VA Portland Health Care System 

Application for Case Report REview 

· Complete this questionnaire if the request is to conduct a case report review. To submit, please send the signed form to 503-273-5152 or via email (using VA-approved encryption methods only) to PVAMC-IRB@va.gov.
Case Report Characteristics:

· If this proposal is determined to be a case report, it will not require IRB or R&D Committee review.

· HIPAA authorization is not required if the information in the case report does not allow the reader to identify the person.

· Whenever possible, case reports should contain only de-identified information and pictures that totally conceal the identity of the individual. Note: As per the Assurances below, the VAPORHCS Privacy Officer is to be consulted (which may be done via vhapor-privacyofficers@va.gov) in order to confirm whether the data and any pictures are considered de-identified. The Privacy Officer has the authority to make this final determination.
· Written permission must be obtained from the individual(s) if the data and/or the pictures in the case report are considered identifiable.

· Please see the VA Office of Research & Development Guidance on Case Reports for additional information. 
	VAPORHCS Clinician:                                                                       Date:      
The Clinician is:    a VA Employee    on VA Contract    Without Compensation Appointment 

   Other:       

	Service:

     
	Position

     
	Extension

     
	Email

     

	Additional VAPORHCS Personnel (e.g. collaborator or mentor):                                                                       

The Personnel is:    a VA Employee    on VA Contract    Without Compensation Appointment 

   Other:       

	Service:

     
	Position

     
	Extension

     
	Email

     

	Case Report Title:  

     


A.   Are you (both, as applicable) a clinician of record for the patients(s) about which the case report(s) is being prepared?


  YES

  NO (if “no,” case report criteria are not met)
B.   Indicate the number of patient(s) about which the case report(s) will be prepared?  (Note: If more than three patients, case report criteria are not met.)        
C.  Describe the disorder/disease and/or related observation (e.g. treatment, outcome, etc.) that will be discussed in the case report(s):  
D.  Describe why you would like to prepare a case report(s) for this particular disorder/disease and/or observation (e.g. involves a rare disorder/disease and/or a unique treatment and/or outcome):  
E.  Describe what will be done with the results of the case report(s) (e.g. once this application is approved, the results will be submitted for publication):       
F.  Will your case report(s) contain any Protected Health Information (PHI) from VA Portland Health Care System patients?  Please indicate either “Yes” or “No” for each element below.  

· PHI includes any of the following 18 elements:

1. Names







 YES 
 NO
2. All geographical 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 if according to the current publicly available data from the Bureau of the census: a) the geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and b) the initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000.





 YES 
 NO
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.  



 YES 
 NO
4. Telephone numbers





 YES 
 NO
5. Fax numbers






 YES 
 NO
6. Electronic mail addresses





 YES 
 NO
7. Social security numbers





 YES 
 NO
8. Medical record numbers





 YES 
 NO
9. Health plan beneficiary numbers




 YES 
 NO
10. Account numbers






 YES 
 NO
11. Certificate/license numbers




 YES 
 NO
12. Vehicle identifiers and serial numbers, including license plate numbers










 YES 
 NO
13. Device identifiers and serial numbers



 YES 
 NO
14. Web Universal Resource Locators (URLs)


 YES 
 NO
15. Internet Protocol (IP) address numbers



 YES 
 NO
16. Biometric identifiers, including finger and voice prints

 YES 
 NO
17. Full face photographic images and any comparable images
 YES 
 NO
18. Any other unique identifying number, characteristic, or code that allows you to link the information collected to a specific patient.




 YES 
 NO
Clinician’s Assurance:


· I will make every effort possible to exclude protected health information (PHI) from the case report.
· I will consult with the VAPORHCS Privacy Officer to confirm whether the data and any pictures contained in the case report are considered de-identified. The Privacy Officer has the final authority to make this final determination.

· Should the information and/or pictures in the case report be considered identifiable, I will ensure written permission is obtained from the individual(s).

VAPORHCS Clinician






          Date

Additional VAPORHCS Personnel (as listed above)



Date

	Application for Case Report Review
  This request to prepare a case report(s) as described above has been reviewed and determined to meet 
       the parameters of a case report. 
  This request is disapproved for the following reason:      
Date of approval or disapproval:      


__________________________________________________________________________

Lead IRB Analyst or Research Assurance Officer
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