State of Connecticut Office of Early Childhood (OEC) 
Office of the Commissioner Institutional Review Board (IRB)

Instructions for Application to IRB for Review of Research*
The Connecticut Office of Early Childhood (OEC) values research that contributes to the field of early childhood services and supports, and is committed to protecting the rights of human subjects involved in research.  Everyone who wants access to people, records or materials that include personal or confidential information associated with the Office of Early Childhood for research purposes must submit an application to the IRB for review and approval before beginning their research. __________________________________________________________________________________
Scan completed documents and submit electronically to OEC.irb@ct.gov and mail one copy to:  Office of Early Childhood, Commissioner Myra Jones-Taylor,  Institutional Review Board, 165 Capitol Avenue, Hartford, CT 06106.
__________________________________________________________________________________
Upon receipt, the IRB Chair will complete a preliminary review and may (A) contact the researcher for more information, (B) exempt the research from IRB approval, (C) expedite the review process, or (D) forward the application to the full IRB for review. The IRB meets quarterly and approval is not guaranteed. Please submit your application far enough in advance to allow time for a full review by the IRB. Incomplete applications will be returned before review.
Please be sure all of the following are complete and included in your application, as needed:
☐ Application for IRB review of research (required)
☐ Consent form (required)
☐ Assent form (required only when the participant cannot give consent)
☐ Request for Use of Protected Health Information and Assurances (required)
☐ Curriculum vitae (CV) of principal investigator (required)
☐ CV of co-investigator(s) or student advisee
☐ Application and approval already obtained from any other IRB (required, if applicable)
☐ Letter of Support (required, if applicable)
☐ Request for Exemption from full IRB Review (if applicable)

All forms may be accessed online at www.ct.gov/oec/irb or requested via e-mail to OEC.irb@ct.gov 
*If your research has already been approved by the OEC IRB and you want to report a change, extend the approval period, or your research has ended, please use the “Application for Continuation, Addendum, Modification or Termination” form on the OEC website.

For IRB Use only
Date received: ______________________				Application #:  ______________________
Date of IRB Approval: _______________				Approval End Date: _________________
____________________________________				Notification Sent: ___________________
IRB Authorized Signature
State of Connecticut Office of Early Childhood
Office of the Commissioner Institutional Review Board (IRB)

Application for OEC IRB Review of Research
General Information
[bookmark: Text1][bookmark: _GoBack]Date of Request: 	     
[bookmark: Text2][bookmark: Text3]Project Start Date:       				Expected duration:       
[bookmark: Text4]Title of Project:       

[bookmark: Text5]Funding agency or Research Sponsor:       	HHS:        Yes         No
IRB of record:   OEC        Yes         No    	Other:      
_________________________________________________________________________________
Principal Investigator (or major advisor, if student project):  Attach resumé or vitae
[bookmark: Text6]     

Department, university, hospital, or agency affiliation: 
[bookmark: Text7]     

Mailing Address:
[bookmark: Text8]     

[bookmark: Text9][bookmark: Text10]E-mail:      						Phone:      
_________________________________________________________________________________
Co-Investigator(s) or student advisee:  Attach resumé or vitae
[bookmark: Text11]     

Department, university, hospital, or agency affiliation: 
[bookmark: Text12]     

Mailing Address:
[bookmark: Text13]     

E-mail:      						Phone:      


Please list all research study personnel and indicate for each:
1. Name and title (e.g., professor, director, research assistant)
2. Completion date of Human Subject Protection Training (HSPT) (e.g., CITI)
3. Role: (P) contact with Participants; (R) records/data handling; (O) other
4. Affiliation: university/agency name


	Name/title
	HSPT completion date
	Role(s)
P – R - O
	affiliation

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	




It is the responsibility of the principal investigator to ensure rigorous training of, and full adherence to, human subject protections by all research personnel.

I. Project Description
1. Please describe the specific aims and long-term objectives of this project.
[bookmark: Text14]      

2. Why is this important?  How will the results contribute to better services or understanding of the topic?
[bookmark: Text15]     



3. How will you collect the research data? Include a description of the experimental design and how it addresses your research goals.
[bookmark: Text16]     



4. Will a participant be expected to have more than one research encounter?
☐  Yes   or   ☐ No    
If Yes, please describe the number of visits, any change in the nature of participation across the duration of the study, and the timelines involved.
[bookmark: Text17]	     


5. How will you complete data analyses?
[bookmark: Text18]     


6. How do you plan to disseminate your findings?   (please check all that apply)
☐ Dissertation defense 
☐ Internal academic departmental meetings or Rounds
☐ Publication in peer-reviewed journal
☐ Poster or presentation at professional meetings
[bookmark: Text19]☐ Other (please describe)      


II. Interface with the CT Office of Early Childhood
1. Does this project involve the cooperation of the OEC central office?
☐ No ☐ Yes (describe):

2. Does this project involve the cooperation of any OEC funded or operated agencies/programs?
☐ No ☐ Yes (describe):

_________________________________________________________________________________
3. Does this project involve access to OEC:  (please mark all that apply)
☐ Program records of individual participants
☐ Program records limited to de-identified data
☐ Program participants directly, in-person
☐ Program participants’ family members, e.g., parent or sibling
☐ Program participants’ Medical or Community Service Providers
☐ Program agency staff:  ☐ Public employees  or ☐ Private agency employees

NOTE: IRB approval does not constitute OEC individual or program agreement to participate in this research.  Letter(s) of support should be requested separately and attached.

4. Is the proposed access via:
☐ Survey only
☐ Records review only
☐ Direct interpersonal interaction at:
	☐ Community location
	☐ Individual’s home
☐ Individual’s school or child care setting
☐ Individual’s usual daytime activity setting other than school or child care
☐ Research agency office
[bookmark: Text20]☐ Other (please describe)      

5. Does the project involve the use of FDA regulated products or devices?
☐ No
[bookmark: Text21]☐ Yes:  	☐ Drug IND # and name:      
[bookmark: Text23]			Sponsor:       
[bookmark: Text22]☐ Device IDE # and name:      
[bookmark: Text24]			  Sponsor:      
										
6. List all procedures, both experimental and non-experimental that involve human subjects. Describe alternate procedures that are available for each or indicate N/A (not applicable).

	Research Procedure/Treatment			Alternate Procedure/Treatment
Experimental
[bookmark: Text25][bookmark: Text26]     								     
     								     
     								     
     								     

Non-Experimental
     								     
     								     

7. Describe any costs related to the research procedures that are over and above those incurred by standard treatment and indicate who will be responsible for each.
[bookmark: Text27]     


III. Risks to Human Subjects

1. Clearly state all potential risks associated with the proposed procedures (e.g., psychological, social, legal, drug toxicities, costs incurred, loss of wages, etc.)
[bookmark: Text28]     



2. Describe procedures to minimize or eliminate each potential risk listed above.
[bookmark: Text29]     



3. Describe the benefits, if any, to the participant. In the event of any financial compensation, describe payment arrangements, including reimbursement for travel or other expenses, free medication, stipend, etc.
[bookmark: Text30]     





IV. Confidentiality
1. Describe your procedures to assure confidentiality during research session(s).
[bookmark: Text31]     






2. Describe your procedures to assure confidentiality of all research records, both physical and electronic, including the timeframe and expected method of destruction.
[bookmark: Text32]     









V. Human Subjects
1. Indicate the type, number and age range of human subjects to be recruited as research participants:
	Type				number		  age range
[bookmark: Text33][bookmark: Text34]☐ Children				     			     
☐ Adolescents			     			     
☐ Males				     			     
☐ Females				     			     
☐ Consumers			     			     
☐ Parents				     			     
☐ Siblings				     			     
☐ Other family			     			     
☐ OEC employees			     			     
☐ Private provider agency 
employees				     			     

☐ Others (please describe)
[bookmark: Text35]     				     			     


2. Describe any notable characteristics of the research participants (e.g., race/ethnicity, program enrollment, custody or health status, etc.).
[bookmark: Text36]     


3. Describe the rationale for inclusion of special classes of human subjects (e.g., children, elderly, prisoners, people who may have difficulty understanding and consenting to participate).
[bookmark: Text37]     

4. List specific eligibility criteria for subjects, including those criteria that would exclude otherwise acceptable subjects.
Inclusion criteria:	
[bookmark: Text38]     				


Exclusion criteria:
[bookmark: Text39]     

Describe how subjects will be recruited:
[bookmark: Text40]     


From whom will you seek consent? (check all that apply)
☐  Participant	 	☐ Parent or guardian	☐  Foster parent
[bookmark: Text41]☐  Other:       

5. Describe your process for obtaining consent and assent, if applicable, including safeguards for potentially vulnerable people who may be recruited.
[bookmark: Text42]     


6. Identify all records or data to be requested from OEC offices, provider agencies, or families for individually identifiable living human subjects. Attach OEC form, “Protected Health Information/Personally Identifiable Information and Assurances”.
[bookmark: Text43]     




VI. Signatures and Assurance of Continued Compliance with Regulations 
Regarding the Use of Human Subjects

1. If procedures for obtaining consent or assent of subjects change after IRB approval, or if the risk of physical, psychological or social injury increases, or if there should arise any unanticipated problems involving risk to subjects or others, I shall report such changes to the Chair of the IRB in writing within five business days.
_________  initial		________  date
2. I will report all unanticipated adverse events, defined as an experience or reaction related to the conduct of the research that is not identified or outlined in the research procedure and the informed consent form, including a change in the nature, severity, or frequency of the experience or reaction; and/or any unanticipated problem associated with the conduct of the research related to the level of risk to the participant to the IRB Chair within five business days of occurrence.
_________  initial		________  date
3. I will report serious adverse events including, but not limited to those that result in death, are life threatening or potentially life threatening, result in disability, result in hospitalization or other significant treatment, or other event deemed to be serious by the investigator in writing to the IRB Chair within 24 hours. Immediate notification is required in the case of participant deaths. If reported by phone, a written report must follow within three business days.
_________  initial		________  date
4. I will forward a final report to the IRB upon completion of the research project. I understand that the research is considered completed when the following applies: (1) no additional participants are being enrolled, (2) all interventions with human participants have ended, (3) data analysis is complete, and (4) all other research related activity has ended. I will forward the final report using the Application for Continuation, Addendum, Modification, or Termination of Existing Approved Project, available on the OEC website.

Signature: __________________________________________________  Date: _________________
		Principal Investigator (or major advisor, if student project)

Signature: __________________________________________________  Date: _________________
		Co-Investigator or student

Signature: __________________________________________________  Date: _________________
		Co-Investigator

Signature: __________________________________________________  Date: _________________
		Co-Investigator
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