Carilion Clinic Institutional Review Board

Repository/Database Non-Human Subjects Authorization Application


Today's Date:      
Repositories/databases used to store specimens/data for future use for clinical purposes or quality improvement do not require IRB approval. However, when the use is for research purposes the databases/repositories must be approved by the IRB (45 CFR 46 and 45 CFR 160 & 164). This form may be used to apply for IRB approval for research utilizing specimens/data that meet the definition of unidentified, unlinked or in some cases, coded research.
Registration With Office of Sponsored Projects

Per Institutional Policy ALL Projects Must Be Submitted With a Research & Development Department Letter Stating The Project Has Been Reviewed.  Do you have your R&D 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 R&D at 540-985-8510.
Application Data

Title of Study:      
Carilion Principal Investigator:      
Address:      
Phone:        E-mail:      
Fax:        Inter-office address:      
1. Provide a brief synopsis of the study and attach the study protocol.
     
2. Will specimens/data received for this research project be (check one of the following):
 FORMCHECKBOX 
  unidentified (specimens/data cannot be linked to specific individuals by the investigator, either directly or 

      indirectly through coding systems)

 FORMCHECKBOX 
  unlinked (specimens/data that were collected with identifiers but, before research use, have been

      irreversibly stripped of all identifiers by use of an arbitrary or random alphanumeric code and the

      key to the code is destroyed, thus making it impossible for anyone to link the specimens/data to

      the sources)

 FORMCHECKBOX 
  coded (identifying information that would enable the investigator or collaborator to readily ascertain

      the identity of the individual to whom the private information or specimens pertain has been replaced

      with a number, letter, symbol, etc., and a key to decipher the code exists, enabling linkage of the

      identifying information to the private information or specimens)

3. Did you check “coded” in response to the above question?

 FORMCHECKBOX 
  Yes      FORMCHECKBOX 
  No

If yes, check one of the following: 

 FORMCHECKBOX 
  The key to decipher the code will be destroyed before the research begins.
 FORMCHECKBOX 
   A signed agreement will be in place between the person releasing the specimens/data and the researcher receiving the specimens/data stipulating the key to the code will never be released to the researcher. (Please complete the Coded Research Specimen/Data Agreement attached to this form or attach a similar agreement to this form.)
 FORMCHECKBOX 
   Confirmation of IRB approval of written policies and operating procedures for a repository or database that prohibit the release of the key to the researchers under any circumstances will be available.
4. Were the specimens/data collected, or will they be collected, for purposes solely related to this research project?

 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No

5. Will any repository personnel providing the specimens/data to the researcher be otherwise involved with this research project?

 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No

6. Is this project is under the authority of the FDA (involves a drug or device)?

 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No
7.   Will you receive any of the following identifiers?

· name








 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· a geographic subdivision smaller than state except for the first

three digits of the zip code





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· an element of a date, except year, for dates related to an individual,

including birth date, admission date, discharge date and date of death;

and all ages over 89 and all elements of such ages may be aggregated

into a category of age 90 or older




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· telephone numbers






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· fax numbers







 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· electronic mail address






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· social security number






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· medical record number






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· health plan beneficiary numbers





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· account numbers






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· certificate/license numbers





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


· vehicle identifiers, including license plate number


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· device identifiers and serial numbers




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· Web Universal Resource Locators (URLs)




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· Internet Protocol (IP) address numbers




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· biometric identifiers, including finger and voice prints


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· full face photographic images and any comparable image

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· any other unique identifying number, characteristic, code


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

NOTE: In order to qualify for research involving specimens/coded private information you must have answered no to Questions 4, 5, 6. A limited data set is permitted for question 7 if research team members sign an agreement in which they pledge to make no attempt to identify individual subjects.
Certification of Principal Investigator

My signature certifies that all responses on this form are true and accurate. Additionally, I give my assurance that separate IRB approval will be requested for each specific research study that uses specimens/data from the repository/database, and that each study is considered to be a research activity that is separate from the repository/database itself.
__________________________________________________  __________________________________________

Signature of Principal Investigator


        Date

__________________________________________________  

Printed Name of Principal Investigator
Complete this form if Question 3 on the previous page indicates that a signed agreement is in place and no other agreement is provided.
THIS AGREEMENT is entered into by       (the Repository Official) and       (the Researcher).

Recitals

1. The Repository is providing coded data (tissue specimens or private health information about individuals, referred to herein as the ‘Data’) to the Researcher for a research project      , (the Project).

2. The Researcher wishes the Project to be considered research involving coded private information or biological specimens under 45 CFR 46.102(f).

3. To satisfy the conditions of the Office for Human Research Protections guidance on research involving biological specimens or coded private information, the Repository and the Research wish to enter into this Agreement.

4. In consideration of the above, the parties agree that:

a. The Repository shall provide to the Researcher only coded Data that constitutes a limited data set as defined at 45 CFR 164.514(e). Identifiers that may remain in a limited data set include only 1) elements of dates related to an individual including birth data, admission date, discharge date and date of death; 2) city, state and five digit or more zip code; 3) ages in years, months, days or hours. Whenever possible, the Researcher will not request or use identifiers which are not necessary to conduct the Project.
b. The parties agree that:

· The Data were not collected specifically for the Project through an interaction or intervention with living individuals, but are instead either existing or future data collected for other purposes; and

· The Repository will not otherwise be involved in the Project, such as in interpretation or analysis of the Data or creation and publication or presentation of research results.

· Only research team members who sign this agreement may use or receive information in the limited data set.

· Research team members will use the data only for the protocol attached to the Carilion Clinic IRB Repository/Database Non-Human Subjects Authorization Application.

· Research team members will not use the data to identify or contact individuals whose data is in the Repository.
· Research team members will use the data in the Repository only for research directed by the Researcher and will not further disclose or otherwise use information.

· Research team members will report to the Repository Official any unauthorized use or disclosure of data of which they become aware.
c. The parties acknowledge that the Data is coded by association with a number, letter or symbol, and that the Repository holds a key to decipher the codes and link the Data back to information (such as name or social security number) that would identify individuals to whom the private information or specimens pertain. The code may not be derived from or related to information about the individual, such as initials or last four digits of social security numbers.

d. The Repository may not release the key for deciphering the codes to the Researcher, unless the Researcher presents documentation of an Institutional Review Board review of the Project as human subjects research, with appropriate action, such as a finding of exemption, waiver of informed consent, or signed informed consents of any individuals whose Data may be re-identified through release of the key.

Signatures
__________________________________________________

Printed Name of Repository Official
__________________________________________________  __________________________________________

Signature of Repository Official



        Date

__________________________________________________

Printed Name of Researcher

__________________________________________________  __________________________________________

Signature of Researcher




        Date

Research Team Member Signatures
__________________________________________________

Printed Name of Research Team Member #1
__________________________________________________  __________________________________________

Signature 





        Date
__________________________________________________

Printed Name of Research Team Member #2
__________________________________________________  __________________________________________

Signature    



     

       Date

__________________________________________________

Printed Name of Research Team Member #3
__________________________________________________  __________________________________________

Signature





        Date

__________________________________________________

Printed Name Research Team Member #4
__________________________________________________  __________________________________________

Signature 





        Date

__________________________________________________

Printed Name of Research Team Member #5
__________________________________________________  __________________________________________

Signature





        Date

If more research team members are involved, please copy this page and attach.

ATTACHMENT A

DEFINITION OF “LIMITED DATA SET”

____________________________________________________________________

Limited data set means Protected Health Information that excludes the following direct identifiers of the patient or of relatives, employers, or household members of the patient:

1. Names;

2. Postal address information, other than town or city, State, and zip code;

3. Telephone numbers;

4. Fax numbers;

5. Electronic mail addresses;

6. Social security numbers;

7. Medical record numbers;

8. Health plan beneficiary numbers;

9. Account numbers;

10. Certificate/license numbers;

11. Vehicle identifiers and serial numbers, including license plate numbers;

12. Device identifiers and serial numbers;

13. Web Universal Resource Locators (URLs);

14. Internet Protocol (IP) address numbers;

15. Biometric identifiers, including finger and voice prints; 

16. Full face photographic images and any comparable images; and

17. Any other unique identifying number, characteristic, or code except as specifically permitted by HIPAA. 
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