EXEMPT INITIAL APPLICATION CHECKLIST

This checklist is to be used in conjunction with the electronic application to request exempt status for a proposed research project.  The checklist should be the first document attached in the Study Document Section of the On-Line Application.  To avoid delays in the review and approval process investigators must ensure that all required elements are included in the on-line submission.  Investigators should check off those elements that are applicable to their study and attach those items to the submission.  If an element is Not Applicable, indicate NA.  Investigators are encouraged to add clarifying comments. 
NOTE:  If applicable to your studies translated documents are required to be approved by the IRB prior to use.  The IRB encourages translated documents to be submitted as a request for modification after the English versions are approved, but investigators may submit at the time of initial review if they prefer.   Documents may be translated by a certified translating service or by back translation.  See the Translation Policy (2011-013.0) at http://research.uchc.edu/rcs/hspp/policies/.  

	Study Title:    



	IRB # (if known):  


	Check 

or NA
	Elements of Submission Packet

	PI 

Comments
	IRB 

Stamped

	
	General Documentation
	
	

	
	This Checklist 
	
	

	(See Note)
	Complete on-line application (Note:  electronic application must be routed for sign-off by principal investigator and individuals noted in sections 3.2 of the on-line application form)
	
	

	(See Note)
	Request for Exemption Form denoting the categories of exemption that the PI thinks are applicable (Note:  this element will become applicable when the revised regulation for human subject research takes effect and the categories for exemption are no longer available within the on-line IRB application; tentatively in July 2018)
	
	

	
	Complete protocol – apart from any grant application. 
	
	Y 

	(See Note)
	The initial entire grant application / proposal as submitted to the external funding agency in a single word or pdf file. (Note - Do not submit only cover pages that contain hyperlinks to various portions of the grant proposal.  In most cases the IRB only reviews funded grant proposals.  The grant proposal is distinct from the IRB protocol.  If external funding is obtained after initial IRB approval, the entire grant proposal should be submitted to the IRB as a modification to the funding source of the study.  )
	
	

	(See Note)
	For proposals submitted to National Institute of Justice, submit the Privacy Certificate that was submitted to NIJ with the proposal. (Note: if funding is obtained after initial approval proposal and certificate are to be submitted as addendum / modification)
	
	

	(See Note)
	The signed ORSP Routing Sheet.  (Note:  In most cases the IRB only reviews funded grant proposals.  The grant proposal is distinct from the IRB protocol.    If external funding is obtained after initial IRB approval, the entire grant proposal must be submitted to the IRB as a modification to the funding source of the study.)
	
	

	
	Standardized assessment tools or questionnaires that are commercially available 
	
	Y

	
	Any survey instruments, interview questions, screening forms, or assessment tools (including health history questionnaires) that are not commercially available
	
	Y

	(See Note)
	Pink sheets from grant reviewers (e.g. NIH, Donaghue). (Note:  Pink sheets are only required at continuing review if not previously provided as part of the initial IRB application or as a study modification, e.g. provide them at continuation if new funding is obtained and the continuation includes a request for modification to indicate the new funding source)
	
	

	
	Results of any scientific review already conducted (e.g. reviews by CRC, NIH, or foundations)
	
	

	
	For investigator initiated studies, the data collection form; and/or case report forms.
	
	Y

	
	APPLICATION APPENDICES / ADDENDUMS:
	
	

	
	Appendix A – GCRC Resource Request


	
	

	
	InforMATION SHEET 
(This section is not applicable if requesting an exemption for which there is no interaction with the subjects (e.g., a review of charts.)

	
	Information Sheet (a.k.a. cover memo to be provided to participants.  The information sheet should include the following elements:  

· Study Title

· PI name and  PI phone #, 

· a description of purpose of study 

· the reason the individual is being asked to participate in the research
· how long participation will take and what participants will be asked to do

· how privacy/confidentiality will be protected

· any risk to participants

· a statement that participation is voluntary and that they can withdraw/stop at any time, 

· for survey/interview studies, a statement that subject may skip questions that make them uncomfortable, or stop participating at any time

· that completion and return of the survey / interview etc. implies voluntary participation.  

Student research projects must also include student name, school and class affiliation, a description of the curricular activity being fulfilled by the research.  (Sample available on HSPP web site)
	
	Y

	
	If enrolling decisionally impaired adults who may be providing permission to participate; the tool/plan to assess capacity prior to obtaining permission (e.g. the consent comprehension feedback form available with the template consent documents, or other similar tool)
	
	

	
	For NIH supported multi-site studies – the sample NIH consent form and/or the sample DHHS consent if one exists
	
	

	
	HIPAA FORMS 
(Does not pertain if study does not involve seeing, using or disclosing protected health information)

	(See Note)
	Authorization to Use and Disclose PHI to be approved (Note: generally used when PHI is utilized and  there is interaction with subjects (in person, by mail, over internet,))
	
	Y

	(See Note)
	Application for Waiver or Alteration of Authorization

(Note: a waiver is generally used  when there is not interaction with subjects yet identifiers must be retained (e.g. from a chart review), or to collect PHI during a telephone screening phase prior to obtaining authorization, (e.g. when a subject calls in response to a print ad).  An accounting of any disclosures must be maintained.)
	
	Y

	(See Note)
	Certification of Creating a De-identified Data Set
(Note:  all persons who will be doing the abstraction must sign this form.  Example - this form is typically used for chart reviews for which no identifiers are recorded.  )
	
	Y

	(See Note)
	Certification of Limited Data Set and Data Use Agreement (Note: may be used  when the research requires  disclosure of indirectly identifiable information outside of UConn Health )
	
	Y

	
	RECRUITMENT MATERIAL

	
	

	
	The IRB recommends completion and submission of the Recruitment material checklist
	
	

	
	Recruitment material to be approved (e.g. advertisements, letters, radio or t.v. scripts, final taped ads, broadcast message text, etc.) Include the text for any link that once clicked will go to the full advertisement. The text associated with the link should not reference payment or reference the need for subjects
	
	Y

	
	Telephone scripts/screeners to be approved, including those for receipt of calls in response to general advertisements (e.g. receptionist scripts) or for calls initiated by the study team.
	
	Y

	
	OTHER ATTACHMENTS
	
	

	
	Proof that individuals who are external to UConn Health have completed human subjects training.  (Note:  IRB staff will verify training of UConn Health personnel via IRB records therefore training documents for UConn Health personnel are not generally required)
	
	

	
	Biosketch of PI if qualifications are not summarized on application or within IRIS system. 
	
	

	
	Significant Financial Interest (SFI) of Study Personnel Form –required for ALL IRB submissions, (Contact Gus Fernandez (x8125) for guidance on COI plans/determinations).  
	
	Y

	
	For SFI forms with SFI disclosures - the corresponding Conflict of Interest Management Plan or determination by the Conflict of Interest Committee (CIC) that the conflict is not a significant financial interest that needs management.  (Note: Final IRB approval cannot be granted until the IRB reviews and approves the management plan or determination.  Contact Gus Fernandez (x8125) for guidance on COI plans/determinations).  
	
	Y

	
	As applicable, signed Individual Investigator Agreements for individuals external to UConn Health
	
	

	
	When requesting exemption category 4.iii, provide confirmation the research will not include an external investigator as that will be a disclosure and would invalidate the exemption.
	
	

	
	If the protocol involves sharing data with indirect identifiers such as sharing a Limited Data Set with an external investigator provide confirmation you have a Data Use Agreement.  


	
	

	
	If the protocol involves sharing coded data provide confirmation you have a Don’t Ask /Don’t Tell agreement in place.
	
	

	
	Any other relevant document not addressed in this form that will be used within the conduct of the study
	
	

	
	Proof of Additional Approvals
	
	

	
	Written confirmation from UConn Health I.T. that mobile apps and/or web based systems used to collect identifiable protected health information are HIPAA compliant (Contact itsecurity@uchc.edu)
	
	

	
	Review and approval for conduct of study in foreign location from foreign IRB or equivalent review body on letter to be on letterhead and include contact information for that site
	
	

	
	For studies conducted off-site, a letter of permission to conduct the research at the site. The approval, preferably on the letter head of the site at which the research will be conducted, should contain the title and contact information of the individual granting permission and that individual must have the proper authority to grant permission for the conduct of the study. If permission is granted by email the email address is to be from the specific institution at which the research is to be conducted or the official email associated with that individual’s position. 
	
	

	
	For studies that will focus recruitment on UConn Health medical, dental or graduate students and record identifiable information, and/or make use of the official academic record, permission from the applicable Dean of Student Affairs of the School (or other designee by the Dean) to conduct the research.
	
	

	
	FERPA Verification form for research studies conducted in  other schools (e.g. surveys of elementary school children) If FERPA verification is obtained by email, the form content must be included in the email thread as evidence the school official reviewed the form.  The email message must indicate whether the school is FERPA compliant or does not receive Dept. Of Ed support and the email from the school official should include the name and title of the official responding and be sent from that person’s official school email account.
	
	

	
	For studies conducted outside of CT that involve Guardians and/or Legally Authorized Representatives and/or Children; and for which review and approval of the local IRB or its equivalent is not required (e.g. the external site is not engaged in research) documentation from legal counsel, or other qualified individual, as to who can act as a guardian and/or LAR or who is considered a child in the jurisdiction in which the research is to be done. 
	
	

	
	Approval from AVP for Research Administration and Finance (i.e. Julie Schwager or Michael Glasgow) to have checks made payable to cash or proof that the check service of the Clinical Research Center will be utilized.
	
	

	
	If Institutional policies and standards for data security, inclusive of standards for use of data encryption, are not being used on all devices (e.g. desktop, laptop, thumb-drive, other mobile devices) used to store/transfer data, approval from I.T. must be obtained for use of alternate data security plans. Contact itsecurity@uchc.edu.
	
	

	
	VERIFICATIONS  
	
	

	
	Title on Information Sheet, HIPAA, Protocol, etc. Correspond
	
	

	
	PI, Co-PIs, Coordinators and those authorized to obtain  permission for participation have completed human subjects protection training (within past 3 yrs for UCHC employees)  
	
	

	
	Professional license types and #s have been provided for personnel performing clinical functions within the study (via comments, attached CV or IRIS profile).
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