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	Institutional Review Board

Waiver or Alteration of Informed Consent/ HIPAA Authorization
Human Research and Compliance
24887 Taylor Street, Suite 201 Loma Linda, CA 92350

(909) 558-4531 (voice) / e-mail: irb@llu.edu
	IRB#

	
	
	


A. Waiver or Alteration of Informed Consent: How does your research meet the following criteria? 
1. The research involves no more than minimal risk to subjects: *
     
*The probability and magnitude of harm is not greater than those ordinarily encountered in daily life.
2. The research could not practicably be carried out without the requested waiver or alteration:
     

3. If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an indentifiable format:
     


4. The waiver or alteration will not adversely affect the rights and welfare of the subjects; and
     
5. Whenever appropriate, the subject or legally authorized representatives will be provided with additional pertinent information after participation. 
     
B. Waiver of HIPAA Authorization: How does your research meet the following criteria?
1. There is minimal risk to the privacy of the subject because:

a. These safeguards will be in place to protect identifiers from improper use or disclosure:
(Mark all that apply)
 FORMCHECKBOX 

The information will not be disclosed unless it is stripped of all identifiers
 FORMCHECKBOX 

Data will be coded prior to any disclosure.  If the PI will retain the master list, 
a Code Access Agreement will be in place prior to release of data
– AND –

b. Identifiers will be destroyed* upon completion of:
*Identifiers must be destroyed at the earliest opportunity consistent with the conduct of the research.
 FORMCHECKBOX 

Data collection 

 FORMCHECKBOX 

Data analysis 

 FORMCHECKBOX 

Specimen processing 

 FORMCHECKBOX 

Other (specify):
     
– OR –

c. Identifiers will be retained indefinitely because:
 FORMCHECKBOX 

this is a longitudinal study

 FORMCHECKBOX 

of federal requirements (specify):
     
 FORMCHECKBOX 

Other (specify):
     

2. The research cannot practicably be conducted without access to the PHI because:

 FORMCHECKBOX 

PHI is needed to identify subject eligibility. Explain:
     
 FORMCHECKBOX 

PHI is needed to answer the research question. Explain:
     
 FORMCHECKBOX 

Other. Explain:
     

I verify that a) I will collect only information essential to the study and in accordance with the Minimum Necessary Standard, b) to the greatest extent possible, access to the information will be limited to approve study personnel, and c) I will not re-use or disclose PHI to any other person or entity, except as required by law, research oversight, or those uses outlined above.

	PI’s signature
	
	Date
	


I verify that the above responses meet the requirements for Waiver or Alteration of Consent and/or Authorization. 
	IRB Reviewer
	
	Date
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