	


REQUEST TO DELETE FURTHER HUMAN USE APPROVAL

	Ann Arbor VA IRB (FWA IRB00000264)

	VA Ann Arbor Healthcare System (FWA 00000348)

	

	Principal Investigator:      


	Project Title:      


	Project No:      
	                    

	

	

	1. Project Status:

	No new subjects will be enrolled and none will be followed and all research data is de-identified.  

 FORMCHECKBOX 

Project is NOT terminated and work may continue on de-identified data.

	2. A signed consent form is in my files for each subject entered into this study and is also in the medical record of each VA subject entered into this study. 








 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 Waiver    FORMCHECKBOX 
 N.A. (no VA Consent Form)


	3. Please state the number of enrolled subjects in each category                           # Subjects

a. AA VA Consent Form: total consented at AA VA since study start                           
b. AA VA Consent Form:  total number of subjects approved to be consented?          


	4.  Since last annual reporting period: 
        One or more subjects or others have experienced unanticipated serious events or problems?  
   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

If item 5 is YES, and if a detailed explanation was NOT previously submitted to the VA IRB Office, then please consult the VA IRB SAE Policy and Reporting Form at  www.annarbor.research.va.gov

	5.  Since last annual reporting period, one or more subjects have been withdrawn from the study? 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   
(If yes, please submit an explanation for each subject) [SEE SECTION 2, item 2]

	7.  Since last annual reporting period,
a) This project has been conducted in accord with the protocol approved by the VA IRB
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

     b) All protocol errors or violations have been promptly reported to the VA IRB. 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 None
     c) All changes made to eliminate immediate hazards to subjects have been reported 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 None



	I am aware that all research projects using human subjects must receive prior approval by the Ann Arbor VA Human Studies

Committee (IRB), that any change in human use requires prior approval by the IRB, that a signed consent form must be

obtained from each subject before entry into the study, that continued human use approval requires, at a minimum annual review, that human use in projects not receiving favorable review must be discontinued, and that a copy of all consent forms and such related items as correspondence must be retained for six (6) years after the study has terminated. This Form, together with any requested additional information is submitted in compliance with these regulations.

	

_________________

	__________________________________________________                         __________________________________

 Investigator’s Signature
Date




Section 2: Summary report for each of the following items that have occurred since the last IRB review
	Attached
	None
	Applications are submitted for these items since last IRB review

	 FORMCHECKBOX 

	   FORMCHECKBOX 
 
	1. Unanticipated problems involving increased risks to participants or others.

	 FORMCHECKBOX 

	   FORMCHECKBOX 
 
	2. Participant withdrawals and the reasons  

	 FORMCHECKBOX 

	   FORMCHECKBOX 
 
	3. Unanticipated participant benefits.

	 FORMCHECKBOX 

	   FORMCHECKBOX 
 
	4. Amendments or modifications.

	 FORMCHECKBOX 

	   FORMCHECKBOX 
 
	5. Relevant multi-center trial reports.

	 FORMCHECKBOX 

	   FORMCHECKBOX 
 
	6. Relevant recent literature. 

	 FORMCHECKBOX 

	   FORMCHECKBOX 

	7. Data Safety Monitoring Board (DSMB) reports.

	 FORMCHECKBOX 

	   FORMCHECKBOX 

	8.  Report of all SAE/UAPs in tabular form (from the initiation of the study).


	Yes
	None
	Required Endorsement Statements

	 FORMCHECKBOX 

	   FORMCHECKBOX 
 
	 7. A summary report is attached if the range, frequency and severity of all harms experienced by the research participants is now different from that expected at the outset of the study. 

	 FORMCHECKBOX 

	   FORMCHECKBOX 

	 8. All unanticipated problems involving increased risks to participants or others have been submitted as required (or none to report).

	 FORMCHECKBOX 

	   FORMCHECKBOX 

	 9. Based on the accumulated results of the research study, do you report any changes in the relationship between risks and benefits due to events that occurred in the current period of approval?
(Please attach a summary report if risks or benefits have changed.)




____________


Investigator Signature

Date

SECTION 3:  PROGRESS REPORT FOR ACTIVE PROJECT REQUESTING DELETION OF HUMAN USE APPROVAL

(Please insert or attach a summary of your research activities, findings and results.) 
->      

	De-identified Data
De-identified data is health information that does not identify an individual and there is no reasonable basis to believe that the information can be used to identify an individual.

VHA would consider health information no longer protected health information (PHI) if it has been appropriately de-identified in accordance with the HIPAA Privacy Rule as outlined in VHA Handbook 1605.1, Appendix B (http://www.va.gov/vhapublications/ViewPublication.asp?pub_ID=1423).  For Protected health information to be de-identified, all of the 18 HIPAA identifiers listed below must be removed.
HIPAA identifiers also pertain to the person’s employer, relatives, and household members.  Along with removing the 18 identifiers, HIPAA also states that for the information to be considered de-identified, the entity does not have actual knowledge that the remaining information could be used alone or in combination with other information to identify an individual who is the subject of the information.

According to the Common Rule, de-identification involves removal of all information that would identify the individual or would be used to readily ascertain the identity of the individual.

Note:  For VA research purposes, VA research data are considered to be “de-identified” only if they meet the de-identification criteria of BOTH HIPAA (ie., removal of all 18 identifiers) AND the Common Rule. (ie., Crosswalk File should hidden by an outside entity and the Study Team no longer has access to it.)
Note:  If the recipient of the biospecimens or the data has access to the key to the code, the coded information is not considered “de-identified.”
HIPAA Identifiers
 FORMCHECKBOX 
 (a) Names
 FORMCHECKBOX 
 (j)   Account numbers

 FORMCHECKBOX 
 (b) Any geographic division smaller than a state
 FORMCHECKBOX 
 (k)  Certificate/license numbers

 FORMCHECKBOX 
 (c) Any dates more precise than year; or age>89
 FORMCHECKBOX 
 (l)   Vehicle identifiers (S/N or Lic. Plate)

 FORMCHECKBOX 
 (d) Telephone numbers
 FORMCHECKBOX 
 (m) Device identifiers (S/N)

 FORMCHECKBOX 
 (e) Fax numbers
 FORMCHECKBOX 
 (n)  Web Universal Resource Locators (URL)

 FORMCHECKBOX 
 (f)  Electronic mail addresses
 FORMCHECKBOX 
 (o)  Internet Protocol (IP) address numbers

 FORMCHECKBOX 
 (g) Social Security Numbers (or scrambled)
 FORMCHECKBOX 
 (p)  Biometric identifiers (audio, video, fingerprints)

 FORMCHECKBOX 
 (h) Medical record numbers
 FORMCHECKBOX 
 (q)  Full face photographic images

 FORMCHECKBOX 
 (i)  Health plan beneficiary numbers
 FORMCHECKBOX 
 (r)   Any other unique identifiers
I certify that all 18 HIPAA Identifiers have been stripped from the data for this research project and the Study Team no longer has access to any information that would identify any individual research participant.

__________________________________________                          _______________________

Principal Investigators Signature                                                           Date
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