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	REQUEST FOR WAIVER OF AUTHORIZATION TO RELEASE MEDICAL RECORDS OR HEALTH INFORMATION

	Title of Study:
	     

	Principal Investigator:
	     
	VA Long Beach Healthcare System


All of the following conditions must be met and justified in order for the IRB to grant a waiver of authorization.  Please respond to each question carefully. If you have any questions about the form or process, contact the IRB Office at (562) 826-5801.   The IRB will make the final determination as to whether the conditions have been justified.

1. Explain why this research presents no more than minimal risk to the subjects.       
2. Justify why the waiver or alteration will not adversely affect the right and welfare of the subjects.       
3. Justify why the research could not be practically carried out without the waiver or alteration. (please note, discuss reasons why it would not be possible to obtain authorization from individual subject , inconvenience, time and resources are not acceptable criteria)       
4. Do you anticipate developing information that should be shared with subjects? 

 FORMCHECKBOX 
 Yes                                               FORMCHECKBOX 
 No

 If yes, how would you be able to meet this obligation?       
5. Investigators are required to only obtain the minimum necessary data in order to achieve the goals of the research.  Indicate what types of information you will be collecting and identify on the attached form the identifiers that will be linked to that information. Justify why the data you are obtaining is the minimum necessary to achieve the goals of the research.  Be sure your submission includes a copy of the data abstraction tool.       
6. Describe the steps you will take to assure the privacy and confidentiality of subject data and to protect the identifiers/links to identifiers from improper use or disclosure.  If links to identifiers are used, please describe the coding mechanism, whether the code is derived from subject information, and how and where the mechanisms for re-identification will be maintained? Describe limitations of physical or electronic access to information and other protections.       
7. Identifiers (or links) should be destroyed at the earliest possible time. Describe your plans and specify when this will occur.  Discuss the timeframe or reasons why the identifiers must be retained, including health or research justification or any legal requirements to retain them.  (For protocols that may be subject to future continuing and secondary data analysis, the IRB highly recommends that you consider providing a justification for not destroying identifiers indefinitely)       
8. Discuss why the research could not practicably be conducted without access to and use of protected health information.      
This is to assure that the information I obtain as part of this research including protected health information (PHI) will not be reused or disclosed to any other person or entity other than those listed in the protocol, except as required by law or for authorized oversight of the research project.  If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entity, I will seek approval from the IRB.


___________________________________

_______________


Principal Investigator




Date

List of Identifiers

 FORMCHECKBOX 
Names

 FORMCHECKBOX 
Any geographical subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geo9codes, 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.

 FORMCHECKBOX 
Any elements of dates (except year) for daters 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.

 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 
Certificates/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 voiceprints

 FORMCHECKBOX 
Full face photographic images and any comparable images

 FORMCHECKBOX 
Any other unique identifying number, characteristic, or code.
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