Portland VA Medical Center



Institutional Review Board

Request for Waiver or ALTERATION of Informed Consent PROCESS

And

WAIVER OF authorization to release medical records or health information 

This information is needed to determine the risks and potential benefits of the proposed research to human research participants. The questionnaire is based on DHSS, FDA, VA, and HIPAA regulations for the protection of Human Subjects and their Protected Health Information (PHI).  

Complete this questionnaire if the request is to waive or alter the elements of the informed consent requirements or the informed consent process, and for permission to use identifiable information in the conduct of this research study under a waiver of authorization.  

	Principal Investigator (PI):  (First Name, Middle Initial, Last Name, Degree(s))

     
The PI is:   FORMCHECKBOX 
  a VA Employee   FORMCHECKBOX 
  on VA Contract   FORMCHECKBOX 
  Without Compensation Appointment   FORMCHECKBOX 
  None

	Project Title and (if ongoing study) VA IRB Number:  

     


A.   Does this research project involve an investigational new drug, an investigational device, or is the research governed by the Food and Drug Administration?  
YES  FORMCHECKBOX 


NO  FORMCHECKBOX 




If YES, the documentation of informed consent requirements may not be waived or altered.  
B.
Is the research to be conducted under a Department of Defense Addendum? YES  FORMCHECKBOX 


NO  FORMCHECKBOX 



If YES, does the research involve an intervention or interaction with subjects for the primary purpose of obtaining data regarding the effect of either? YES  FORMCHECKBOX 


NO  FORMCHECKBOX 

 If NO, skip to C.


If YES, do you have a waiver from the Secretary of Defense? YES  FORMCHECKBOX 


NO  FORMCHECKBOX 



If NO, the informed consent process cannot be waived.
C.    List with specificity the identifiable information (Protected Health Information (PHI) = information + identifiers) to be used and its sources

	
	Identifier
	Source(s) of Information

	 FORMCHECKBOX 

	Names
	     

	 FORMCHECKBOX 

	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).
	      (specify both type of subdivision and source)

	 FORMCHECKBOX 

	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). 
	      (specify both type of date and source)

	 FORMCHECKBOX 

	Telephone numbers
	     

	 FORMCHECKBOX 

	Fax numbers
	     

	 FORMCHECKBOX 

	Electronic mail addresses
	     

	 FORMCHECKBOX 

	Social security numbers
	     

	 FORMCHECKBOX 

	Medical record numbers
	     

	 FORMCHECKBOX 

	Health plan beneficiary numbers
	     

	 FORMCHECKBOX 

	Account numbers
	     

	 FORMCHECKBOX 

	Certificate/license numbers
	     

	 FORMCHECKBOX 

	Vehicle identifiers and serial numbers, including license plate numbers
	     

	 FORMCHECKBOX 

	Device identifiers and serial numbers
	     

	 FORMCHECKBOX 

	Web Universal Resource Locators (URLs)
	     

	 FORMCHECKBOX 

	Internet Protocol (IP) address numbers
	     

	 FORMCHECKBOX 

	Biometric identifiers, including finger and voice prints
	     

	 FORMCHECKBOX 

	Full face photographic images and any comparable images
	     

	 FORMCHECKBOX 

	Any other unique identifying number, characteristic, or code
	     


D.  How does your research project meet the criteria for a waiver or alteration of the informed consent process requirements and waiver of authorization requirement(s)?  

	Complete the following as applicable.  

	1. Justify why the research and privacy risks of the research are no more than minimal
, 
      
OR

2. The research is to be conducted by, or subject to, the approval of state or local government officials and is designed to study, evaluate, or otherwise examine one or more of the following: 
Check as applicable:

 FORMCHECKBOX 
  public benefit or service programs;

 FORMCHECKBOX 
  procedures for obtaining benefits or services under those programs;

 FORMCHECKBOX 
  possible changes in or alternatives to those programs or procedures; or

 FORMCHECKBOX 
  possible changes in methods or levels of payment for benefits or services under those programs


	3. Explain why the research could not practicably be conducted without the waiver or alteration of informed consent and authorization (Discuss reasons why it would not be possible to obtain informed consent/authorization from individual subjects):       

	For Minimal Risk Research (item D.1 completed above), complete the following:  

	4. Describe measures you will take to ensure the waiver or alteration of informed consent and waiver of authorization will not adversely affect the rights and welfare of the subjects:      

	5. Per Federal regulations, explain how you will, if applicable and appropriate, provide the subjects with additional pertinent information after they have participated in the study, or indicate “Not applicable” and explain:      

	6. Justify why this research project does not involve procedures for which informed consent is normally required, outside of the research context:      

	7. Justify why the PHI to be used or disclosed is the minimum necessary to accomplish the research objectives:     

	8. Discuss reasons why the research could not practicably be conducted without access to and use of the PHI specified above:     

	9. Describe your plan to protect the PHI from improper use and disclosure 

(Note: a detailed explanation about how this will be accomplished, including limitations of physical or electronic access to the information and other protections, is required):       
a. Where will the PHI be stored?       
b. Who will have access to the PHI?       

	10. Will identifiable information be used by or disclosed to any other person not involved on the research team?     FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
If Yes: 

a. Specify the individual(s) who will use or receive the identifiable information:       
b. Justify the need to disclose the information to the individual(s):       

	11. Will identifiable information be disclosed to any individual(s) outside the Veterans Health Administration?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

If Yes, identify the individual(s) with specificity and justify the need to disclose the information to any one outside the VHA:       

	12. Will this research use information about drug abuse, alcohol abuse, HIV infection and/or sickle cell anemia?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

If Yes, do you assure that the purpose of the data is to conduct scientific research and that no personnel involved may identify, directly or indirectly, any individual patient or subject in any report of the research, or otherwise disclose patient or subject identities in any manner?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	13. Will this study collect or use biological specimens?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

If Yes, will the specimens be labeled with identifiable information?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	14. Will data be de-identified at some point?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO Skip to Item E.

	  14.a If Yes to 14, where is the de-identification process (i.e. removal of all 18 HIPAA identifiers listed in  item C. above OR de-identification based on statistical determination that the likelihood of re-identification is very small) described in the protocol (page #)?      

	  14.b. If Yes to 14, check below as applicable:

 FORMCHECKBOX 
 De-identified information is provided to PI by the research team who has access to PHI per a HIPAA authorization or waiver of authorization

 FORMCHECKBOX 
 De-identified information is provided by PI who has access to PHI to his/her research team

 FORMCHECKBOX 
 De-identified information is to be sent to non-VA research team member (i.e. statistician)

 FORMCHECKBOX 
 De-identified information will be disclosed to a non-VA party listed below: 

     


Note: Current VA regulations require that all data, including identifiers, be retained indefinitely. All PIs with active studies will be notified by the Research Office at the time this requirement changes.
E. Does this study use photographs, video or voice recordings?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

If YES, when the research subject is an in- or out-patient, the following is required:

· VA Form 10-3203, Consent for Use of Picture and/or Voice must be signed by all patients and placed in the medical record, even if the IRB otherwise approves a waiver of documentation of informed consent. In these cases, within 72 hours, please submit the signed VA form 10-3203 to the research office for scanning into the medical record. 

· VA Form 10-5345, Request for and Authorization to Release Medical Records or Health Information, (http://www.va.gov/vaforms/medical/pdf/vha-10-5345-fill.pdf) must be signed by the research participant IF any medical records or health information, including pictures, video, and voice recordings will be disclosed to another individual.

Note: Current VA regulations require that all data, including identifiers, be retained indefinitely. All PIs with active studies will be notified by the Research Office at the time this requirement changes.
Investigator’s Assurances:

1. I will maintain subject confidentiality as approved by the PVAMC IRB.  

2. I will provide, whenever appropriate, research subject participants with additional pertinent information after participation, if designated by the IRB.  

3. I verify that the requested information will be protected from improper use and disclosure. I will not re-use or disclose PHI to any other person or entity, except as required by law, for authorized research oversight,  or for other research for which the use or disclosure of the requested information would be permitted by the HIPAA Privacy Rule.
4. I certify that I will make every effort possible to protect the PHI accessed, used and disclosed in this research project. 

Signature of PRINCIPAL INVESTIGATOR





Date

Approved: Signature of IRB Chair / Voting Member



Date

For Office Use Only





MIRB No: _________








� Minimal risk means that 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.  45 CFR 46.102(i)


� For HIPAA only, the requirement is: Explain why the use or disclosure of the PHI involves no more than minimal risk to the privacy of the individuals.
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