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This Form Must Be Typed

FORM H

UT College Of Medicine Chattanooga Unit SRC IRB

Request For The Research Use And Disclosure Of Protected Health Information (PHI)
Without Subject Authorization
Date:      
STUDY TITLE:     
PRINCIPAL INVESTIGATOR:      


E-MAIL ADDRESS     
CO-INVESTIGATORS:      
DEPARTMENT     
PHONE #:     
FAX #:     
ADDRESS     
STUDY COORDINATOR     
PHONE #:
     FAX #:
     
E-MAIL ADDRESS:     
STATUS OF STUDY: 
NEW  FORMCHECKBOX 
 
PREVIOUSLY APPROVED  FORMCHECKBOX 
 

FOR EXEMPT REQUEST: 

4. INDICATE (CHECK) THE APPROPRIATE EXEMPTION CATEGORY APPLICATION TO THIS RESEARCH 

1____; 2____; 3____; 4_____; 5____; 6____; (See IRB Exemption List attached)

COMPLETE SECTION A AND EITHER SECTION B, C, D, E, OR F.  PROVIDE APPROPRIATE SIGNATURES AT THE BOTTOM OF THE FORM.  YOU MUST ALSO SUBMIT A PROTOCOL FOR YOUR PROJECT (Using the SRC Research Proposal Format Template) 
SECTION A: GENERAL INFORMATION ABOUT THE REQUEST

1. 
Check the regulatory category under which the request is being made to use PHI without subject authorization:(check only one).

a.  IRB waiver or alteration of authorization is being requested.
 FORMCHECKBOX 

         (Complete only sections A and B of this form.)

b.  All PHI to be used is from deceased individuals.  

 FORMCHECKBOX 

        (Complete only sections A and C of this form.)

c.  PHI to be used in the study is a “limited data set”.

 FORMCHECKBOX 
      

  None of the 16 HIPAA Identifiers are being collected (SEE IRB WEBSITE)

    (Complete only sections A and D of this form.)

d.  The health information to be used involves “de-identified data”.  FORMCHECKBOX 
                    

      None of the 18 HIPAA Identifiers are being collected (SEE IRB WEBSITE)


(Complete only sections A and E of this form.)

e.  The PHI will be used for a review preparatory to research. 
 FORMCHECKBOX 
     

      (Complete only sections A and F of this form.)

2.  
Describe the PHI to be used in the research activity, i.e., MRN, dates, age race .     
3.  
If  PHI will be disclosed to the investigator by another covered entity or entities, briefly describe these entities.     
4.  
Explain who will receive and use the PHI and where it will be stored.     
SECTION B:  REQUEST FOR WAIVER OR ALTERATION OF SUBJECT AUTHORIZATION

1.   
Check the activity for which the waiver or alteration of subject authorization is being requested:

Use of PHI for the conduct of the study itself   FORMCHECKBOX 

Use of PHI to identify potential subjects for recruitment   FORMCHECKBOX 

Use of PHI to contact potential subjects regarding study participation   FORMCHECKBOX 

2. 
If an alteration of authorization is being requested, describe the proposed alteration of the authorization and attach a copy of the altered authorization section of the consent form.  If a waiver is being requested, skip to (3).     
3.  
Explain how there is no more than minimal risk to the privacy interests of subjects whose PHI will be used by addressing each of the following points:

a.   Describe the plan to protect the identifiers from improper use and disclosure.     
b.   Describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research.  (If there is a health or research justification for retaining the identifiers or such retention is otherwise required by law, this should be explained.)     
c. 
Is it true that the PHI will not be reused or disclosed to any other person or entity, except as required by law, or for authorized oversight of the research study, or for other research for which the use or disclosure of the PHI is approved by the IRB?         Yes FORMCHECKBOX 
  No FORMCHECKBOX 

4.  
Explain why the research activity could not practicably be conducted without the waiver or alteration of the authorization requirements.     
5.  
Explain why the research activity could not practicably be conducted without the access to and use of protected health information.     
SECTION C:  REQUEST TO USE PHI FROM DECEDENTS IN RESEARCH

1.  
Are all subjects whose PHI will be used in the study deceased?   
Yes FORMCHECKBOX 

No FORMCHECKBOX 

2.  
Does adequate documentation exist that all subjects are deceased?
Yes FORMCHECKBOX 

No FORMCHECKBOX 

3.  
Explain why the PHI being sought is necessary for the research study.     
SECTION D:  REQUEST TO USE A LIMITED DATA SET IN RESEARCH (See IRB Website)
1.  
Will the PHI used in the research study exclude the 16 categories of direct identifiers necessary for the creation of a limited data set?
Yes FORMCHECKBOX 

No FORMCHECKBOX 

2.  
Has a data use agreement been reached with the covered entity for the use of the PHI in the research study?

Yes FORMCHECKBOX 

No FORMCHECKBOX 

3.  
If a data use agreement has been completed, attach a copy.  If not, it must be submitted prior to final IRB approval of the Form 8 request.

SECTION E:  REQUEST TO USE DE-IDENTIFIED DATA IN RESEARCH (See IRB Website)
1.  
Check the basis on which the health information to be used has been determined to be de-identified
An appropriate expert has made the determination
 FORMCHECKBOX 

 (Attach a copy of this determination.)

The health information excludes all 18 categories of direct identifiers  FORMCHECKBOX 

2.  
Will the entity that maintains the health information utilize a code or other means to re-identify the records?

Yes FORMCHECKBOX 

No FORMCHECKBOX 

(If “yes”, then answer questions #3 and #4.)
3.  
Is it true that the code or other means used to re-identify the records is not derived from or related to the individuals, or otherwise capable of being translated to identify the individual subjects?

Yes FORMCHECKBOX 

No FORMCHECKBOX 

4.  
Is it true that the entity maintaining the records will not disclose the means for re-identifying the records?

Yes FORMCHECKBOX 

No FORMCHECKBOX 

SECTION F:  REQUEST TO USE PHI PREPARATORY TO RESEARCH

1.  
Is the use or disclosure being sought solely to review PHI as necessary to prepare a research protocol or for similar purposes preparatory to research?
Yes FORMCHECKBOX 

No FORMCHECKBOX 

2.  
Is it true that no PHI will be copied or removed from the entity maintaining the PHI by the investigator in the course of the review?
Yes FORMCHECKBOX 

No FORMCHECKBOX 

3.  
Briefly explain why the use of the PHI is necessary for purposes preparatory to research:     
SECTION G: SIGNATURES
Please answer the following questions.
                                
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 (Please complete the UTCOM Delegation Log and attach).  All key personnel must complete UT COMC Collaborative Institutional Training Initiative (CITI) online modules, Students can use their UTHSC CITI training). 

Signature of Department or Program Chair




Date




DO NOT WRITE BELOW THIS LINE

IRB ACTION:
 
Approved Exempt____   Approved Expedited ____ Approved w/provision(s) _____ Referred To  Board Review _______

COMMENTS:______________________________________________________________________________________

Signature of IRB Chairman____________________________ Date:_________________________________

Certification by IRB That Waiver or Alteration Has Been Granted

For Use Only with Section B.

The IRB is the University of Tennessee College of Medicine/Erlanger Medical Center IRB.

The application has been reviewed and approved by: Normal full board procedure___________Expedited__________ Exempt_____
The PHI is described in Section A.2 above.

The IRB has determined that the alteration or waiver authorization, in whole or in part, satisfies the following three criteria:

1. The research could not practicably be conducted without the waiver or alteration. (Section B.4 above).

2. The research could not practicably be conducted without access to and use of the protected health information. (Section B.5 above).

3. The use or disclosure of protected health information involves no more that a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:


A. An adequate plan to protect the identifiers from improper use and disclosure (Section B.3.a above).

B. An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law(Section B.3.b. above).

C. Adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorization oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted by this subpart (Section B.3.c. above).

IRB Exemption Categories 

1. Research conducted in established or commonly accepted educational settings, involving normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricular, or classroom management methods.

2. Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior (including visual or auditory recording), if at least one of the following criteria is met:

i. information obtained is recorded in such a manner that human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; OR

ii. any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of civil or criminal liability, or be damaging to the subjects’ financial standing, employability, educational advancement or reputation. OR

iii. The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by §46.111(a)(7). 

(NOTE: The exemption described in item b.iii above is not applicable to research involving children. However, the exemption described in items b.i and ii above for research which involves educational tests or the observation of public behavior may only apply to research with children when the investigator(s) do not participate in the activities being observed.)

3. Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met:

i. The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;

ii. Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation;  OR
iii. The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by §46.111(a)(7).

Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Provided all such criteria are met, examples of such benign behavioral

interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.

If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.

4. Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:

i. The identifiable private information or identifiable biospecimens are publicly available;

ii. Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;

iii. The research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public

health activities and purposes” as described under 45 CFR 164.512(b);  OR

iv. The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for nonresearch activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with

section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the

5. Research and demonstration projects, which are conducted or supported by or subject to the approval of the department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and which are designed to study, evaluate, or otherwise examine:

i. public benefit or service programs;

ii. procedures for obtaining benefits or services under those programs;

iii. possible changes in or alternatives to those programs or procedures; OR

iv. possible changes in methods or levels of payment for benefits or services under those programs.

Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended. Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal Web site or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects.

OHRP guidance provides the additional following criteria:

i. The program under study must deliver a public benefit (e.g., financial or medical benefits as provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services as provided under the Older American Act); 

ii. The research is conducted pursuant to specific federal statutory authority;

iii. There is no statutory requirement that an IRB or EC review the research; and

iv. The research does not involve significant physical invasions or intrusions upon the

privacy or participants.

6. Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture. 

UTCOM IRB will not implement the new “Broad Consent” option; therefore, regulations at 46.104(d)7 and (6) (Categories 7&8) will not be implemented. 
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