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University Of Tennessee College Of Medicine SRC/ IRB 

Initial Approval Request  - Form A

(Form Must Be Typed)

INSTRUCTIONS:  

Submissions to the IRB must contain all required materials.  Incomplete submissions will be returned to the investigator without IRB review.   A complete submission must contain the following:

1) A completed Research Proposal Check Sheet

2) A completed  Form A with all signatures including signatures from Departments or Areas affected or involved with the research, i.e. Lab, Pharmacy, Respiratory, Radiology, etc. 
3) A formal research protocol, either prepared by the investigator or a sponsor of the research; (The Scientific Review Committee Research Project Proposal Format Form for Investigator Initiation Research is Attached)
4) A proposed consent form containing all elements of informed consent 
5) An “Investigator’s Brochure” for investigational new drugs or devices; 
6) A copy of any patient recruitment material
7) A copy of the Research Contract and Proposed Budget. 
8) A copy of the Medicare Coverage Analysis and supporting Documentation of Standard of Care.  (Every research study regardless of sponsorship must have a Medicare Coverage Analysis performed prior to study start up.
9) A copy of the Principal Investigator and Co-Investigator(s) current CV (unless already on file)

10) A copy of completion certificate for the CITI On-line Human Subjects Protection Course for all Research Personnel.(unless already on file)
11) IRB Fee Invoice
University Of Tennessee College Of Medicine SRC/IRB 

Submission For Initial Approval Request  - Form A

All Sections Must Be Completed Or The Form Will Be Returned
Assigned:  Expedited:_____ Full Board Review______  IRB #______________
(Leave Blank)
GENERAL INFORMATION

Date:      
Department:        

Principal Investigator       


Co-Investigator(s)     
Address:      
Research Coordinator:        Telephone Number:      
Fax Number:      
E-mail Address:     
Other Key Research Personnel:     
Title of Project     
Estimated completion date of the research project:          Estimated number of patients to be enrolled locally      
FINANCIAL INFORMATION 
Is the Project Funded:  Yes FORMCHECKBOX 
     No FORMCHECKBOX 

Funding Source     
 
If project is commercially sponsored, complete the IRB fee billing information below.  Commercially Sponsored Trials IRB Fee: ($1,800 Full Board Review; $500 Expedited Review and $500.00 for studies approved through CIRB)
Sponsor:     
Address:      

Contact Name:     



Phone Number:      
       Fax Number:       


E-Mail Address:     
ARE ANY OF THE TEST ARTICLES REGULATED BY FDA?

Does this study require an IND?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
   If so what is the IND #     
Name of Drug:      
(If the protocol involves an investigational drug a copy of the signed FDA 1572 form must be submitted)
Does this study require an IDE? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
   If so what is the IDE #      
Name of Devise:      
PROTOCOL SUMMARY (this information must be included or application will be returned)
Type a Brief Study Synopsis      
TYPE OF REQUEST 

 Initial Full Review:  FORMCHECKBOX 
      Initial Expedited Review:  FORMCHECKBOX 

Expedited Category  FORMDROPDOWN 
  (see page 7)
Protocol Version/date      
Through Amendment(s):     
Informed Consent Dated:       If Waiver of Consent is being requested complete Form H and submit as well 

Investigator Brochure dated:     
Advertisement/Posters:     
Patient information      
Study Information: 

Has this study been reviewed by another Institutional Review Board?  Yes: FORMCHECKBOX 

 No: FORMCHECKBOX 

If so what was the outcome of that review:  Approved: FORMCHECKBOX 

  Disapproved: FORMCHECKBOX 
 
Pending FORMCHECKBOX 

If disapproved or pending explain why:      
Has your site ever been audited by the Food and Drug Administration (FDA) or the Office of Human Research Protection (OHRP)   Yes FORMCHECKBOX 
  No FORMCHECKBOX 
  (Attach a copy of the audit report).     
For Investigator Initiated Research Involving drugs and Devices, Study Must Be Registered with ClinicalTrials.gov                Has the study been registered on ClinicalTrials.gov:  Yes: FORMCHECKBOX 

N/A FORMCHECKBOX 
  
Conflict of Interest
1. Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

Is there a potential conflict of interest for the Principal Investigator or key research personnel? 

If “Yes” check all that apply

a.  FORMCHECKBOX 
 Compensation whose value could be affected by the study outcome.

b.  FORMCHECKBOX 
 A proprietary interest in the tested product, including but not limited to, a patent, trademark, copyright or

                   licensing agreement, or the right to receive royalties from product commercialization.

c.  FORMCHECKBOX 
 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).

d.  FORMCHECKBOX 
 Any equity interest in the sponsor or product that exceeds $10,000, or 5%.

e.  FORMCHECKBOX 
 Significant payments or other sorts with a cumulative value of $10,000 made directly by the sponsor to any of the

                   investigators as an unrestricted research or educational grant, equipment, consultation, or honoraria.
If yes, the must be referred to the Conflict of Interest Committee
	The following questions MUST be answered for all Investigator Initiated Projects (retrospective and prospective)

	1. Is the research question clear                                                                                                                 Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	2. Is the background material pertinent and the rationale for the study clear                                      Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	3. Has the most appropriate study design been utilized to maximize internal and external validity: Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 

	4. Are the research methods feasible and sufficiently detailed                                                                Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 

	5. Is there an appropriate sample size calculation                                                                                    Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 

	6. Are the appropriate statistical methods used and sufficiently outlined                                              Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



Principal Investigator Certification
· I certify that the information provided in this application is complete and correct to the best of my knowledge.

· I accept ultimate responsibility for the conduct of this study, the ethical performance of the project, and the protection of the rights and welfare of the human subjects who are directly or indirectly involved in this project.

· I will comply with all policies and guidelines of the UTCOMC and affiliated institutions where this study will be conducted, as well as with all applicable federal, state and local laws regarding the protection of human subjects in research.  

· I understand that any false, fictitious or fraudulent statements or claims may result in criminal, civil or administrative penalties.

· I will ensure that personnel performing this study are qualified, appropriately trained and will adhere to the provisions of the IRB-approved protocol.

· I will not modify this IRB-approved protocol or any attached materials without first obtaining IRB approval for an amendment to the previously approved protocol.

· I assure that the protected health information requested, if any, is the minimum necessary to meet the research objectives.

· I assure that the protected health information I obtain, if any, as part of this research will not be reused or disclosed to any parties other than those described in the IRB-approved protocol, except as required by law.

· I assure that adequate resources to protect participants (i.e., personnel, funding, time, equipment and space) are in place before implementing the research project, and that the research will stop if adequate resources become unavailable.
_________________________________________________________________ _______________

Principal Investigator’s Signature





   Date

Key Personnel Certification (including co- or sub-investigators, study coordinators, others as appropriate.  All key personnel must complete UT COMC Collaborative Institutional Training Initiative (CITI) online modules). 
· I agree to participate in this research in the position identified below.

· I will comply with all policies and guidelines of the UTCOMC affiliated institutions where this study will be conducted, as well as with all applicable federal, state and local laws regarding the protection of human subjects in research.

· I understand that any false, fictitious or fraudulent statements or claims may result in criminal, civil or administrative penalties.

· I assure that the protected health information I obtain, if any, as part of this research will not be reused or disclosed to any parties other than those described in the IRB-approved protocol, except as required by law.

_________________________________________________________________ ___________________

Key Personnel Signature/Position





   Date

_________________________________________________________________ ___________________

Key Personnel Signature/Position





   Date

_________________________________________________________________ ___________________

Key Personnel Signature/Position





   Date

_________________________________________________________________ ___________________

Key Personnel Signature/Position





   Date

Department/Program Chair Certification 

I have reviewed this research and assure that the department/program supports the study.

_________________________________________________________________ ___________________

Chair Signature/Position






   Date
ADMINISTRATIVE APPROVAL OF PATIENT CARE AREAS INVOLVED WITH THE RESEARCH

(APPROPRIATE SIGNATURES MUST BE OBTAINED PRIOR TO IRB SUBMISSION)

I have reviewed this research and budget (if applicable) and authorize that it may be conducted in my responsible area
Director of Pharmacy Services



Signature:                             



Date:
 

Director of Nursing Services (specify area)    


Signature:                             



Date:


Director of Pathology Services



Signature:                             



Date:


Director of Laboratory Services



Signature:                             



Date:


Director of Radiology Services



Signature:                             



Date:


Other (Specify area)




Signature:                             



Date:


IRB Action:  
Approved Expedited_____; Full Board ______; With provision(s) _____; Referred For Board Review _______

COMMENTS:________________________________________________________________________________

IRB Chairman Approval _______________________
Date:_________________

Categories of Research That May Be Reviewed by the
Institutional Review Board (IRB) through an
Expedited Review
Procedure1
Applicability
(A) Research activities that (1) present no more than minimal risk to human subjects, and (2) involve only procedures listed in one or more of the following categories, may be reviewed by the IRB through the expedited review procedure authorized by 45 CFR 46.110 and 21 CFR 56.110. The activities listed should not be deemed to be of minimal risk simply because they are included on this list. Inclusion on this list merely means that the activity is eligible for review through the expedited review procedure when the specific circumstances of the proposed research involve no more than minimal risk to human subjects.

(B) The categories in this list apply regardless of the age of subjects, except as noted.

(C) The expedited review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects= financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal. 

(D) The expedited review procedure may not be used for classified research involving human subjects.

(E) IRBs are reminded that the standard requirements for informed consent (or its waiver, alteration, or exception) apply regardless of the type of review--expedited or convened--utilized by the IRB.

(F) Categories one (1) through seven (7) pertain to both initial and continuing IRB review.

Research Categories
(1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met.

(a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)

(b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:

(a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or

(b) from other adults and children2, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

(3) Prospective collection of biological specimens for research purposes by noninvasive means.

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.

(4) Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject=s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.

(5) Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)

(6) Collection of data from voice, video, digital, or image recordings made for research purposes.

(7) Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)

(8) Continuing review of research previously approved by the convened IRB as follows:

(a) where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or

(b) where no subjects have been enrolled and no additional risks have been identified; or

(c) where the remaining research activities are limited to data analysis.

(9) Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.
_______________________

1 An expedited review procedure consists of a review of research involving human subjects by the IRB chairperson or by one or more experienced reviewers designated by the chairperson from among members of the IRB in accordance with the requirements set forth in 45 CFR 46.110.

2 Children are defined in the HHS regulations as "persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted." 45 CFR 46.402(a).

Source: 63 FR 60364-60367, November 9, 1998.
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