will be important to pre-screen participants and make sure they fit the criteria before emails are sent out.	Comment by Jennifer Quigley: How will parents respond if they’re interested?



	Recruitment Document Uploads	Comment by Jennifer Quigley: Recruitment email will be attached here
	

	Screening

	Describe screening procedures
	A pre-screen survey will be given to potential participants to ensure that they meet all the criteria required.	Comment by Jennifer Quigley: Will this include questioning the parent or assessing the potential participant directly?
A participant with VB-MAPP scores of (#) and below will be permitted to the study. 
The survey will ensure that participants meet requirements such as communication skills, language skills, and understand where the participant stands with these skills.



	Screening Document
	_	Comment by Annette: There will be a link here where you will upload your screening document(s).



Study Design – Remember, the type of population you recruit may influence the type of IRB approval you need. Take this into consideration when deciding on a population and timeframe for your study.
	Study Design

	Archival data
	No

	Vulnerable Populations
	Minors under age 18	Comment by Annette: If you are working with minors under age 18, you will need to check the box to indicate this.  You will also then need to complete Supplemental Form C.  On the IRB application, there is a link to click, to access that form.  (To aid in development of the document, the template is posted below)

	Supplemental Form C
	

	Special Populations
	_	Comment by Annette: You only need to complete this section if you are working with an IRB-designated special population (i.e., non-English speaking, illiterate, or decisionally impaired adults)



Supplemental Form C – this is only necessary if you are working with populations under the age of 18
	Prior Experience with Population
	The principle investigator has worked with special needs children, including ASD, since 2014 and has been a behavioral interventionist since 2018. 


	Study Population
	The study population is nonverbal children under 13 years of age with a diagnosis of ASD.

	Justification
	ABA therapy is an evidence basedevidence-based intervention, which is known to be commonly used with clients with ASD. Discrete Trial training is a commonly used component in ABA and is known to be effective. Parent training provides information that allows parents to understand ABA and help maintain their child’s behaviors.


	Age Range of Subjects
	3-13

	Risk/Benefit	Comment by Annette: For this section, you will select the level of risk associated with this study (No greater than minimal risk, Greater than minimal risk but presents the prospect of direct benefit to the subject., or Greater than minimal risk with no prospect of direct benefit but likely to yield knowledge about the subject’s disorder or condition)
	none	Comment by Jennifer Quigley: See sample and consent form for what to write here…there are always potential benefits and risks (benefit to client directly, benefit to field)

	Consent/Permission	Comment by Annette: Here, you will indicate if parental consent will be obtained (Yes or No).

You will also indicate who will orovide that consent (One Parent or Both Parents).  Typically consent is only needed from one parent.
	

	Assent of Child – Please describe the assent process
	Due to the age, diagnosis, and communication level of the participants, formal assent will not be included. Assent will be assumed if the child actively participates in the sessions, transitions to the session area without challenging behavior, and accepts the reinforcers offered. Nonverbal children cannot provide assent. If the participantchild engages in tantrums or elopes from the area, the session will be terminated and the parent will be contacted has a tantrum, or elopes from site numerous times. The session will then be terminated only for that day. Parents always have the option of withdrawing their child from the study at any time. if they choose not to return.

	Assent of Child – Please describe how it will be determined that the child has agreed to participate.
	If the child cooperates and has minimal unwanted behaviors throughout the session.actively participates in the session, remains in the session area, and accepts reinforcers offered during the session.

	Assent of Child – Please describe the developmentally appropriate criteria that will be used to determine if child wishes to discontinue their participation.
	If the participant engages in tantrums or elopes from the area, the session will be terminated and the parent will be contacted to determine if they would like to continue their child’s participation. 

	Ward of the State	Comment by Annette: You will indicate if the child is a ward of the state (Yes or No)
	



Informed Consent
	Select Type of Consent	Comment by Annette: There are three types of consent processes listed below (Waiver or Alteration of Consent, Waiver of Consent Documentation/Oral Consent, Written Consent).  You will need to select the consent process that is appropriate for your study.

In most cases, you will be choosing Written Consent.  If you are not choosing Written Consent, be sure to connect with your faculty mentor, to discuss the correct option.


	Waiver or Alteration of Consent
	

	Waiver of Consent Documentation/Oral Consent
	

	Written Consent
	The study will consist of child participants. Consent will be obtained by the participants parents/guardians. There will be forms handed out to parents prior to beginning.	Comment by Jennifer Quigley: Describe the consent process…how will parents be given the consent form, when will they be given the opportunity to ask questions, how will they return the form…


	Consent Form
	_	Comment by Annette: There will be a link here where you will upload your consent document(s).




Study Participation
	Description of the Study
	Following receipt of written informed consent, parents will set a schedule to participate in the study.  (First paragraph summarizing study) Length of study, length of session, how many sessions per day

Second paragraph: Describe preference assessment

Baseline

DTT

DTT with signs/gestures

Maintenance/Generalization
……
…...

	Questionnaires / Surveys
	_	Comment by Annette: This is where you will upload all supporting materials, such as:
training materials
data sheets
treatment integrity forms
social validity forms
etc

	Indicate whether the participant will be exposed to deception, contrived social situation.
	There will be no exposure to any forms of deception, contrived social situations, psychotherapeutic procedure or other influences in this research for the participants. 

	Risks 
	There are no risks to this procedure. The study will be similar to the ABA sessions that the children get on a daily/weekly basis.

	Measures to minimize risk
	

	Benefits
	Child participants: Nonverbal children can possibly gain communication skills.

Parent participants: Parents will benefit by extra ABA time and also will benefit if their children gain communication skills.	Comment by Jennifer Quigley: Do you have parent participants?

Benefits to the field: Possible benefits to the field would be finding new ways to teach nonverbal children communication skills.

	Compensation
	No monetary compensation will be provided for participation.

	Confidentiality	Comment by Annette: This section will have a series of check boxes for you to select the personal information that you will be collecting.
	Name, Telephone Number, Address, Email Address, Medical Information, Other (age, gender)	Comment by Jennifer Quigley: Is address needed?

	Steps to guard anonymity and/or confidentiality
	EXAMPLE (Consent forms, which will have participants' names, will be kept in a locked file for 5 years. They will only be accessible to researcher and thesis chair. 	Comment by Jennifer Quigley: Specify for your study…make sure you will be able to do everything you are saying you will 

Videotapes which will contain images, voices, and possibly have child's name (if parent says it) will be kept in a secure electronic cloud drive for a minimum of 5 years. During the course of this study, this writer, the thesis chair, and TCSPP thesis student selected as second observer for IOA will have access to the electronic files via secure password. 

Identifying information removed and unique participant identifiers created such that anonymous and confidential data will be utilized for all resulting presentations and publications. 

Social validity questionnaire sent via google forms will not require any identifying information or record participants email or IP address. )	Comment by Annette: This is wording we have used and that we have been successful with


	Storage and Disposal

	EXAMPLE (Research files and session videos will be kept in a secure electronic cloud drive for a minimum of 5 years. During the course of this study, this writer, the thesis chair, and TCSPP thesis student selected as second observer for IOA will have access to the electronic files via secure password. At the conclusion of this study the password will be changed and only this writer and the thesis chair will have access. All electronic data files will be permanently deleted after 5 years. Videos of sessions will be also destroyed by permanently deleting the files from the electronic cloud drive. 

Data will be kept in a locked cabinet for a minimum of 5 years prior to destruction. Any hard copies of data sheets will be shredded at the time of destruction. )	Comment by Annette: This is wording we have used and that we have been successful with





All Pages – this tab will allow you to view all sections of the form you have completed. 
