Human Research Forms 
EXEMPT
Application Checklist

Instructions
· Always download the forms from the HRPP website to ensure you are using the most current versions.

· Items with an Asterisk* are required. 

· Remaining items should be submitted if applicable to your research. Depending on the nature of your research, some sections of the application will apply to your research, some will not.   Please review each section to determine applicability to your research, and include the forms appropriate for your study in your eIRB application submission.   
· Completed Forms will be uploaded to eIRB 

· Do not convert MS Word documents to PDF to ensure proper version control

· The HRPP office will ensure the documents are named according to the HRPP Document Naming Requirements 
	√


Mark the boxes to designate forms applicable to your study.
 Template (T) / Placeholder (P) 

	√
	Form Code
	Form Name                                              

*Required for submission
	Comments/Description
	T / P

	
	*Protocol Forms    
	

	
	A
	Investigator Initiated Protocol Form or Simmons Cancer Center Protocol 
	At least one of forms (A-A4) must be submitted.

Form A: You may do any of the following:

· create your own protocol, 

· use Simmons Cancer Center Protocol (if required) 

· complete and submit the simplified Form A Template

If you submit a Grant Application (A4) you may also be required to submit Form A – Protocol 
	T/P

	
	A1
	Repository Protocol Form
	
	T

	
	A3
	Sponsor Protocol
	
	P

	
	A4
	Grant Application
	
	P

	
	Local Protocol Application –  Forms required will include an asterisk*
	

	√
	B
	*Study Personnel
	*Required
	T

	
	B1
	Training Certificates - Non-Affiliated
	Include only if non-affiliated personnel are listed on study and covered under UTSW IRB (See Form CC)
	P

	√
	C
	*Population and Recruitment
	*Required
	T

	
	Consent and HIPAA Authorization Documents
	

	
	English and Spanish templates available for most consent documents
Submit translation Forms Z, Z1 or Z2 as appropriate.
	

	
	E.I
	Information Sheet
	Use for Verbal consent if applicable 
	T

	
	E.I2
	Information Sheet Non-English
	
	P/T

	
	Waiver and/or Alteration of HIPAA Requests
	

	
	H
	Waiver/Alteration of HIPAA Request
	Use this to request a waiver of HIPAA authorization (Needed anytime health information is used or verbal consent is obtained to use health information)
	T

	
	H1
	Decedent PHI
	Use this form to request access to/collection of Protected Health Information about deceased individuals 
	T

	
	Advertisements and Data Collection
	

	
	I
	Advertisement
	Include all advertisements to be used
	P

	
	J
	Data Collection Form
	Include all data collection/case report forms/questionnaires to be used
	P

	
	J1
	i2b2 Data Collection Request Form
	Use this request if you will obtain data from the i2b2 database
	T

	
	Vulnerable and Special Population Requests
	Use when: 
	

	
	N
	Request to enroll Students/Residents
	Submit approved form to enroll students, Residents or other trainees to be targeted for inclusion in the research (does not include incidental enrollments)
	T

	
	P
	International research
	You will conduct research outside of the United States (this includes chart reviews in other countries)
	T

	
	Miscellaneous Forms
	

	
	V
	Deidentification Agreement
	Use when requesting completely deidentified data from another source to certify the data you receive is deidentified according to HIPAA
	T

	
	W
	Lead PI Monitoring plan
	Use if the PI is the lead PI for a multisite study. 
	T

	
	Z
	Translation Request Form
	Use to request HRPP assistance with translation of documents
	T

	
	Z1
	Translation Verification
	Submit to certify that someone verified the translations (if certificate of translation is not available)
	T

	
	Z2
	Certificate of Translation
	Submit if translation provided by a commercial company
	P

	
	EE
	COI Statement - Non-Affiliated Personnel
	Include only if non-affiliated personnel are listed on study and covered under UTSW IRB (See Form B1 and Form CC)
	T

	
	EE1
	COI Management Plan - Non-UTSW
	Plan from outside COI committee/office when a COI management plan is required for non-affiliated personnel (not covered by UTSW FWA) on the study. Note: Form CC does not apply here.  Examples are THR, sites relying on UTSW, etc. 
	P
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