
Carilion Clinic Institutional Review Board

Documentation of Decedent Research with PHI
REGISTRATION WITH OFFICE OF SPONSORED PROJECTS

Per Institutional Policy ALL Projects Must Be Submitted With an OSP Pre-Approval or Approval Letter Stating You are Ready to Submit to the IRB.  Do you have your OSP Letter?

 FORMCHECKBOX 
  Yes  (If yes, you MUST attach your OSP letter to this submission.)  

 FORMCHECKBOX 
  No   (If no, do not submit your IRB project until you have your OSP letter.)  

You may contact the OSP at 540-985-8510.
A.  INFORMATION

Complete Title of Study:      
Principal Investigator:      
Phone:        E-mail:      
Inter-office address:      
Person Completing Form:      
Date Form Completed:      
 

B.  HIPAA CRITERIA (45CFR164)
1. Will you be collecting information on deceased individuals and record the information with any HIPAA identifier? (See Appendix A for list of HIPAA identifiers)
 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO
IF YES, list the HIPAA identifiers (by #) that you will record:      
IF NO – this form is not needed.
2. Provide a brief description of the health information you need to access.      
Health information includes items like diagnosis, hematology lab results, MRI results. Health

information does not refer to the HIPAA identifiers such as name, medical record #, full dates, initials that might be affiliated with the health information.
3. Do you confirm that this research will involve review of health information only from deceased individuals? 
 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO
4. Do you verify that this research could not practicably be conducted without access to the identifiable data (health information and HIPAA identifiers)?
 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO
C.   PRIVACY PLAN
      Describe your plan to protect the identifiable data from improper use and disclosure. 
     
D.  INSTRUCTIONS AND INFORMATION
Submit this form – ALONG WITH A BRIEF SUMMARY OR ABSTRACT OF YOUR RESEARCH PROJECT -- to obtain IRB determination that this project does not constitute human subjects research and that a HIPAA authorization or waiver of HIPAA authorization is not necessary. The IRB determination letter should be kept with your research records.
Send this form – with summary or abstract – to: Cahite@carilionclinic.org  or

Carilion Clinic IRB

c/o Charles Hite, Human Protections Administrator

2001 Crystal Spring Avenue, Suite 202
Roanoke, VA 24014
_______________________________________     _____________________________
Signature of Principal Investigator
                       Date

APPENDIX A: HIPAA IDENTIFIERS

1. Name

2. All geographic subdivisions smaller than a state, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of the zip code it according to the current publicly available data from the Bureau of the Census: (I) The geographic unit formed by combining all zip codes with the same 3 initial digits contains more than 20,000 people and (2) The initial 3 digits of a zip code for all such geographic units containing 20,000 is changed to 000.

3. All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older. [This means you may record the year but not record the month or day of any date related to the subject if the subject is under the age of 89. In addition, if the subject is over the age of 89 you may not record their age and you may not record the month, day or year of any date related to the subject.]
4. Telephone numbers

5. Fax numbers

6. Electronic mail addresses

7. Social Security number

8. Medical Record number

9. Health plan beneficiary numbers

10. Account numbers

11. Certificate/license numbers

12. Vehicle identifiers and serial numbers, including license plate numbers

13. Device identifiers and serial numbers

14. Web Universal Resource Locators (URLs)

15. Internet Protocol (IP) address numbers

16. Biometric identifiers, including finger and voice prints

17. Full face photographic images and any comparable images

18. Any other unique identifying number, characteristic, code that is derived from or related to information about the individual (e.g., initials, last 4 digits of Social Security #, mother's maiden name, first 3 letters of last name.)Any other information that could be used alone or in combination with other information to identify an individual. (e.g., rare disease, study team or company has access to the health information and a HIPAA identifier or the key to the code.)
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