MIAMI VAHCS
Human Studies Subcommittee

REQUEST FOR 
WAIVER OR ALTERATION OF INFORMED CONSENT 
AND 
WAIVER OF HIPAA AUTHORIZATION
Principal Investigator:         .



Project Title:         .
Project #:        .




Funding/Administration:       .
Check all that apply.

 FORMCHECKBOX 
 This form is being submitted as part of a chart review study. (No direct contact with patients.)
 FORMCHECKBOX 
 This form is being submitted to cover a portion of study procedures not covered by a signed consent document.
 FORMCHECKBOX 
 This form is being submitted for Recruitment purposes as required by the “Application for New Human Research Project” form.
PART I
a. Data to be Collected

Check all that apply.  This should be the same information you provided in the “Protection of Patient Privacy and Data Security” section of the Application for New Human Research Study form – “Data to be Collected”.

Note: Provide specific and meaningful description of what protected health information (PHI) will be gathered for the research study. Specify PHI (physical and/or mental) that predates study initiation as well as PHI  that will be gathered during the chart review time frame (e.g. information in medical charts, specific test results, previous medical history records, survey instruments, etc. that were taken in a specified time period, such as “in the last 6 months”).   
Note: This information should not differ from any other forms you submit that describe PHI to be accessed (e.g. Application for New Human Research Project, research protocol, etc). 

 FORMCHECKBOX 
 Personal data (name, address, PCP, SSN)


 FORMCHECKBOX 
 Images
 FORMCHECKBOX 
 Demographic data (age, gender)



 FORMCHECKBOX 
 Billing data

 FORMCHECKBOX 
 Laboratory data




 FORMCHECKBOX 
 Reports, CPRS Progress notes
 FORMCHECKBOX 
 Encounter data w/codes (CDT, ICD-9, etc)


 FORMCHECKBOX 
 Other (please specify)      
If you checked any of the above, please describe      

 FORMTEXT 
     
Check all that apply.  Please check if you are collecting any information relating to:


 FORMCHECKBOX 
 Drug Abuse



 FORMCHECKBOX 
 Alcohol Abuse


 FORMCHECKBOX 
 HIV Infection


 FORMCHECKBOX 
 Sickle Cell Anemia

If you are collecting any one of the four categories listed above, please read and initial the following statement:

_______In compliance with 38 USC 7332, I assure that the purpose of collecting the data relating to  FORMCHECKBOX 
 drug abuse,  FORMCHECKBOX 
alcohol abuse,   FORMCHECKBOX 
HIV infection or   FORMCHECKBOX 
Sickle Cell anemia is to conduct scientific research and that no personnel involved in the study may identify, directly or indirectly, any individual patient or subject in any report of such research or otherwise disclose patient or subject identities in any other manner.
b. Data Source

Check all that apply.   This should be the same information you provided in the “Protection of Patient Privacy and Data Security” section of the Application for New Human Research Study form – “Location From Which Data Will be Extracted”











Electronic

Paper



 FORMCHECKBOX 
   Data will be extracted from Miami VAHCS files.
 FORMCHECKBOX 



 FORMCHECKBOX 


 FORMCHECKBOX 
   Data will be requested from other VA facilities.

 FORMCHECKBOX 



 FORMCHECKBOX 



 FORMCHECKBOX 
   Data will be extracted from national database(s).
***
 FORMCHECKBOX 



 FORMCHECKBOX 


***Principal Investigator is responsible for obtaining access to national databases.  Please contact IRMS for more 
       information.
     
If you checked any of the above, please describe in space below (e.g. name of facility, name of database, etc.)

c. Privacy Confidentiality Protections (Use/disclosure of identifiable information) – 18 HIPAA Identifiers
Type of private data to be collected (check all that apply):
1.  FORMCHECKBOX 
 Name




2.  FORMCHECKBOX 
 Addresses 

 FORMCHECKBOX 
 Address street location




 FORMCHECKBOX 
 Address by city/town/zip code
3.  FORMCHECKBOX 
 Dates directly related to an individual (e.g.):




 FORMCHECKBOX 
 Date of birth











 FORMCHECKBOX 
 Admission or discharge date
 FORMCHECKBOX 
 Discharge date







 FORMCHECKBOX 
 Date of death



 FORMCHECKBOX 
 Other

4.  FORMCHECKBOX 
 Telephone number

5.  FORMCHECKBOX 
 Fax number

6.  FORMCHECKBOX 
 Electronic e-mail address

7.  FORMCHECKBOX 
 Web URL’s

8.  FORMCHECKBOX 
 Internet IP address

9.  FORMCHECKBOX 
 Social security number

10.  FORMCHECKBOX 
 Medical record number

11.  FORMCHECKBOX 
Health plan beneficiary numbers


12.  FORMCHECKBOX 
Account numbers

13.  FORMCHECKBOX 
 Certificate/License numbers

14.  FORMCHECKBOX 
Vehicle identifiers and serial numbers including license  plate numbers 
15.  FORMCHECKBOX 
 Device identifiers and serial numbers
16.  FORMCHECKBOX 
 Biometric Identifiers including fingerprints
17.  FORMCHECKBOX 
 Full face photo image and other comparable images.

18.  FORMCHECKBOX 
 Any other unique identifying characteristic or code.

Yes  FORMCHECKBOX 
 Data collection form has been included along with new research application.
PART II
Waiver of Informed Consent 
To be eligible for a Waive of Informed Consent the research proposal must meet the criteria in a – d. 

a. Minimal Risk Study (Waiver of IC #1)
The research involves no more than minimal risk to the subjects.   Provide adequate justification.  Definition of “minimal risk”:  The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.


b. Rights and Welfare of Subjects (HIPAA #1 -Waiver #2) 

Waiver will not adversely affect the rights and welfare of the subjects. Provide adequate justification. 
     
c. Justification for Waiver (HIPAA #2 –Waiver #3) 
     
The research could not practicably be carried out without the Waiver.  Provide adequate justification:
d. Additional Information Provided to Subjects (Waiver #4)
Whenever appropriate, the subjects will be provided with additional pertinent information after participation.      
Provide adequate justification for exceptions to furnishing such information to subjects.
     
PART II  (continued)
Additional HIPAA Requirements
e. Who Will Access Data (HIPAA #1a)
Which individuals/entities will have access to PHI?  This should be the same information you provided in the “Protection of Patient Privacy and Data Security” section of the Application for New Human Research Study form – “Personnel Authorized to Access Sensitive Data”.
     
f. Plan to Protect Data (HIPAA #1a)
An adequate plan to protect the identifiers from improper use/disclosure is in place.  Explain (1) where data will be stored and (2) how confidentiality of data/patient privacy will be protected for electronic and paper files.  This should be the same information you provided in the “Patient Privacy and Data Security” section of the Application for New Human Research Study form -“Data Storage” and “Protection of Data Security and Patient Privacy”.
     
g. Plan to Destroy Identifiers (HIPAA #1b)  

Provide adequate plan to destroy identifiers.   This should be the same information you provided in the “Protection of Patient Privacy and Data Security” section of the Application for New Human Research Study form - “Maintaining and Destroying Research Records”.
     
h. Written Assurance (HIPAA # 1c)
I understand the PHI cannot be reused/disclosed to any other person or entity, except as required by law, for authorized oversight or research project, or for other research for which use/disclosure of PHI would be permitted by this subpart. 

     
i. Justification for Accessing and Using PHI (HIPAA #3)  
The research could not practicably be conducted without access to and use of the PHI.  Provide justification.  
     
Principal Investigator: ____________________________                  
 




Signature




Principal Investigator (Print Name):      

Date:     
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