
North Texas Regional Institutional Review Board (IRB) 
NEW CONVENED BOARD PROTOCOL APPLICATION FORM

IRB Protocol Number (Staff Use Only): ___________________

TITLE OF PROJECT / PROTOCOL:

	     




1. SOURCE OF FUNDING: Indicate the category of the sponsor:
 FORMCHECKBOX 
 Federal Agency (If NIH, List specific Institute):      
 FORMCHECKBOX 
 Pharmaceutical / Device Company / Sponsor:      
 FORMCHECKBOX 
 Industry (other than pharmaceutical)



 FORMCHECKBOX 
 State/Local Government (specifiy):      
 FORMCHECKBOX 
 Non-Profit Organization (specify):      
 FORMCHECKBOX 
 UNTHSC internal grant program (specify account number:     )

 FORMCHECKBOX 
 Contract Research Organization (CRO):      
Sponsor Protocol #      
 FORMCHECKBOX 
 Other. Specify the account that will cover the research expenses:      
 FORMCHECKBOX 
 Unfunded Research (no specific resources are available or allocated to this activity) 
2. TYPE OF RESEARCH PROJECT:

 FORMCHECKBOX 
 Investigator-Initiated Study
 FORMCHECKBOX 
 Student Research Project

       FORMCHECKBOX 
 Clinical Trial (Drug or Device)



IF Drug Trial, Please check as applicable:    FORMCHECKBOX 
 Phase I

 FORMCHECKBOX 
 Phase II
 FORMCHECKBOX 
 Phase III 
 FORMCHECKBOX 
 Phase IV


IF Device Trial – check as applicable:



 FORMCHECKBOX 
 Non-Significant Risk
 FORMCHECKBOX 
 510(k) Exempt

 FORMCHECKBOX 
 Significant Risk (i.e., presents serious risk to subject’s health, safety, or welfare by: use as in implant; 

supporting or sustaining human life; diagnosing, curing, mitigating or treating disease; preventing health impairment; or other means)
 FORMCHECKBOX 
 Humanitarian Use Device (HUD) / Humanitarian Device Exemption (HDE) Protocol 
 FORMCHECKBOX 
 Emergency Use Device / Expanded Access
3. PRINCIPAL INVESTIGATOR INFORMATION:
      Name:                                    Department / Institute:      
      E-mail:      
    Phone #:                 
 Fax #:      

    Name of Contact Person / Study Coordinator:      

    Email:               Phone #:                   Fax #:      
4. LOCATION (S) where this research will be conducted: 

 FORMCHECKBOX 
 UNTHSC facilities


 FORMCHECKBOX 
 JPS Facilities: (Please list below)

 FORMCHECKBOX 
 Other sites: (Please list below)

Name(s) of Site(s):       

Address(es):  
5. Are other IRBs involved in the approval of this project?  FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes   (If so, attach written verification of 
   approval by other Institutional Review Boards.) 
6. Has approval / agreement been obtained from off-campus sites / facilities?  FORMCHECKBOX 
 No FORMCHECKBOX 
 Yes (Attach written   


  documentation.)
7. PURPOSE OF STUDY: Briefly describe in layman’s terms 
	     


8. For those studies that involve information that needs to be protected from subpoena, will a Certificate of            

Confidentiality be requested or obtained from NIH or another federal agency? (Note that a protocol does not have to be NIH funded in order to obtain such a Certificate)     
 FORMCHECKBOX 
 Yes
           FORMCHECKBOX 
 No
(For more information on Certificates of Confidentiality see https://humansubjects.nih.gov/coc/index)
9.  Does the study involve storage or banking of human specimens or identifiable private information for use   

     in future studies (e.g., submission to a repository)?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
If yes, please describe and note page where discussed in informed consent document:      
10. Does the study involve unfixed human biospecimens (e.g., saliva, serum, blood, buccal swabs, urine, 
etc.)?   FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes   If YES and If it is a UNTHSC study, submit evidence of Biosafety/Institutional  
BioSafety Committee approval.
11. Does the study involve genetic testing or DNA/RNA study?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Test results will be given directly to subjects

 FORMCHECKBOX 
 Test results will be given to treating physicians

 FORMCHECKBOX 
 Test results will not be given outside the research

If yes, please describe

(i) Arrangements for storage of DNA/RNA samples and

(ii) Duration of storage; and note page where discussed in informed consent documents:      
12. Will this research study recruit any subjects from the following categories? Check all that apply:

 FORMCHECKBOX 
 Pregnant Women
 FORMCHECKBOX 
 Minors (<18)
 FORMCHECKBOX 
 Cognitively Impaired
 FORMCHECKBOX 
 Prisoners           
 FORMCHECKBOX 
 Employees of research site or sponsor
 FORMCHECKBOX 
 UNTHSC students

 FORMCHECKBOX 
 Military Personnel

 FORMCHECKBOX 
 Patients 

 FORMCHECKBOX 
 Fetuses

 FORMCHECKBOX 
 Economically disadvantaged (homeless, refugees, etc.)

13. Will audio taping or videotaping of subjects occur?  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If so, how long will recordings be maintained?      
14. Will any of the following instruments or methods be used? Check all that apply, and submit copies. 

 FORMCHECKBOX 
 Interview (attach script / guide)

 FORMCHECKBOX 
 Focus Group (attach guide)

 FORMCHECKBOX 
 Surveys / Questionnaires


 FORMCHECKBOX 
 Standardized (published) tests or assessments 


IND Sponsor:      

IDE Sponsor:      
Please list all study drugs or devices by generic name only (If no name, list study drug number)

	
	FDA Approved?
	FDA Approved for this Indication?
	Is the drug being compared to Placebo?

	1.      
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No

	2.      
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No

	3.      
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No

	4.      
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No

	5.      
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No



A. The principal investigator agrees to accept responsibility for the scientific conduct of the project, that the scientific portion of the protocol is original and contains no false, fictitious, or fraudulent statements or data. Signature certifies that all listed investigators have reviewed the proposal and that the research will be conducted in full compliance with North Texas Regional IRB and relevant institutional policies and federal regulations. 
B. The principal investigator certifies that the Conflict of Interest Disclosure Statements enclosed are up-to-date for all key personnel on this project. 

C. The principal investigator certifies that sufficient staff and resources are available to conduct the research. 

D. The principal investigator certifies that all project personnel have the proper education, experience and expertise to conduct the study. 

E. Continuing review is required in order to maintain the approval status and the Principal Investigator is aware that progress reports must be submitted to the IRB in a timely manner. 

F. The principal investigator certifies that ALL personnel involved in carrying out the research are familiar with the ethical guidelines for research involving human participants and have taken such training and other related training required by the North Texas Regional IRB. 

G. All changes in the study must be approved by the North Texas Regional IRB prior to implementation. 

H. Serious adverse events (SAEs) must be reported to the North Texas Regional IRB (See SAE form.)
_________________________________________________


_______________________


Principal Investigator’s Signature






Date
PLEASE SUBMIT THIS SIGNED ORIGINAL PLUS 3 COPIES OF THIS DOCUMENT ALONG WITH:

· THREE  (3) COPIES of:

· Protocol Synopsis and Informed Consent Documents

· Recruitment ads, flyers, questionnaires, telephone scripts, etc.

· THREE (3) COPIES of: 

· Federal grant application (If applicable)

· Clinical Protocol (for Clinical Trials)

· Investigator’s Brochure/Package Insert (If applicable and for Clinical Trials)

· All correspondence related to this protocol from the Sponsor

· ONE (1) COPY of:

· Curriculum Vitae of Principal Investigator and Texas Medical License (where applicable)

· Conflict of Interest (COI) statement(s) for EACH Listed Project personnel

· Certificate of Training (Human Subjects Research) for EACH Listed Project Personnel

· Note: for Clinical Trials, certificate of GCP training required, as well

· For UNTHSC studies, evidence of Biosafety/Institutional Biosafety Committee (IBC) approval (if the protocol involves unfixed human biospecimens such as saliva, serum, blood, buccal swabs, urine, etc.). 
For UNTHSC Projects, send all materials to: 
North Texas Regional IRB (North Tex Reg IRB)








UNTHSC Office of Research Compliance (ORC)







Center for BioHealth (CBH) -160







3500 Camp Bowie Blvd, Fort Worth, TX  76107
For John Peter Smith Projects, send all materials to:   Office of Clinical Research - JPS Health Network









 1500 S. Main Street, Fort Worth, Texas 76104









 ResearchSubmissions@jpshealth.org 
FDA PRODUCTS: IF APPLICABLE OR AVAILABLE:





SIGNATURE AND CERTIFICATION
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