DRAFT Waiver or Alteration of Informed Consent Process
and Waiver or Alteration of HIPAA Authorization 
VA NYHHS Institutional Review Board (IRB)
Waiver or Alteration of the Informed Consent Process

Complete this application if you request to waive or alter the elements of informed consent.  
	Principal Investigator (PI):       

	Contact Person:       
	Phone number:      
	E-mail:      

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

     


1.  Is this research project governed by FDA (e.g., involve an investigational new drug or an investigational device)?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
No    If yes, the IRB cannot grant a waiver of informed consent.  

2.  Is the research governed by Department of Defense regulations?   FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No

If yes and if participants meet the definition of “experimental subjects,” informed consent cannot be waived without permission from the Secretary of Defense. 
Type of Request (may choose option 1, 1 and 2, 2, or 3):
	 FORMCHECKBOX 

	1.  Waive the informed consent requirement for screening/recruiting purposes.  Informed consent will be obtained from participant prior to enrollment in research study.

	 FORMCHECKBOX 

	2.  Waive or alter one or more specific elements of informed consent.  
· Note:  If you also wish to waive documentation of informed consent, complete and submit a Waiver of Informed Consent Documentation.

	 FORMCHECKBOX 

	3.  Waive the requirement to obtain informed consent (to screen/recruit AND conduct).


Criteria to be Eligible to Submit a Waiver or Alteration Request (choose one):

See:  38 CFR 16.116(c) / 45 CFR 46.116(c)

	 FORMCHECKBOX 

	· The research involves no more than minimal risk to the subjects;

· The waiver or alteration will not adversely affect the rights and welfare of the subjects;

· The research could not practicably be carried out without the waiver or alteration; and

· Whenever appropriate, subjects will be provided with additional pertinent information after participation.                  

	 FORMCHECKBOX 

	· 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: (i) public benefit or 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; and 

· The research could not practicably be carried out without the waiver or alteration.


3.  Explain why the research activity involves no more than minimal risk to the subjects.  If you are requesting a waiver to screen/recruit AND alter one or more specific elements of informed consent, provide rationale for both actions.
     
4.  Explain why the waiver or alteration will not adversely affect participant rights and welfare.  If you are requesting a waiver to screen/recruit AND alter one or more specific elements of informed consent, provide rationale for both actions.
     
5.  Explain why the research could not practicably be carried out without the waiver or alteration.  If you are requesting a waiver to screen/recruit AND alter one or more specific elements of informed consent, provide rationale for both actions. 

     
6.  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:   FORMCHECKBOX 
 N/A
     
Elements of Informed Consent

7.  Indicate the elements of informed consent that you wish to waive or alter.  For your convenience, the current informed consent headers are listed under each element.  You may use this table as a guide to help you determine which sections of the ICF you may waiver or alter.      FORMCHECKBOX 
 Not applicable

	Elements of Informed Consent

	 FORMCHECKBOX 

	1.  Request to waive all elements of informed consent.

	 FORMCHECKBOX 

	2.  Background and Purpose
· Why is this research being done?

· As applicable, each header contains the word “research” 

	 FORMCHECKBOX 

	3.  Duration of the Research
· How long will I be in this research study?  |  (May also discuss in the “procedures” section)

	 FORMCHECKBOX 

	4.  Study Procedures
· What procedures, drugs, or other treatments are involved in this research study?

	 FORMCHECKBOX 

	5.  Possible Risks or Discomforts

· What are the risks and discomforts of participating in this research study?

· What genetic testing is done in this research study, and what is the risk?

	 FORMCHECKBOX 

	6.  Potential Benefits
· Will I benefit from taking part in this research study?

	 FORMCHECKBOX 

	7.  Alternative Procedures 

· What other options do I have?

	 FORMCHECKBOX 

	8.  Confidentiality
· Will anyone else have access to my research data?

· How will my research data be protected and secured?

· Are there any limits to the privacy and confidentiality of my research information? 

	 FORMCHECKBOX 

	9. Cost to Participants and Payments

· Does participation in this study cost anything?
· Will I receive any compensation (money or other) for taking part in this research study?

· How will I be compensated?

	 FORMCHECKBOX 

	10.  Medical Treatment and Compensation for Injury
· What will happen if I am injured while participating in this research study?

	 FORMCHECKBOX 

	11.  Contact Information
· Who do I contact if I have questions or concerns about the research study?

	 FORMCHECKBOX 

	12.  Voluntary Participation
· Can I refuse to be in the study or withdraw at a later time?

	 FORMCHECKBOX 

	13.  Right of Investigator to Terminate Participation
· Are there reasons why my research participation may end early?

	 FORMCHECKBOX 

	14.  Significant New Findings (if Applicable)
· Will new findings that may affect my willingness to participate be shared with me?

	 FORMCHECKBOX 

	15.  Disclosure of Results (if Applicable)
· Will I receive a report of the results of the study?

	 FORMCHECKBOX 

	16.  Payment to Investigators (if Applicable)
· Do any of the researchers have a financial interest related to this research study?

	 FORMCHECKBOX 

	17.  Genetic Research (if Applicable)
· Will results of any genetic testing be disclosed to me?

	 FORMCHECKBOX 

	18.  Tissue Banking (if Applicable)
· Will any of my data, blood, tissue, or other samples be stored and used for future research?


	Investigator Assurance

	Even though a waiver or alteration may be granted, I acknowledge that it is still my responsibility to ensure that the rights and welfare of the participants are protected in accordance with VA and other federal requirements.

	     
	     

	Principal Investigator Name
	Date


	IRB Use Only  (choose all that apply)

	 FORMCHECKBOX 

	The request to waive informed consent for screening/recruitment is approved.

	 FORMCHECKBOX 

	The request to waive or alter one or more specific elements of informed consent is approved.

	 FORMCHECKBOX 

	The request to waive the entire informed consent process is approved.

	 FORMCHECKBOX 

	The waiver or alteration is not approved.  Reasons for disapproval are indicated in the comments below.

	Comments:       


	     
	     

	IRB Reviewer Name
	Date


	Investigator:  

	Durham VAMC
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