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Requirement to Obtain a Waiver of Informed Consent for Recruitment Purposes:
Immediate attention required for applicable studies  



· Effective immediately: Studies that have been granted a “waiver of HIPAA authorization for recruitment purposes” (casually known as “partial HIPAA waivers”) must also have a “waiver of informed consent for recruitment purposes”.  
· All IRB submissions of new studies that are requesting “waivers of HIPAA authorization for recruitment purposes” must also include a request for a “waiver of informed consent for recruitment purposes” in their submissions.  (See instructions below)
· All active studies that are currently enrolling new participants MUST SUBMIT A MODIFICATION  to the IRB to request a waiver of consent for recruitment purposes.
· If you are already planning to submit a protocol modification for other purposes, please also include a request for waiver of informed consent.  (See instructions below.) 
· The R&D Service has started contacting investigators to create modifications to request waivers of informed consent.  If you are not creating a modification for other purposes, please wait to request an IC waiver until you are contacted by the R&D Service.  
· All studies that are granted an IC waiver for recruitment must still obtain a signed informed consent document at the time of the informed consent process. (Unless a “full” waiver of informed consent has been granted).

· New studies that are requesting waiver of HIPAA authorization for recruitment purposes:
· In CICERO, select “Waiver or Alteration of Consent Process”.
· For Question 1, include the following information:
This request for waiver of informed consent is for recruitment purposes only for studies that also obtain a waiver of HIPAA authorization for recruitment purposes.  We will view information to determine eligibility but no research procedures will be conducted until such time that the participant agrees to take part in the study and signs the informed consent document. The recruitment process involves no more than minimal risk to the individual.
· For Question 2, include the following information:
This waiver request is for recruitment purposes only. If it is determined that the individual would be eligible to take part in the study, they will be approached and given the opportunity to agree and sign the informed consent document or they can decline participation.
· For Question 3, include the following information:
This waiver request is for recruitment purposes only. If it is determined that the individual would be eligible to take part in the study, they will be approached and given the opportunity to agree and sign the informed consent document or they can decline participation
· For Question 4, include the following information:
N/A. Individuals who would be eligible to take part in the study will be given the opportunity to agree and sign the informed consent document or to decline participation.
· For Question 5, include the following information:
N/A. 

· Modifying a current project:
· Go to study workspace and click, “Create Modification”.
· On the first page of the modification application, select “Other Change(s)” and describe the change being requested in response to question 2.  Suggested language: “We are requesting a waiver of informed consent for recruitment purposes.  This is a requirement for studies that have a waiver of HIPAA authorization for recruitment purposes.  Signed informed consent will still be obtained when a participant is recruited into this study.”  
· Continue through modification application, answering questions as applicable to modification being requested.
· On the last page of the modification application, click on the “Edit Copy of Study” link. Go to the Informed Consent Process page of the main application and add the selection “Request to Waive Consent/Parental Permission (Consent is not being obtained).” 
NOTE: You will now have two selections in this section; both “Written Consent Form” AND “Request to Waive Consent/Parental Permission (Consent is not being obtained).”
· Continue through the main application and answer the “Waiver or Alteration of Consent Process” questions as for new projects above. 
· Notify Jessica Mendoza, Human & Animal Research Protections Officer (x6512, jessica.mendoza@va.gov) when you have submitted the modification.

· References:
· VHA Handbook 1200.05 §29.f. The investigator must obtain and document legally effective informed consent of the subject or the subject's LAR [legally authorized representative] prospectively (i.e., no screening. . .can occur until after the IRB-approved informed consent requirements have been met). . . . The only exceptions are if the IRB. . . approves a waiver of the informed consent process. . . (see paragraphs 15 and 16). 
· VHA Handbook 1200.05 §15.e. Waiver or Alteration of Informed Consent. The IRB may approve an informed consent procedure that does not include, or that alters, some or all of the elements of informed consent set forth above, or waive the requirement to obtain informed consent provided that:. . . 
(2) The IRB finds and documents that: 
(a) The research involves no more than minimal risk to the subjects; 
(b) The waiver or alteration will not adversely affect the rights and welfare of the subjects; 
(c) The research could not practicably be carried out without the waiver or alteration; and 
(d) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.



For questions concerning this or other Research Service Bulletins or Hot Topics, contact:
Jessica Mendoza, 
Human & Animal Research Protections Officer
Room 3D-158
410-605-7000 x6512
jessica.mendoza@va.gov
