INDIANA UNIVERSITY EAST INSTITUTIONAL REVIEW BOARD (IRB) REVIEW
RECRUITMENT CHECKLIST
for Use of Health Information


Project Title:      	
IRB Study #:      	
Principal Investigator:      	

You must complete this checklist if the study involves the use of health information to identify or recruit potential subjects. New federal privacy regulations impact how you may use an individual’s health information to identify, recruit and contact potential research subjects.  Under the Health Insurance Portability and Accountability Act (HIPAA) recruitment is considered research and requires either an authorization or a waiver of authorization.
While an authorization or waiver of authorization may not always be required by HIPAA, the Indiana University Bloomington IRB Policy will require that the subject be contacted by someone that the patient would recognize as being involved in their care.  
	

Section I:  Recruitment Strategies

Please describe how you will handle recruitment for your study:

1. 	Describe how potential subjects will be initially identified (include specific source, e.g. databases, medical records, advertisements, newsletters, self-referral, physician referral, from clinics, etc.):
[bookmark: Text61]
     

2.	Describe how potential subjects who are identified will be contacted (e.g. letter, phone call, face-to-face) and who will be contacting them (e.g. their physician, research coordinator, nurse, etc.).  Include a copy of all information to be shared with or intended to be seen by potential subjects.

     


Please check all the recruitment strategies below that will be utilized. 

Please be aware that recruitment includes identification, review of records to determine eligibility or any contact to determine a potential subject’s interest in a study.

|_|	1.	Care Provider: Recruitment will be done by the researcher who is a physician, dentist, nurse or other licensed independent practitioner who has provided care for the patient.
Neither an Authorization from the Subject nor approval to Waive Authorization from the IRB is required.

|_|	2.	Authorized Delegate – Same Organization: Recruitment will be done by a researcher who did not provide care for the patient, but who will act as an authorized delegate of the treatment provider and who is part of the same Department or practice plan.  The researcher must obtain approval from the treatment provider to act as a representative contacting the potential subject.  For example: “I am a colleague of Dr. “X”, or I work for Dr. X who gave me permission to contact you regarding….”  However, the IRB will judge the appropriateness of this approach on a case-by-case basis.

Neither an Authorization from the Subject nor approval to Waive Authorization from the IRB is required.

|_|	3.	Authorized Delegate – Separate Organization: If the researcher is not the treatment provider and is not part of the same Division, Department or practice plan of the treatment provider, then contact must be made as follows:  Please check all that apply.

|_|	The treatment provider will direct the prospective subject to contact the researcher. 
Neither an Authorization from the Subject nor approval to Waive Authorization from the IRB is required. 
|_|	The treatment provider will obtain an authorization from the potential subject to release the subject’s demographic and/or health information to the researcher.  
Submit an Authorization for recruitment for IRB Approval.
|_|	Neither of the previous options applies to this study.  A waiver of authorization will be required, but will only be allowed in limited circumstances where the appropriate justification is provided to the IRB.
Complete the Waiver of Authorization Section on this Checklist. 

|_|	4.	Self Referral – A subject is responding to an ad for a specific study, or places a cold call regarding research studies in general.  
|_|	If you need to do a basic initial screening, you may gather minimal information necessary to determine whether the individual is eligible for further screening and/or enrollment.  For instance, obtaining the individual’s contact information and explaining two or three major inclusion/exclusion criteria would be acceptable.  Covering the entire Informed Consent or an exhaustive list of inclusion/exclusion criteria does not constitute a “basic” initial screening. 
Neither an Authorization from the Subject nor approval to Waive Authorization from the IRB is required. 
|_|	If you need to gather additional detail about an individual’s health to determine the individual’s eligibility, an authorization or waiver of authorization is required.  Please note that a telephone script must be submitted unless an authorization will be obtained.
Submit an Authorization for recruitment for IRB Approval or Complete the Waiver of Authorization Section on this Checklist.
|_|	If you wish to add an individual’s information to an IRB-approved recruitment database for future research, an authorization or waiver of authorization is required.  (See database questions below.)
Submit an Authorization for recruitment for IRB Approval or Complete the Waiver of Authorization Section on this Checklist.
|_|	If you wish to refer the individual to another research area/department, you must give the potential subject the researcher’s contact information*: 
Neither an Authorization from the Subject nor approval to Waive Authorization from the IRB is required.
|_|	Recruitment practices that were approved prior to April 14, 2003, which do not fall into any of the above listed categories.
Complete the Waiver of Authorization Section on this Checklist.
* This does not prohibit or interfere with the ability to refer patients for treatment purposes to other providers.

Section II:  Recruitment Databases

Instructions: This section applies to databases that are developed and/or used exclusively for research or recruitment purposes and not for patient care.  

|_|	1.	A recruitment database that includes health or demographic information will be developed and used to identify and recruit potential research subjects.  NOTE: If you plan to use this research database as a recruitment tool for future research projects, then a separate research database protocol should be submitted to the IRB for approval.

Please describe:      
		
|_|	2.	An existing IRB-approved recruitment database will be used for this project. 

Please Provide the IRB # for the approved Recruitment Database Protocol:      

|_|	3.	An existing research database (i.e. data that was previously collected for research purposes and not patient care) will be used for recruitment for this project. 

Please describe:      

Submit an Authorization for recruitment for IRB Approval or Complete the Waiver of Authorization Section on this Checklist. 


Section III:  Waiver of Authorization for Recruitment

|_|	I am not requesting a waiver of authorization for recruitment.  
|_|	I am requesting a waiver of authorization for the study, including recruitment, enrollment, and study procedures.  Complete the questions below and Section XV of the Summary Safeguard Statement.
|_|	I am requesting a waiver of authorization for recruitment only.  Complete the questions below.

NOTE: Approval of a waiver of authorization for recruitment does not imply approval of a waiver of authorization for enrollment (this must be requested separately in Section XV of the Summary Safeguard Statement).  Any waiver of authorization, whether for recruitment or enrollment, requires you to track the disclosures of health information for a period of six years. 

To request a waiver of authorization for recruitment, the following criteria must be satisfied:

1. Explain how the recruitment process involves no more than minimal risk of loss of privacy to the subject:

     

i.	Describe the plan for protecting the identifiers from improper use and disclosure.

     

ii.	Describe the plan to destroy the identifiers at the earliest opportunity that is appropriate for the research study.  Identifiers may only be maintained following completion of a study if there is a legitimate reason for maintaining the data (e.g. required by law, etc.)

     

iii.	Provide written assurances that the identifiable health information will not be re-used or disclosed to any other person or entity, except as required by law, for authorized oversight of the study or for other permitted research purposes.

     

2. Explain how the research could not be practicably conducted without a waiver of authorization.

     

3. Explain how the research could not be practicably conducted without access to and use of the individually identifiable health information.

     
	

IRB Approval of Waiver of Authorization:

Authorized IRB Signature:	Date Approved:	
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