REGULATORY PAGE- WAIVER CRITERIA 
IDENTIFYING
 FORMCHECKBOX 
  1.  Identifying- Waiver of Consent
This protocol has been granted a Waiver of Consent to identify potential subjects via 45CFR46.116.
CONTACTING

 FORMCHECKBOX 
  2.  Contacting:  Not Health Care Provider- Waiver of Consent/Waiver of HIPAA Authorization
This protocol has been granted a Waiver of Consent via 45CFR46.116 and a Waiver of HIPAA Authorization via 45CFR 164.512(i)(2) to contact subjects by direct contact by a person who is not their health care provider.  
Direct contact may include phone, letter, direct email or approaching potential subjects while at UVa. 
The following HIPAA identifiers may be collected:  Name, medical record number, date of birth and contact information appropriate to the recruitment plan. 
The minimum necessary PHI to be collected includes only those items related to the inclusion/ exclusion criteria.  
 FORMCHECKBOX 
  3.  Contacting by Health Care Provider- Waiver of Consent 
This protocol has been granted a Waiver of Consent via 45CFR46.116 to contact potential subjects by direct contact by a person who is their health care provider. Direct contact may include phone, letter, direct email or potential subject approached at UVa by a person is their health care provider.

ENROLLING

 FORMCHECKBOX 
  4.  Waiver of Consent-Screening Log

This protocol has been granted a waiver of consent under 45CFR46.116 for a screening log. 

ADD ADDITIONAL REGULATIONS FROM ADMIN FORM AS APPLICABLE- E.G. DOD, FDA. 

IF PHI AND LDS ADD:
Health information meets the criteria of a limited data set- DUA sent to PI.
PICK ONE: Identifiable health information will not be collected in this study.  
OR  IF PHI AND IDENTIFIABLE ADD:  This protocol has been granted a waiver of HIPAA authorization under 45CFR 164.512(i)(2) for a screening log.  Tracking instructions sent to PI. 
The following HIPAA identifiers will be collected: INSERT.  
The minimum necessary PHI to be collected includes: INSERT. 
 FORMCHECKBOX 
  5.  Waiver of Consent/HIPAA Authorization- Main Study
This protocol has been granted a waiver of consent under 45CFR46.116 for the main study. 

ADD ADDITIONAL REGULATIONS FROM ADMIN FORM AS APPLICABLE- E.G. DOD, FDA. 

IF PHI AND LDS ADD: 

Health information meets the criteria of a limited data set.  DUA sent to PI.

IF PHI AND IDENTIFIABLE ADD:  

This protocol has been granted a waiver of HIPAA authorization under 45CFR 164.512(i)(2) for the main study. 
The following HIPAA identifiers will be collected: INSERT.   
The minimum necessary PHI to be collected includes:  INSERT.  

Subjects may not be contacted by any method (email, phone, in person etc.) to obtain more information for this study without additional IRB-HSR approval.  
No identifiable health information will be taken or shared outside of the UVa HIPAA covered entity. 
 FORMCHECKBOX 
 6.   Waiver of Documentation of Consent- Pre-Screening Questions
This protocol has been granted a waiver of documentation of consent for pre-screening questions under 45CFR46.117(c ).
ADD ADDITIONAL REGULATIONS FROM ADMIN FORM AS APPLICABLE- E.G. DOD, FDA. 
 FORMCHECKBOX 
 7.   Waiver of Documentation of Consent- Minimal Risk Pre-Screening Procedures
This protocol has been granted a waiver of documentation of consent for minimal risk pre-screening procedures under 45CFR46.117(c).   
ADD ADDITIONAL REGULATIONS FROM ADMIN FORM AS APPLICABLE- E.G. DOD, FDA. 

 FORMCHECKBOX 
 8.   Waiver of Documentation of Consent/HIPAA Authorization-Questionnaires
This protocol has been granted a waiver of documentation of consent under 45CFR46.117(c) , PICK ONE:  identifiable health information will not be collected in this study.  OR  IF INCLUDES IDENTIFIABLE HEALTH INFORMATION ADD:   and an alteration of HIPAA Authorization under 45CFR164.512(i)(2) to obtain oral HIPAA authorization for questionnaires.  
The IRB determined that obtaining written HIPAA authorization would be impracticable because INSERT CRITERIA FROM PROTOCOL/ ADMIN REVIEW FORM.  
ADD ADDITIONAL REGULATIONS FROM ADMIN FORM AS APPLICABLE- E.G. DOD, FDA. 

 FORMCHECKBOX 
  9.  Waiver of Documentation of Consent/HIPAA Authorization-Main Study
This protocol has been granted a waiver of documentation of consent under 45CFR46.117(c) , PICK ONE:  identifiable health information will not be collected in this study.  OR IF INCLUDES IDENTIFIABLE HEALTH INFORMATION ADD:    and an alteration of HIPAA Authorization under 45CFR164.512(i)(2) to obtain oral HIPAA authorization for the main study. 
 The IRB determined that obtaining written HIPAA authorization would be impracticable because INSERT CRITERIA FROM PROTOCOL/ ADMIN REVIEW FORM  

ADD ADDITIONAL REGULATIONS FROM ADMIN FORM AS APPLICABLE- E.G. DOD, FDA.
 FORMCHECKBOX 
  10.   Written Consent

Subjects will sign a consent form to participate in this study.
