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INSTRUCTIONS: FOR PARTIAL WAIVER OF AUTHORIZATION FOR SUBJECT RECRUITMENT APPLICATION

The Health Insurance Portability and Accountability (HIPAA) Privacy Rule impacts the way the potential research subjects are identified and recruited. As stated in the December 4, 2002 Office for Civil Rights guidance document, “A researcher who is not a part of the covered entity may not use the preparatory research provision to contact prospective research subjects.  Rather, the outside researcher could obtain contact information through a partial waiver of individual authorization by an IRB or Privacy Board as permitted at 45 CFR164.512 (i)(1)(i).”  A partial waiver of authorization may be granted to researchers for the purpose of participant screening by completing the attached Partial Waiver of Authorization application. If accepted by the CHFS Institutional Review Board (IRB), the partial waiver of authorization will grant researchers the right to screen and contact individuals who meet the protocol criteria.  Partial waiver of authorization does not eliminate the researcher’s responsibility to obtain informed consent or authorization from the subject prior to study enrollment.

Protocols submitted to the CHFS Institutional Review Board must meet the following criteria as described by CFR 164.512 (i)(2)(ii), before a partial waiver of authorization will be granted. Below each waiver element are examples of reasonable responses to the waiver requirements.

Waiver Criteria

1. The use or disclosure of protected health information involves no more than minimal risk to the individuals.

a. There is an adequate plan to protect the identifiers from improper use and disclosure.

b. There is 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 unless retention is required by law.

c. There are 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 project, or for other research for which the use or disclosure of protected health information would be permitted.

2. The research could not practicably be conducted without the waiver or alteration.

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

If the Institutional Review Board grants a partial waiver of authorization the researcher will be issued an acceptance letter.  The acceptance letter will include a statement that the Institutional Review Board has determined that the partial waiver of authorization, satisfies the above criteria. Depending on the established procedures at the institution’s disclosing the protected health information, a researcher may be required to present supporting documentation of the waiver of authorization to the disclosing institutions personnel.

After a partial waiver of authorization is approved, researchers should follow the appropriate ethical standards when contacting potential subjects for recruitment. The IRB may require that the initial contact should come from someone having legitimate knowledge of the potential subject’s health status, based on an established clinical relationship.

Allowable Recruitment Practices (with prior IRB Approval)

1. Health care providers who are conducting a study may talk with their own patients about the option of study enrollment.  

2. Health care providers may use their own knowledge of the patient’s condition and their knowledge about a colleague’s study to inform their patients about a study.  At that point, two possibilities exist:

a. The provider gives the researcher’s contact information to the patient, and the patient initiates the contact.

b. The patient signs a pre-approved authorization so that the provider can give the patient’s name to the researcher.
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3. Health care providers may release their patient records to a researcher, if the researcher obtains a waiver of authorization from an IRB or Privacy Board.  Then the researcher can review the chart, determine eligibility, and work with the provider on contacting potential subjects.  
 

4. The researcher posts IRB-approved flyers or advertisements, and eligible patients directly contact the researcher.  

To obtain a Partial Waiver of Authorization for Screening/Recruitment Purposes, certain criteria must be met. Below are some responses that may be helpful when preparing to justify the use of this Waiver. Acceptable responses are not limited to those presented here. 

1. The use of PHI for identifying eligibility and contacting potential subjects will not involve more than minimal risk to the individual's privacy. 

· The PHI being reviewed is not sensitive in nature and will not affect an individual's insurability, employability, financial standing or reputation.

· Access to the PHI is limited to only (provide names) research team members who are trained to protect the individual's privacy.

· The individual has received the Notice of Privacy Practices, which explains that (list facility name) is a research institution and that they may be approached to participate in a study. 

2. The Partial Waiver will not adversely affect the rights and welfare of the participants. 

· The PHI collected will not affect patient care. 

· Participation in the study presents the possibility of benefit to the individual. 

· The patient's care team will be informed of the patient's eligibility for a study. A member of the care team will make the initial contact with the potential subject. 

3. Recruitment cannot practicably be carried out without the Partial Waiver of Authorization. 

· The PI is unable to recruit subjects by the other recruitment methods outlined by the Institutional Review Board because: 

· The targeted study population does not have a treating physician to assist in the recruitment process. 

· The targeted study population will not be exposed to advertisements/media, or any institutional programs or activities.

· Historically, colleague assistance has been minimal, producing sub-par accrual.

4. Recruitment cannot practicably be conducted without the individual's PHI. 

· Health information is required to determine eligibility and identifiers are necessary to contact the individual for participation.  

FORM: PARTIAL WAIVER OF AUTHORIZATION FOR SUBJECT RECRUITMENT APPLICATION
STUDY NO:     






Principal Investigator:     
Coordinator:      

Address:     
Department:     


Building/Room No.     


Phone #     
Study Title:      
Study Sponsor:     
**************************************************************************************************************************************

This form must be completed and returned (along with a copy of the complete waiver request and any other appropriate items) to the IRB Administrator, Cabinet for Health and Family Services Institutional Review Board (CHFS-IRB) 275 East Main Street 1E-B, Frankfort, KY 40621.
1.
Will Protected Health Information (PHI) be disclosed outside the portion of the Cabinet for Health and Family Services covered by HIPAA?

 FORMCHECKBOX 
  no           FORMCHECKBOX 
   yes  If the answer is yes, describe the plan for accounting for the disclosures)

     
2.
Describe the screening/recruitment method, including the PHI source and specific items to be reviewed. 
     
3.
Please explain how your screening/recruitment method meets the following four criteria:

The use of PHI for identifying eligibility and contacting potential subjects will not involve more than minimal risk to the individual’s privacy:
     

Screening data will be de-identified or destroyed after*:

 FORMCHECKBOX 
Subject contact (e.g. mailings)

 FORMCHECKBOX 
Screen failure

 FORMCHECKBOX 
Completion of study accrual

 FORMCHECKBOX 
Other (please specify)     











*Identifiers must be destroyed at the earliest opportunity. Identifiers may not be shared (e.g. sponsor).
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STUDY NO:     
(b)   The partial waiver of authorization will not adversely affect the rights and welfare of the participants:  

 
     
Recruitment cannot be practicably carried out without the partial waiver of authorization:

     
Recruitment cannot practicably be conducted without the participant’s PHI:


     
The undersigned assures the Cabinet for Health & Family Services Institutional Review Board that the participant’s health information is protected against improper use or disclosure by agreeing to the following:

Only information essential to the purpose of screening/recruitment will be collected.

Access to the information will be limited to the greatest extent possible.

Protected Health information will not be re-used or disclosed to any other person or entity, except as required by law.

INVESTIGATOR'S SIGNATURE:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     DATE:     




            




       Printed Name





            

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     DATE:     
:   



            




           Printed Name




            

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     DATE:     




            




       Printed Name

(NOTE: Insert additional signature and date lines for each individual who will access patient data for subject recruitment.)
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