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Institutional Review Board

University of North Carolina at Pembroke

Application for Human Subjects Research


Part B: Questions for Studies that Involve Direct Interaction with Human Subjects

→  If this does not apply to your study, do not submit this section.
B-1:  
Methods of recruiting.  Describe how and where subjects will be identified and recruited.  Indicate who will do the recruiting, and tell how subjects will be contacted.  Describe efforts to ensure equal access to participation among women and minorities.  Describe how you will protect the privacy of potential subjects during recruitment.  For prospective subjects whose status (e.g., as patient or client), condition, or contact information is not publicly available (e.g., from a phone book or public web site), the initial contact should be made with legitimate knowledge of the subjects’ circumstances.  Ideally, the individual with such knowledge should seek prospective subjects’ permission to release names to the PI for recruitment.  Alternatively, the knowledgeable individual could provide information about the study, including contact information for the investigator, so that interested prospective subjects can contact the investigator.  Provide the IRB with a copy of any document or script that will be used to obtain the patients’ permission for release of names or to introduce the study.  Check with the IRB for further guidance.
B-2:  
Protected Health Information (PHI).  If you need to access Protected Health Information (PHI) to identify potential subjects who will then be contacted, you will need a limited waiver of HIPAA authorization.  If this applies to your study, please provide the following information.

a.
Under this limited waiver, you are allowed to access and use only the minimum amount of PHI necessary to review eligibility criteria and contact potential subjects.  What information are you planning to collect for this purpose? 

b.
How will confidentiality/privacy be protected prior to ascertaining desire to participate?  

c.
When and how will you destroy the contact information if an individual declines participation?  

B-3:  
Duration of entire study and duration of an individual subject’s participation, including follow-up evaluation if applicable.  Include the number of required contacts and approximate duration of each contact.
B-4:  
Where will the subjects be studied?  Describe locations where subjects will be studied, both on and off the UNCP campus.
B-5:  
Privacy.  Describe procedures that will ensure privacy of the subjects in this study.  Studies that are anonymous have no identifying information collected.  Studies that are confidential contain information as to the identity of those who participate.  Examples include the setting for interviews, phone conversations, or physical examinations; communication methods or mailed materials.
B-6:

Inducements for participation.  Describe all inducements to participate, monetary or non-monetary.  If monetary, specify the amount and schedule for payments and if/how this will be prorated if the subject withdraws (or is withdrawn) from the study prior to completing it.  For compensation in foreign currency, provide a US$ equivalent.  Provide evidence that the amount is not coercive (e.g., describe purchasing power for foreign countries).  Be aware that payment over a certain amount may require the collection of the subjects’ Social Security Numbers.  If a subject is paid more than $200.00 per year, collection of subjects’ Social Security Number is required.
B-7: 
Costs to be borne by subjects.  Include child care, travel, parking, clinic fees, diagnostic and laboratory studies, drugs, devices, all professional fees, etc.  If there are no costs to subjects other than their time to participate, indicate this.
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