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AAPCHO Institutional Review Board
Application for Approval of Alteration or Waiver of Informed Consent (45 CFR 46.116(c)(d)(e))/(45 CFR 46.117c)
1. Project Title:
2. Name and Address of Principal Investigator(s): 
3. Please indicate the type of waiver that you are requesting
 FORMCHECKBOX 
 Waiver or alteration of the informed consent process (Complete questions 4-5)

 FORMCHECKBOX 
 Waiver of written documentation of consent (Complete question 6)
4. Will the research or demonstration project be conducted by or subject to the approval of state or local government officials? Yes___
No___

(If No, proceed to question 5)
a) Is the project designed to study, evaluate, or otherwise examine:

i. Public benefit of service programs;

ii. Procedures for obtaining benefits or services under those programs;

iii. Possible changes in or alternatives to those programs or procedures; or 

iv. Possible changes in methods or levels of payment for benefits or services under those programs.

Identify project/program and authority. Provide explanation: 

b) Describe why the research could not practicably be carried out without the waiver or alteration of informed consent:
5. Provide protocol-specific responses to items a-d that describe why the waiver is being requested for this research:

a) Describe why the research involves no more than minimal risk to the participants:

b) Describe why the waiver or alteration will not adversely affect the rights and welfare of the participants:

c) Describe why the research could not practicably be carried out without the waiver or alteration of informed consent:

d) Describe how additional pertinent information will be provided to participants during or after the research as appropriate:

6. Provide protocol-specific responses to either items a or b (or both if applicable) that describe why the waiver of written documentation is being requested for this research:

a) Describe how the only record linking the participant and the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality. Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participant's wishes will govern.
b) Describe why the research presents no more than minimal risk of harm to participants, and involves no procedures, for which written consent is normally required outside of the research context.

By signing this request for alteration or waiver of informed consent, I certify the information included in it.
Signature of Principal Investigator(s):

______________



________________________________
______________

Print Name



Signature



Date
_____________



________________________________
______________

Print Name



Signature



Date

IRB:  
 FORMCHECKBOX 
 Approved


  

 FORMCHECKBOX 
   Waiver or Alteration of the Consent Process 

 

 FORMCHECKBOX 
   Waiver of Written Documentation of Consent 


 FORMCHECKBOX 
 Denied

________________________________
______________
Signature IRB Chair


Date
Rev. 10/22/2014



