TEMPLATE for Waiver of HIPAA Authorization for recruitment ONLY
myResearch Study ID #__________

HIPAA Waiver of Authorization Form
For Recruitment and Screening Purposes Only


All Stony Brook University investigators who conduct research where individually identifiable health information, Protected Health Information (PHI), is used, generated, or disclosed - are required by law to protect their research subject’s right to privacy of their health information. Use or disclosure of PHI requires subject authorization unless the use or disclosure is determined by the IRB to qualify for a waiver.   

Information described in blue is template language that may be used. 
Please note: Specific details are unique to each study and must be added for IRB review.  

A.	Describe, in detail, the health information that is to be collected for the research activity. Explain why this health information is the minimum necessary to meet the research objectives. Common identifiers may include medical record number, name, DOB, Phone #, Diagnosis, Address. This may vary by study. Provide accurate information and include the date range of records to be accessed. 
	Explain: 
     The use of the outlined PHI is for recruitment purposes only. Information accessed is the minimum necessary to determine if a patient may meet eligibility criteria for potential research subjects and, as appropriate, allow contact of potential participants to determine their interest in study participation.   
   
Describe health information to be collected for this research:     

Provide date range of records to be accessed:      

Identify the source of the health information (e.g., medical record, healthcare provider).  Note that the department or source (‘entity’) supplying the records must be able to account for disclosures made under this waiver. 
Explain:      

B. The IRB can waive the requirement to obtain authorization for use or disclosure of PHI if all of the following criteria are addressed and met in this form:

1. The use or disclosure of PHI for this research activity must involve no more than minimal risk to the privacy of individuals, based on at least the presence of:

a. An adequate plan to protect the identifiers from improper use and disclosure. Describe this plan in the text box below and indicate where the PHI will be stored and who will have access to it. This list must be inclusive (i.e. sponsor, IRB, OHRP, FDA, data safety monitoring boards, research team) as listed on the associated IRB application.
Explain: All identifiable private information will be stored on a password protected HIPAA compliant secure electronic platform accessible only by approved research staff and maintained behind the Stony Brook University firewall.   

b. An adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health, research, or legal justification for retaining the identifiers. Describe this plan in the text box below and include HOW the identifiers will be destroyed (e.g., shredding documents).
Explain: PHI of any records found to be ineligible will be deleted immediately. Research teams may retain identifiers of eligible subjects through the recruitment period. The list of identifiers will be destroyed at the conclusion of the recruitment period.

c. Adequate written assurances that the PHI will not be reused or disclosed to any other person or entity, except as required by law, or for other research which would be specifically approved by the IRB would qualify for a waiver of authorization. The Principal Investigator’s submission of this form in myResearch signifies assurance of compliance with this requirement.
Explain: PHI accessed for the purpose of recruitment will not be reused or disclosed for any other purpose or shared with another entity. PHI will be used by research staff only for the screening of eligibility and contact of potential participants except where required by law.

2. The research cannot practicably be conducted without the waiver.
Explain: The research cannot practicably be conducted without this waiver because access to Protected Health Information is necessary to identify individuals who may be eligible for the study. Without the waiver, researchers would be unable to screen for eligibility, which would prevent potential participants from being informed about and given the opportunity to take part in this study,

3. The research could not practicably be conducted without access to and use of the PHI.
Explain: Without access to the PHI outlined, the research team cannot determine eligibility or initiate contact to request their participation in the research study. Use of the PHI allows for accurate prescreening of eligible participants and avoids direct contact with patients for whom would not be eligible to participate.

(Please note: First contact for recruitment for those patients who have said NO in their Cerner record to being contacted about research must be made by someone who has a treatment relationship with the patient. The PHI cannot be used for data analysis or to support study results or conclusions.)



Principal Investigator Certification
Submission of this form and the accompanying myResearch submission constitutes the Principal Investigator’s certification that the PHI obtained will not be reused or disclosed to any other person or entity, except as required by law, or for other research specifically approved by the IRB.
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