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APPLICATION FOR PARTIAL WAIVER OF AUTHORIZATION
FOR RECRUITMENT PURPOSES
This application is to be used only when requesting a Partial Waiver of Authorization to use or disclose Protected Health Information (PHI) for recruitment purposes.   Please complete the application, including the Principal Investigator’s signature on the Principal Investigator’s Assurance, before submitting for review.  If you have any questions, please call 1-888-636-1062 and a Sterling IRB staff member will be glad to assist you.
Federal regulations require that an individual’s signed authorization must be obtained before their Protected Health Information (PHI) can be used or disclosed for research purposes.  A Partial Waiver of Authorization can be sought from Sterling IRB that will allow you to collect, use or disclose PHI for the specific purpose of recruitment in research.  The waiver is considered only partial because the requirement to acquire written authorization from prospective subjects for any purpose other than that described in this application remains in force.  
The following criteria (45 CFR 164.512(i)(2)) must be met before a partial waiver will be granted: 

 

(A) The use or disclosure of protected health information involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:

 

(1)    An adequate plan to protect the identifiers from improper use and disclosure;

 

(2)    An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, 

         unless there is a health or research justification for retaining the identifiers or such retention is otherwise required 
         by law; and

 

(3)    Adequate written assurances that the protected health information will not be reused or disclosed to any other 
                                                              
         person or entity, except as required by law, for authorized oversight of the research study, or for other research 

         for which the use or disclosure of protected health information would be permitted by this subpart;

 
(B)  The research could not practicably be conducted without the waiver or alteration; and

 
(C)  The research could not practicably be conducted without access to and use of the protected health information.

	1.
	Principal Investigator’s Name:    
                                          
	 2. IRB ID#:
     

	3.
	Protocol Number:
     
	 4. Sponsor:
     

	5.
	Protocol Title:
     


	6.
	Contact Person:
     
	7. Telephone Number: 
(   )    -     x      

	8.
	Please describe the recruitment activities that will occur for this study, for which this partial waiver is being requested: (Please check all boxes that apply.)

 FORMCHECKBOX 
   Telephone screening 
 FORMCHECKBOX 
   Internet screening 

 FORMCHECKBOX 
   Create records containing PHI, with a potential study subject’s verbal permission

 FORMCHECKBOX 
   Access PHI from an existing database

           Does the Principal Investigator maintain the database?   Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

           If not, please identify the entity that maintains the database:      
 FORMCHECKBOX 
   Creation of a new database to retain potential study subjects’ PHI with their telephone permission                   

 FORMCHECKBOX 
   Other(s) (Please describe.  Should you require additional space for this, or any response, please continue your response on an attached page.):

             


	9.
	Please describe the PHI you will be requesting from potential study subjects during recruitment, for which use or access has been determined to be necessary, including:

 FORMCHECKBOX 
   Demographic information (i.e. Name, address, telephone number, email address)

 FORMCHECKBOX 
   Health history

 FORMCHECKBOX 
   Health information relating to the study’s inclusion and exclusion criteria (i.e., medications, surgeries, treatments)

 FORMCHECKBOX 
   Other PHI: (Please list)      


	10.
	Who will have access to the PHI obtained?

 FORMCHECKBOX 
   Principal Investigator
 FORMCHECKBOX 
   Sub-Investigator(s)
 FORMCHECKBOX 
   Study Coordinator(s)

 FORMCHECKBOX 
   Others (Please identify):      
a) Have all persons who will have access to the PHI been educated on the HIPAA Privacy Rule?        Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

b) Have all persons who will have access to the PHI been trained on your policies relating to privacy and confidentiality?     
        Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

c) Has a confidentiality agreement, business associate agreement, or similar obligation been signed by those persons who will have access to the PHI, to protect the confidentiality of the PHI?       Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

d) Is access to PHI limited to only those persons who need to have access for recruitment purposes?      Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

e) Are there any additional plans to protect the PHI from improper use and disclosure?   Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  

       If Yes, please specify:      


	11.
	Will the PHI be maintained electronically?     Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

     If Yes, does the database have a secure network, with limited access and password protection?       Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 




	12.
	Will the PHI be maintained on paper?            Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

     If Yes, will the paper documentation have limited access and be stored in a secure, locked area?     Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 



	13.
	Before any of the new recruitment records are created, will the potential participants be asked for permission to use and retain their PHI for recruitment purposes?        Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

  

	14.
	Please describe your plan to destroy identifiers at the earliest possible time.  (For reference, a list of identifiers is included at the end of this document.) 

If the potential study subject does not qualify for the study and does not give verbal permission to retain his/her PHI

for a future study, the

      FORMCHECKBOX 
   PHI will not be entered into the database.   

      FORMCHECKBOX 
   Identifiers will be blacked out.
      FORMCHECKBOX 
   Identifiers from the computer database will be deleted.
      FORMCHECKBOX 
   PHI on paper will be destroyed (shredded) immediately.
      FORMCHECKBOX 
   Other (Please explain):      
If the potential study subject does not qualify for the study but does give verbal permission to retain his/her PHI for a future study, the

      FORMCHECKBOX 
   PHI will be retained for recruitment purposes only.   

      FORMCHECKBOX 
   Other (Please explain):      
If the potential study subject does qualify for the study, the
 FORMCHECKBOX 
   PHI will be retained for recruitment purposes only.   Potential study subjects will go to the site to complete the screening and                                                                                                                                                                                                                                                                                              

          sign the HIPAA authorization to use and disclose their PHI.    

      FORMCHECKBOX 
   Other (Please explain):              


	15.
	Are there possible privacy risks to individuals whose PHI will be used or disclosed?           Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

        If Yes, please explain:      


	16.
	Will your recruitment method(s) adversely affect the rights and welfare of individuals?        Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

        If Yes, please explain:      


	17.
	a) Please explain why it would be impracticable for you to conduct the recruitment described in this application unless you are granted a Partial Waiver of Authorization. 

(i.e. “prospective subjects are not available to physically sign an authorization before their PHI is collected, because this recruitment involves a telephone screening interview”)   
     
b) Please explain why it would be impracticable for you to conduct the recruitment described in this application without access to and use of the PHI described in this application.

(i.e. “review of this PHI is necessary to determine whether prospective subjects are eligible for this study”) 
     



Principal Investigator’s Assurance:
I certify that the information provided in this Sterling IRB Application for Partial Waiver of Authorization is complete and accurate to the best of my knowledge.  

I understand that as Principal Investigator, I have the ultimate responsibility to ensure the protection of the rights and welfare of human subjects, the ethical conduct of this research protocol, and the privacy of research participants and maintenance of the confidentiality of their PHI.  I certify that:

1. Only PHI essential to the purpose of the recruitment described in this application will be used or disclosed as 
    described in this application, and such use or disclosure will be limited to the minimum necessary to accomplish 

    the intended purpose of the recruitment described in this application.  

2.  Access to the PHI will be limited to the greatest possible extent.

3. PHI obtained as part of the recruitment described in this application will not be reused or disclosed to any other 
    person or entity, other than those authorized to receive it, except: a) as required by law, b) for authorized 
    oversight of the research, or c) in connection with other research for which the use or disclosure of that PHI is 

    permitted by the HIPAA Privacy Rule.
4. The recruitment described in this application could not practicably be conducted without this partial  

     waiver of authorization.

5. The recruitment described in this application could not practicably be conducted without access to and use of the 

     PHI described in this application.

6. This partial waiver will not adversely affect the privacy rights and welfare of the subjects.
I agree to comply with all requirements of Sterling IRB as well as with all applicable local, state, and federal laws regarding the protection of human subjects in research, including the HIPAA Privacy Rule (45 CFR Parts 160 and 164).  
     
Printed Name of Principal Investigator

__________________________________________________________________       mm/dd/yyyy
Signature of Principal Investigator



                                    Date

SUBMIT TO:
Sterling Institutional Review Board

6300 Powers Ferry Road, Suite 600-351

Atlanta, Ga. 30339

(770) 690-9491 ■ 1 (888) 636 1062 ■ Fax: (770) 690 9492

Identifiers include:
1. Names

2. All geographic subdivisions smaller than a state, including street address, city, county, precinct, ZIP code, and their equivalent geographical codes, except for the initial three digits of a ZIP code if, according to the current publicly available data from the Bureau of the Census: a) the geographic unit formed by combining all ZIP codes with the same three initial digits contains more than 20,000 people; b) the initial three digits of a ZIP code for all such geographic units containing 20,000 or fewer people are changed to “000.”

3. All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older.  

4. Telephone numbers

5. Facsimile numbers

6. Electronic mail addresses

7. Social Security numbers  

8. Medical record numbers

9. Health plan beneficiary numbers

10. Account numbers

11. Certificate/license numbers

12. Vehicle identifiers and serial numbers, including license plate numbers

13. Device identifiers and serial numbers

14. Web universal resource locators (URLs)

15. Internet protocol (IP) address numbers

16. Biometric identifiers, including fingerprints and voiceprints

17. Full-face photographic images and any comparable images

18. Any other unique identifying number, characteristic, or code, unless otherwise permitted by the Privacy Rule for re-identification
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