	
	
	FOR IRB OFFICE USE ONLY

	THIS FORM MUST BE TYPED
	
	IRB#

	
	
	Expedited  FORMCHECKBOX 

	Full  FORMCHECKBOX 



University of Tennessee Graduate School of Medicine Institutional Review Board

UT GSM IRB-05
Form 1 - Application for Human Subject Research

1. 
Project Title

	


2.
Principal Investigator Information

	First Name: 
	Middle Initial: 
	Last Name:

	Degree(s):
M.D.
D.O.
Ph.D.
PharmD.
R.N.
Other, specify:

	UT Human Subjects Training Completed?
Yes
No
	Email :  

	Job Title: 
	Affiliation: 

	Department: 
	School: 

	Division: 
	College: 

	Campus Address: 
	Zip: 
	Fax:

	Campus Phone: 
	Pager: 
	Cell Phone: 

	Complete if PI does not have campus address: 

	Address: 
	City: 

	State: 
	Zip: 
	Phone: 


3.
Faculty Advisor (required if PI is a student, resident or fellow)

___  NA
	Faculty Advisor’s Name: 
	Title: 

	UT Human Subjects Training Completed?
Yes
No
	Email: 

	Department: 
	School: 

	Division: 
	College: 

	Campus Address: 
	Zip :
	Fax:

	Campus Phone: 
	Pager: 
	Cell Phone: 


4.
Study Contact Information (complete if primary contact is different than PI) ___ NA
	First Name: 
	Middle Initial: 
	Last Name: 

	Degree(s):
M.D.
D.O.
Ph.D.
PharmD.
R.N.
Other, specify: 

	UT Human Subjects Training Completed?
Yes
No
	Email: 

	Job Title: 
	Affiliation: 

	Department: 
	School: 

	Division: 
	College: 

	Campus Address: 
	Zip
	Fax:

	Campus Phone: 
	Pager: 
	Cell Phone: 

	Complete if contact does not have campus address:

	Address: 
	City: 

	State: 
	Zip: 
	Phone: 


5.
Other Key Study Personnel (those not named on Pg. 1) (insert additional rows if needed)

Note:  Key study personnel include all individuals responsible for the design or conduct of the study.

	Name (First MI Last)/Degree

and Signature
	Department/
Division

or

Affiliation
	Role

In 

Project
	UT Human Subjects Training

Completed

	
	
	
	
Yes
No

	
	
	
	
Yes
No

	
	
	
	
Yes
No

	
	
	
	
Yes
No

	
	
	
	
Yes
No


6.
Study Type Information


A.
What is the Protocol Date/Version being submitted?
	



B.
Is this proposal associated with any other IRB-approved studies?  ___ No
___ Yes If “Yes”, please list IRB #(s):

	


7.
Location of Research


A.
Is this a multi-center trial?  ___ No
___ Yes

B.
Is this a multi-center trial in which this site will function as the coordinating center?  (A multi-center study is one where different PIs at different institutions are conducting the same study).  
___ No
___ Yes

C.
Name all institutions “engaged in research”   for this project.  (Insert additional rows if needed)
An institution or site is “engaged in research” when its employees or agents (i) intervene or interact with living individuals for research purposes; (ii) obtain individually identifiable private information for research purposes; or (iii) if the institution receives a direct federal award to support such research.  This may apply when a UT investigator collaborates with a non-UT investigator or institution, or when UT serves as a Coordinating Center.  Please check all that apply and add additional sites.  Each will require a letter of IRB approval.

	Check all that apply
	Name of Performance Site

(list all participating sites below)
	FWA Holding Institution
	IRB of Record
	IRB Approval

	___
	University Health Systems
	UHS
	(  UT-GSM
	 FORMCHECKBOX 
(  Pending

	___
	Graduate School of Medicine
	UT Health Science Center
	(  UT-GSM
	 FORMCHECKBOX 
(  Pending

	___
	University Family Physicians
	UT Health Science Center
	(  UT-GSM
	 FORMCHECKBOX 
(  Pending

	___
	UT Genetics Center
	UT Health Science Center
	(  UT-GSM
	 FORMCHECKBOX 
(  Pending

	___
	Research Center
	UT Health Science Center
	(  UT-GSM
	 FORMCHECKBOX 
(  Pending

	___
	Main Campus (Specify Dept.)
	
	___  UT-GSM

___  Other 
	___  Attached

___  Pending

	___
	Other, specify: 
	
	___  UT-GSM

___  Other 
	___  Attached

___  Pending


8.
Additional UT Committee or Department Approvals (check all that apply):
___  NA

___
*Pharmacy Review
Signed Collaboration Form Attached ___  
___
*Pathology
Signed Collaboration Form Attached ___  
___
*Radiology Department
Signed Collaboration Form Attached ___  
___
*Radiation Safety Review 
Approval Date:
______________
___
*O.R. Committee (Device Trials)
Approval Date:
______________
___
*Infection Control Committee
Approval Date:
______________
___
*Nursing Research Council (UHS Nursing only)
Approval Date: _______________

*Copy of Collaboration Form or approval letter required before final IRB approval will be extended.

9.
Funding Information   

NOTE: A budget must be submitted for all studies.
A.
Is this study Industry-Supported? ___ No   ___ Yes*


*If yes, IRB Fee must be submitted with the application.  See Fee Schedule on IRB website)

B.
Funding (check all that apply):


___
Departmental Funds   Fund Name: _____________________________
___
Grant
___
Various Donors/Gifts

C.
___  UT Account # for this study: __________________  N/A (not a UT study) _____ 

(All UT studies are associated with an account number.  For example:  R-199-999-22).  
D.
Additional information regarding External Funding (list all that apply; insert additional rows if needed):

	Agency/Sponsor
	Funding Mechanism

	
	___
Grant*
___
Contract

	
	___
Grant*
___
Contract



*A copy of the Grant must be submitted with the IRB application.
10.
Purpose of the Study

Describe the specific scientific objectives of the proposed research in language understandable to the IRB committee members.  The IRB Committees are comprised of scientists with varied backgrounds, non-scientists, and community members.

	


11.
Background Information

Describe the background information; specific aims; hypothesis or research question; previous experience, including human and animal safety data, if applicable; and a critical evaluation of existing knowledge (relevant literature) about the research topic.  A reference list and copies of pertinent articles can be appended if thought to be of value in the evaluation of the research by the IRB.  Please contact the Preston Medical Library if you need assistance in conducting a literature search.  The IRB needs to understand how this study adds to the knowledge on this topic in order to be able to judge the risks and benefits to the research participants.  

	


12.
Subject Population(s)


A.
Age range of participants.

	



B.
Total number of participants stated in the protocol to be studied at all sites (regardless of PI).

	



C.
Maximum number of participants that are planned to be consented by this PI (including any anticipated withdrawals by participants, PI or sponsor OR consented screen failures).

	




Of the above, how many of these are expected to complete the study (participate in the study beyond screening?)

	



D.
Describe the intended study population:

	


E.
Check all sub-groups that will be used in the study: 

	___  Children/minors* 
	___  Healthy Volunteers

	___  Pregnant women/fetal tissue/placenta*
	___  UT Medical Students/trainees

	___  Prisoners*
	___  Students

	___  Cognitively impaired*
	___  Subordinates/Employees

	___  Comatose/Traumatized
	___  Terminally ill participants

	___  Elderly/Aged - targeted
	___  Veterans at VA facility

	___  Females of childbearing potential
	*Deemed vulnerable populations by Federal Regulations.



F.
Describe how the selection of participants is equitable in relation to the research purpose and setting (e.g., no one ethnic group is targeted or excluded, the same group of participants will benefit from the results of the research).  Describe the composition of anticipated participants such as teachers, students, parents, etc.

	


13.
Does this study target one gender or specific social/ethnic group(s)?

___ No
___ Yes If “Yes”, please provide a rationale below. 

	


14. Is the population being enrolled in this study at high risk for incarceration?


___ No
___ Yes

If “Yes,” will the participants be withdrawn from the study once they are incarcerated?



___ Yes
___ No
If “No,” describe how re-contacting/re-consenting, treatment, and/or follow-up will occur. 
	


15.
Will a waiver or alteration of the consent process or consent documentation be used?


___ No
___ Yes If yes, please justify waiver or alteration below:
	


16.
Will surrogate consent be requested?  (Will someone other than the participant be giving consent for the study?)


___ No
___ Yes If “Yes”, indicate rationale for use of surrogate consent.

	


17.
Are high-risk participants included in this study (e.g., those who are at greater risk for developing side effects or potentially severe or life-threatening complications because of underlying disease)?

___ No
___ Yes (elaborate) 
	


18.
Participant Identification, Inclusion/Exclusion Criteria, and Recruitment

A. Describe the specific steps to be used to identify and/or contact prospective participants.  (If applicable, also describe how you have access to lists of potential participants.)  Scripts and advertisements should be submitted with this application or examples should be provided for any telephone contacts, advertisements, oral contact, etc.
	


B. Describe the specific steps for obtaining informed consent (e.g., by whom, his/her credentials, where, when, etc.) 

	


C. Does the person obtaining consent have an existing relationship with the participant(s)?



___ No
___ Yes  If “Yes”, describe the relationship(s) and how you will protect against undue influence.

	


D. Identify the criteria for inclusion and exclusion and explain the procedures that will be used to determine eligibility.  If psychiatric/psychological assessments will be conducted (e.g., depression or suicidal ideation screenings), state who will administer, his/her experience, and how risks will be managed.

	


E. Do you plan to solicit for participants using advertisements?  NOTE:  Please provide an approved copy of all advertising materials including ads, letters, and telephone scripts with this application (must include graphics).  In addition, the IRB must review and approve final copies of all audio and videotapes prior to use.



___ No
___ Yes
	___  Flyers
	___  Mass E-mail Sollicitation 
	___  Radio

	___  Internet
	___  Newspaper 
	___  Telephone

	___  Letter
	___  Posters
	___  Television

	___  Departmental Research Boards
	___  Other (describe): 


F. Will Protected Health Information (PHI) be used in the course of screening/recruiting for this research?
 FORMCHECKBOX 
___ No
___ Yes If “Yes”, the following 3 conditions must be met:

1. The use or disclosure of the PHI is sought solely for the purpose of this research protocol.

2. The PHI will not be removed from UT Medical Center without the subject’s consent.

3. The PHI is necessary for the purpose of this research study.

19.
Methods and Procedures Applied to Human Participants (check all that apply)

A.  FORMCHECKBOX 
Attach a research protocol that includes a description of the following:  background, rationale and specific aims, inclusion/exclusion criteria, enrollment/randomization, study procedures, adverse event reporting, study withdrawal/discontinuation, statistical considerations, privacy/confidentiality issues, follow-up, and record retention?

___ Attached
B.
Placebo-controlled ___ No
___ Yes (If yes, state the rational for the placebo control.) 
	


 FORMCHECKBOX 
C.
Behavioral Observation ___ No
___ Yes (If yes describe the focus, duration, and number of observations and specify how the observations will be recorded.)  

	


D.
Randomization ___ No
___ Yes (If yes describe the randomization process)
	


 FORMCHECKBOX 
E.
Blinding ___ No
___ Yes (If yes describe who will be blinded. Describe if and when research results or previously blinded treatment assignments will be made available to participants. Describe the provisions for breaking the blind (e.g., emergency situations, participant’s request, etc.).  

	


F. Surveys, Interviews, Questionnaires ___ No
___ Yes (If yes, indicate who will conduct the survey, interview or questionnaire and their qualifications.  In addition, describe the setting and mode of administering the instrument (e.g., by telephone, one-on-one, group, etc.) and attach a copy of the instrument.  

	


G. Document Collection ___ No
___ Yes (If yes describe any documents or other artifacts (e.g., EKG report, x-rays, etc.) that are to be collected. 

	


H. Specimen Collection ___ No
___ Yes 
 FORMCHECKBOX 
i.
Blood drawing (indicate total amount drawn for research purposes).  ___  NA
	


Note:  Please include description in consent document referencing amounts of blood in teaspoons, tablespoons or pints.

ii.
Other specimens (describe the type of specimen and frequency of collection).  ___  NA
	Type of Specimen
	Frequency of Collection

	
	

	
	


iii.
Will specimens be obtained for genetic testing in association with this study or stored for future use? 

___ No
___ Yes
I. Deception, Withholding or Postponing Medications/Treatments, or Imposing other Restrictions  
___ No
___ Yes (If yes describe the methods of deception to be used, the medications being withheld or postponed, the length of time medications will be withheld or postponed (wash-out periods), any other restrictions to be imposed on participants (i.e., diet, exercise), and the precautions taken to decrease or eliminate risks to participants. 

	


J.  FORMCHECKBOX 
Data Collection, Storage of Data/Specimens and/or Issues of Confidentiality  
i. Describe the tools that will be utilized in the collection and storage of research information including data (hard copies and electronic databases, specimens, audio/videotapes, etc.).  Indicate who will have access to the research information and describe the final disposition of research information when the study is concluded (e.g., will information be destroyed or will the PI maintain the information).

	


ii. Describe how the confidentiality of participants will be assured. Include a description of any issues specific to the study that might increase the risk of breach of confidentiality. For example, video/audiotapes, discovering information about the participant that could be harmful if released such as mental illness, genetic information, sexual preference, drug abuse, etc.  Describe how codes will be generated if codes are used to protect identities, and who will have access to such codes. If a certificate of confidentiality will be provided, include the name of the person holding the certificate.
	


K. Audio or Video Taping ___ No
___ Yes (If yes please answer the following:)
i. Describe how the audio/videotapes will be stored.

	


ii. Describe how the tapes will be disposed of when this research is complete.

	


iii. Describe how the participant’s confidentiality will be maintained.

	


L. Use or Disclosure of Protected Health Information  
Does this research use or disclose Protected Health Information (PHI)? 

(PHI is individually identifiable health information that is or has been collected or maintained by UT Medical Center, including information that is collected for research purposes only, and can be linked back to the individual participant.

Use  ___ No
___ Yes
Disclose ___ No
___ Yes (If yes please describe what information will be disclosed and to whom:

	


20.
Use of Drugs, Devices, Biologics, and Gene Transfer (Check appropriate box) 
___ NA

 NOTE:  If necessary, may attach tables to enhance explanations.

A.  FORMCHECKBOX 
Investigational (Non-FDA approved) Drug/Biologic used for Research  ___ No
___ Yes If yes answer the following :
i. Identify the name of all of the Investigational Drug(s)/Biologic(s) listed in the protocol along with a description of dose range, frequency, route of administration and source. 

	


ii. IND number assigned by FDA.

	


iii. Who holds the IND?

	


iv. Are other research studies using this IND?  

___ No
___ Yes If “Yes”, please list IRB #(s): 

	


v. Will the hospital pharmacy be dispensing the drug(s)/biologic(s)? 

___ No
___ Yes
	


a. Identify the name of the Manufacturer or source of investigational drug(s)/biologic(s).  

	


b. If the source is not a FDA licensed facility, provide details regarding the purity, quality, stability and sterility of the investigational drug(s)/biologic(s). 

	


c. Identify who will be preparing the investigational drug(s)/biologic(s), and describe how it will be prepared in detail.  

	


B.  FORMCHECKBOX 
FDA-approved Drug(s)/Biologic(s) Used for Research ___ No
___ Yes If yes answer the following :  

i. Identify the name of all of the FDA-approved drug(s)/biologic(s) listed in this protocol along with a description of the dose range, frequency, route of administration and source. 

	Drug/Biologic Agent
	Dose Range
	Frequency
	Route of Administration
	Source

	
	
	
	
	


ii. Are any of these FDA-approved drug(s)/biologic(s) under investigation for a new indication*?

___ No
___ Yes
	


iii. Is an IND required?

___ No If “No”, please provide rationale for exemption.  

	



___ Yes     If “Yes”, answer the following:
a. IND number assigned by FDA:  

	


b. Please indicate who holds the IND:  

	


c. Are other research studies using this IND?

___ No
___ Yes
	


· New indication could also be an FDA-approved drug being tested for a new route of administration or change in dosing / frequency.  
· If an IND is required for either A or B, a copy of the 1572 form must be included.

C.  FORMCHECKBOX 
Investigational Device Use ___ No
___ Yes If yes answer the following :
i. Identify the name of Investigational Device(s):

	


ii.
Indicate the CMS Reimbursement Category as stated in the FDA approval letter.  (A copy of the IDE approval letter with HCFA Reimbursement Category listed from the Department of Health & Human Services is required with your IRB submission.  IRB approval may not be granted until this letter is received by the IRB.)


___ A1
___ A2
___ B1
___ B2
___ B3
___ B4
___ B5
___ B6
iii.
___ Device does not pose a significant risk in the opinion of the Sponsor.  (An IDE is not required, but 
documentation must be provided that the device does not pose a significant risk.
iv.
___ Device poses a significant risk in the opinion of the Sponsor. (An IDE is required.  The IDE number must 
be submitted to the IRB before the study may obtain final approval.)


IDE#: 
	


v.
Is this device being used for an off-label, non-FDA-approved use?


___ No
___ Yes
vi. Describe how the device will be handled, dispensed, and stored: 

	


D. Gene Transfer  ___ No
___ Yes  If yes answer the following :

 (Note: If any answer in this section is checked yes, approval from the Institutional Biosafety Committee is required.)

i. Does this study involve the deliberate Transfer of Recombinant DNA, RNA, or DNA or RNA derived from Recombinant DNA into one or more human subjects?  

___ No
___ Yes
ii. Does this study utilize Live, Recombinant, and/or Attenuated Microorganisms for Vaccination of one or more human participants? 

___ No
___ Yes
iii. Does this study utilize a Select Agent as defined by the CDC in 42 CFR 72 (see page 14)?

___ No
___ Yes
21. Does this study include any radiation ionizing procedure(s)? ___ No
___ Yes (If “Yes” please list.) List ALL procedures that involve diagnostic x-rays (CT, radiography, fluoroscopy, etc), therapeutic radiation (radiation oncology), or administration of radioactive material (nuclear medicine, PET, etc).  NOTE: MRI and Ultrasound do not involve ionizing radiation.
Do not check “standard of care” if either of the following apply;

A.
This exam would not be performed if this subject was not in this research protocol

B.
The exam is similar to the routine imaging protocol, except it either uses more radiation/exam, or more such exams are required for research purpose
	Procedure Required
	Number Required/Frequency
	Reason for

Procedure
	Responsible for Payment
	Does the PI wish to have these imaging studies in PACS?*

	
	
	__ Standard of Care

__ Research 
	___ Sponsor

___ Investigator

___ Insurance or Patient
	___ Yes

___ No

	
	
	__ Standard of Care

__ Research 
	___ Sponsor

___ Investigator

___ Insurance or Patient
	___ Yes

___ No

	
	
	__ Standard of Care

__ Research 
	___ Sponsor

___ Investigator

___ Insurance or Patient
	___ Yes

___ No


* Please consider whether it is appropriate for caregivers outside the research to view the images or findings and possibly base health care decisions on them.  UHS policy will ultimately determine which images go into PACS.
22.
Financial Liability for Study Participants 

A.  Will Medicare beneficiaries be eligible and potentially enrolled in this study?  ___ No
___ Yes
If “Yes”, does this study have therapeutic intent or a therapeutic intervention?  ___ No
___ Yes
B.
Please complete the form below. Indicate whether the charges for the procedure are standard of care (routine costs) or research. To make this determination please refer to the CMS Manual System, Pub 100-03 Medicare National Coverage Determination, Transmittal 74, Section 310.1 Routine Costs in Clinical Trials (effective July 9, 2007) which can be found on the UT IRB website just below Form 1. All data points should be listed. This table may be modified as necessary to accommodate more items.
	Procedure or Study Visit
	Time points
	Reason for Procedure
	Responsible for Payment

	
	
	___ Standard of Care
___ Research
	___ Sponsor
___ Investigator
___ Insurance or Patient
___ No cost

	
	
	___ Standard of Care
___ Research
	___ Sponsor
___ Investigator
___ Insurance or Patient
___ No cost

	
	
	___ Standard of Care
___ Research
	___ Sponsor
___ Investigator
___ Insurance or Patient
___ No cost


23.
Minimizing Risks to Participants/Data and Safety Monitoring Plan (DSMP) 

NOTE:  If UT PI is accepting coordinating center responsibilities, address that specific role in each question below.

A. Describe how the risks to participants are minimized (e.g., screening to assure appropriate selection of participants, identify standard of care procedures, sound research design, safety monitoring and reporting).

	


B. Describe how the risks to participants are reasonable in relation to anticipated benefits (e.g., includes benefits to the individual as well as to human kind, indicate how the risks are justified in this population).

	


C. Is there a data safety monitor or board/committee to review this study for safety and adherence to the study protocol?   NOTE:  Regardless of the response to this question, all subsequent questions in this section must be addressed.
 FORMCHECKBOX 
___ No
___ Yes If “Yes,” describe the composition of the committee and their qualifications.  

	


D. Provide a general description of the data and safety monitoring plan.

	


E. Describe plans for monitoring the progress of trials and the safety of participants (e.g., timing of DSM reviews and reports, planned interim analysis, etc.).

Note: DSMB reports are required to be submitted to the IRB immediately upon receipt.

	


F. Describe plans for assuring compliance with requirements regarding the reporting of adverse events (AEs), including plans for reporting of AEs to the IRB and appropriate regulatory agencies.

	


G. Describe plans for assuring that any action resulting in a temporary or permanent suspension of a funded clinical trial is reported to the grant program director responsible for the grant.

	


H. Describe plans for assuring data accuracy and protocol compliance.

	


24.
Potential Conflict of Interest

A. Is there a potential conflict of interest for the Principal Investigator or key research personnel? 
Assessment should include anyone listed as Principal Investigator, or other research personnel on page 1 of this application.  Please note that the thresholds of ownership described below apply to the aggregate ownership of an individual investigator, his/her spouse, domestic partner and dependent children (e.g., if an investigator, his/her spouse, domestic partner and dependent children own together $5,000 or 5% worth of equities in the sponsor, it should be reported below).  Do not consider the combined ownership of all investigators.

 FORMCHECKBOX 
___ No
___ Yes
B. If “Yes”, check all that apply and explain below:
 FORMCHECKBOX 
___ Investigator receives a compensation whose value could be affected by the study outcome.

___ A proprietary interest in the tested product included but not limited to, a patent, trademark, copyright or licensing agreement, or the right to receive royalties from product commercialization.

___ The Investigator holds any equity interest in the sponsor or product whose value cannot be readily determined through reference to public prices (e.g., ownership interest or stock options).

___ The Investigator holds any equity interest in the sponsor or product that exceeds $5,000 or 5%. 

___ Significant payments or other sorts with a cumulative value of $5,000 made directly by the sponsor to any of the investigators listed on page 1 of this application as an unrestricted research or educational grant, equipment, consultation or honoraria. 

	


***Link to COI Form if applicable: Submit with application

PRINCIPAL INVESTIGATOR’S ASSURANCE STATEMENT

I certify that the information provided in this application is complete and accurate.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the protection of the rights and welfare of human participants, strict compliance with the protocol and IRB policies and procedures.

I understand that it is my responsibility to ensure that the human participants' involvement as described in the funding proposal(s), if any exists, is consistent in principle, to this application. I will submit modifications and/or changes to the IRB as necessary, as amendments.

I have reviewed the contracts, agreements and/or grants which provide funding for this study (if any) and I have determined that adequate funding exists to complete this study.  I certify that the terms of those funding agreements are consistent with information in the informed consent document, including but not limited to: confidentiality of study data, compensation to subjects for research injuries and study participation and conflicts of interest.

I agree to comply with all UTGSM IRB policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of human participants in research, including, but not limited to:

· Ensuring all investigators and key study personnel have completed the required human subjects training;
· Ensuring the project is conducted by qualified personnel;
· Implementing no changes in the approved IRB application, study protocol, or informed consent document without prior IRB approval (except in an emergency, if necessary to safeguard the well-being of a human participant, and will report to the IRB within 5 days of such change);
· Obtaining the legally effective informed consent from human participants or their legally responsible representative, using only the appropriate informed consent documents;
·  Promptly report to the IRB, Data Safety and Monitoring Boards, sponsors and appropriate federal agencies any adverse experiences and all unanticipated problems involving risks to human subjects or others that occur in the course of the research as required by GSM IRB policies.
· If unavailable to conduct this research personally, as when on sabbatical leave or vacation, I will arrange for another investigator to assume direct responsibility for the study.  Either this person will be named as another investigator in this application (or amendment to that effect)
· Promptly providing the IRB with any information requested relative to the project; 
· Promptly and completely complying with an IRB decision to suspend or withdraw approval; 
· Obtaining Continuing Review approval prior to the date the approval for the study expires.  I understand that approval for the study will automatically expire without timely renewal, and all study activity must cease until IRB approval is granted;
· Maintain accurate and complete research records, including, but not limited to, all informed consent documents for 3 years from the date of study completion;
· Maintain any authorization documents to use or disclose PHI for 6 years from the authorization date; and
· Fully informing the UTGSM IRB of all locations in which human participants will be recruited.
· In the event that I am unable to complete this protocol due to change in employment or other circumstances, I will cooperate with appropriate department heads and other officials to insure that the transfer of responsibility for this research is adequate to insure the protection of the subjects, the integrity of the study data and the confidentiality of all study-related information.

_________________________________________
          _____________________________

Principal Investigator’s Signature




Date

By my signature, I certify that I have evaluated this research application for soundness of research design and scientific merit in accordance with departmental policy and the adequacy of facilities and resources.

________________________________________
            __________________________

Department Chair’s Signature*





Date
*Required
Printed Name of Department Chair (Required)

IRB Application (Form#1 for drug or device)  
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