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University Of Tennessee College Of Medicine
Research Proposal Check Sheet

This form is to be used to ensure required documents necessary for IRB review are submitted appropriately. 

Failure to submit all documents required will result in delay of review.  

A copy of all documents listed  below must be submitted to the  IRB for each type of  Research Review.  Please see Website for submission deadlines and dates and IRB Forms and Instructions:  https://uthsc.edu/comc/research/index.php  
IRB Fees:   $1800 fee form full board review is charged for industry-sponsored studies, a $500 fee for expedited review of industry sponsored studies, as well as submissions using Central IRBs as the IRB of record.   You must make sure this is negotiated in the Research Contracts.


Initial Approval Request for Full Board (Form A) – (submit 11 copies of each item listed below)
Initital Approval Request for Exepedited Review (Form A) send electronically to 

stacey.hendricks@erlanger.org 
Industry/Commercial Sponsored Project:  

YES
 N/A
 FORMCHECKBOX 

 FORMCHECKBOX 

Form A  

 FORMCHECKBOX 

 FORMCHECKBOX 

Research Protocol  
 FORMCHECKBOX 

 FORMCHECKBOX 

Protocol Synopsis (See Instructions for Initial Approval Request)

 FORMCHECKBOX 

 FORMCHECKBOX 

Investigator Brochure (1 copy, front to back, 3 hole punch)
 FORMCHECKBOX 

 FORMCHECKBOX 

Consent Document completed with Erlanger Health System/UT required information (see model consent) 
 FORMCHECKBOX 

 FORMCHECKBOX 

Completed 1572 Form (1 copy front to back, 3 hole punch)  (This form is required for FDA regulated
                                            
  investigational drug  studies)
 FORMCHECKBOX 

 FORMCHECKBOX 

Surveys, questionnaires, subject recruitment material, pain scores, etc. 
 FORMCHECKBOX 

 FORMCHECKBOX 

Current Principal and Co-Investigator’s  CV (if already on file, only send if updated)

 FORMCHECKBOX 

 FORMCHECKBOX 

Copy of  CITI Human Subjects Protection Education Certification, (must be completed before study will  be reviewed)
 FORMCHECKBOX 

 FORMCHECKBOX 

Registered on ClinicalTrials.gov.  All drug and device trials must be registered on clinicaltrials.gov
 FORMCHECKBOX 

 FORMCHECKBOX 

IRB Invoice for Initial review fees located on IRB Form Page
Investigator Initiated Projects -  all documents must be submitted in one email 

electronically to Stacey.hendricks@erlanger.org 

YES
 N/A

 FORMCHECKBOX 

 FORMCHECKBOX 

Form A  

 FORMCHECKBOX 

 FORMCHECKBOX 

Research Protocol  

 FORMCHECKBOX 

 FORMCHECKBOX 

Protocol Synopsis (See Instructions for Initial Approval Request)
 FORMCHECKBOX 

 FORMCHECKBOX 

Consent Document completed with Erlanger Health System/UT required information (see attached model consent) 


If  Waiver of Consent is being requested Form H must also be completed and submitted. 
 FORMCHECKBOX 

 FORMCHECKBOX 

Surveys, questionnaires, subject recruitment material, pain scores, etc. 
 FORMCHECKBOX 

 FORMCHECKBOX 

Data Collection Sheet
 FORMCHECKBOX 

 FORMCHECKBOX 

UTCOMC IRB Delegation Log  
 FORMCHECKBOX 

 FORMCHECKBOX 

Biostat Review Form 
 FORMCHECKBOX 

 FORMCHECKBOX 

UT Medical Student HIPAA and Compliance Training Certificate   

 FORMCHECKBOX 

 FORMCHECKBOX 

IRB Invoice for Initial review fees (if project is funded)
 FORMCHECKBOX 

 FORMCHECKBOX 

Current Principal and Co-Investigator’s  CV (if already on file, only send if updated)

 FORMCHECKBOX 

 FORMCHECKBOX 

Copy of  CITI Human Subjects Protection Education Certification, (must be completed before study will  be reviewed)
 FORMCHECKBOX 

 FORMCHECKBOX 

Registered on ClinicalTrials.gov.  All studies testing drugs and devices must be registered on clinicaltrials.gov
NCI CIRB and Commercial Central IRB Submissions for Acknowledgment - all 
documents must be submitted in one email electronically to Stacey.hendricks@erlanger.org

(only used for studies being conducted through NCI CIRB or Erlanger’s Institution for 
Clinical Research, or outside physician groups)  
YES
 N/A

 FORMCHECKBOX 

 FORMCHECKBOX 

Form A  

 FORMCHECKBOX 

 FORMCHECKBOX 

Research Protocol  

 FORMCHECKBOX 

 FORMCHECKBOX 

Protocol Synopsis (See Instructions for Initial Approval Request)
 FORMCHECKBOX 

 FORMCHECKBOX 

Consent Document completed with Erlanger Health System/UT required information (Compensation for Injury, Physician 

                    Compensation and required signature page) See Consent form template on IRB Forms Page. Iif a Waiver of Consent is 


being requested Form H must also be completed 

 FORMCHECKBOX 

 FORMCHECKBOX 

HIPAA Consent Document. 

 FORMCHECKBOX 

 FORMCHECKBOX 

IRB Invoice for Initial review fees
 FORMCHECKBOX 

 FORMCHECKBOX 

Central IRB approval letter
 FORMCHECKBOX 

 FORMCHECKBOX 

Current Principal and Co-Investigator’s  CV (if already on file, only send if updated)

 FORMCHECKBOX 

 FORMCHECKBOX 

Copy of  CITI Human Subjects Protection Education Certification, (must be completed before study will  be reviewed)
Exempt Proposal Requests (please see exempt categories document on IRB Forms Page)

1 copy of each sent electronically to stacey.hendricks@erlanger.org
YES
N/A
 FORMCHECKBOX 

 FORMCHECKBOX 

Form B Request for Exemption (survey type research, educational, etc when no identifiers are being collected)
 FORMCHECKBOX 

 FORMCHECKBOX 

Detailed Research Protocol using the SRC Research Proposal Format located on IRB Forms Page
 FORMCHECKBOX 

 FORMCHECKBOX 

Data Collection Sheet

 FORMCHECKBOX 

 FORMCHECKBOX 

Surveys to be used

 FORMCHECKBOX 

 FORMCHECKBOX 

Biostat Review Form
 FORMCHECKBOX 

 FORMCHECKBOX 

Copy of  CITI Human Subjects Protection Education Certification, (must be completed before study will  be reviewed)
 FORMCHECKBOX 

 FORMCHECKBOX 

UTCOMC IRB Delegation Log  

 FORMCHECKBOX 

 FORMCHECKBOX 

UT Medical Student HIPAA and Compliance Training Certificate   

Exempt/Expedited Proposal Requests for Retrospective Chart Review or Case Series 

(more than 5 cases) 1 copy of each sent electronically to stacey.hendricks@erlanger.org
YES
N/A

 FORMCHECKBOX 

 FORMCHECKBOX 

Form H Waiver of Authorization (retrospective chart review or single case reports)


 FORMCHECKBOX 

 FORMCHECKBOX 

Detailed Research Protocol/ using the SRC Research Protocol Format located on the IRB Forms Page
 FORMCHECKBOX 

 FORMCHECKBOX 

Data Collection Sheet

 FORMCHECKBOX 

 FORMCHECKBOX 

Biostat Review Form

 FORMCHECKBOX 

 FORMCHECKBOX 

Copy of  CITI Human Subjects Protection Education Certification, (must be completed before study will  be reviewed)
 FORMCHECKBOX 

 FORMCHECKBOX 

UTCOMC IRB Delegation Log  
 FORMCHECKBOX 

 FORMCHECKBOX 

UT Medical Student HIPAA and Compliance Training Certificate   

Quality Improvement Projects - 1 copy of each sent electronically to stacey.hendricks@erlanger.org 

 FORMCHECKBOX 

 FORMCHECKBOX 

Form J 
 FORMCHECKBOX 

 FORMCHECKBOX 

Form H Waiver of Authorization if conducting a retrospective chart review


 FORMCHECKBOX 

 FORMCHECKBOX 

Detailed Research Protocol/ using the SRC Research Protocol Format located on the IRB Forms Page if the project meets 

                    the definition of Human Subject Research

 FORMCHECKBOX 

 FORMCHECKBOX 

Data Collection Sheet

 FORMCHECKBOX 

 FORMCHECKBOX 

Surveys to be used

 FORMCHECKBOX 

 FORMCHECKBOX 

Biostat Review Form (if applicable)
 FORMCHECKBOX 

 FORMCHECKBOX 

Copy of  CITI Human Subjects Protection Education Certification, (must be completed before study will  be reviewed)
 FORMCHECKBOX 

 FORMCHECKBOX 

UTCOMC IRB Delegation Log  
 FORMCHECKBOX 

 FORMCHECKBOX 

UT Medical Student HIPAA and Compliance Training Certificate   

Revisions/Changes to Currently Approved Research 
(1 copy of each sent electronically to stacey.hendricks@erlanger.org unless full board is required 11 
copies, front to back, 3 hole punch if full board is required unless marked differently)
YES
N/A 

 FORMCHECKBOX 

 FORMCHECKBOX 

Form C  

 FORMCHECKBOX 

 FORMCHECKBOX 

Revised Research Protocol with Track Changes
 FORMCHECKBOX 

 FORMCHECKBOX 

Revised Consent Document with track changes completed with UT/Erlanger Health System required information 
 FORMCHECKBOX 

 FORMCHECKBOX 

Current Approved Stamped Consent 
 FORMCHECKBOX 

 FORMCHECKBOX 

Synopsis of Changes 

 FORMCHECKBOX 

 FORMCHECKBOX 

Revised Investigator Brochure if Industry Sponsored 
 FORMCHECKBOX 

 FORMCHECKBOX 

Central IRB approval letter
 FORMCHECKBOX 

 FORMCHECKBOX 

UTCOMC IRB Delegation Log  

 FORMCHECKBOX 

 FORMCHECKBOX 

UT Medical Student HIPAA Training Certificate   

Continuing Review Requests 
(1 copy of each sent electronically to stacey.hendricks@erlanger.org unless full board is required 11 
copies, front to back, 3 hole punch if full board is required unless marked differently)

YES
N/A 

 FORMCHECKBOX 

 FORMCHECKBOX 

Form D 

 FORMCHECKBOX 

 FORMCHECKBOX 

List of All Patients enrolled since last approval period. 
 FORMCHECKBOX 

 FORMCHECKBOX 

List of Patients remaining in follow-up.

 FORMCHECKBOX 

 FORMCHECKBOX 

List of All SAEs and Deaths that have occurred in patients enrolled through this site or reported by the sponsor (SAE spreadsheet)
 FORMCHECKBOX 

 FORMCHECKBOX 

A Copy of the current approved consent form (stamped version)

 FORMCHECKBOX 

 FORMCHECKBOX 

Clean Copy of current consent form to be stamped

 FORMCHECKBOX 

 FORMCHECKBOX 

A Brief summary of the results of the study to date
Unexpected Adverse Event/SAE (Form E)
(1 copy of each sent electronically to stacey.hendricks@erlanger.org)
YES
N/A
 FORMCHECKBOX 

 FORMCHECKBOX 

Form E 

 FORMCHECKBOX 

 FORMCHECKBOX 

Detailed description of SAE/Death including  Medical Record notations, physician transcription etc.

 FORMCHECKBOX 

 FORMCHECKBOX 

Description of treatment provided and patient outcome.

 FORMCHECKBOX 

 FORMCHECKBOX 

List of All SAEs and Deaths that have occurred in patients enrolled through this site or reported by the sponsor
 FORMCHECKBOX 

 FORMCHECKBOX 

Changes required as a result of SAE/Death to the Protocol and or Consent (if applicable) 

Final Report (Form F)
(1 copy of each sent electronically to stacey.hendricks@erlanger.org)
YES
N/A
 FORMCHECKBOX 

 FORMCHECKBOX 

Form F 

 FORMCHECKBOX 

 FORMCHECKBOX 
 
List of All Patients enrolled since last approval period 

 FORMCHECKBOX 

 FORMCHECKBOX 

A List of all SAEs/Deaths that have occurred during the course of the study in patients on-site or reported by the sponsor
 FORMCHECKBOX 

 FORMCHECKBOX 

A Brief summary of the results of the study to date

