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Recruitment and HIPAA 

	


	Along with other changes brought on by HIPAA, recruitment techniques now must meet HIPAA standards for privacy and confidentiality. These guidelines describe four acceptable types of recruitment. 
1. Research Recruitment by Treating  Physicians/Staff.  Physicians and other health care providers may contact their own patients for purposes of recruiting them to participate in a research study.   
a. Treating physicians and staff within a division who work collaboratively to treat patients in clinic and who are also assigned to work on research protocols may review the clinic patients’ records to identify potential research subjects for research protocols in which the division physicians are participating, provided that the reviewer must agree that: 

i)                    the sole purpose of the record review is to identify prospective research participants;
ii)                  the patient information to be reviewed is necessary to identify prospective participants for the study; and
iii)                neither the patient records nor any patient-identifiable information will be copied or removed from the UAB/HSF premises.
b. After reviewing patient records to identify prospective research participants, treating physicians/staff may contact these patients to discuss the research opportunity. 

2. Research Recruitment by Non-Treating Physicians/Staff.  Additional requirements must be met if physicians and other health care providers wish to contact other patients for purposes of recruiting them to participate in a research study.   
a. For a researcher and staff to review records or obtain lists of other physicians’ patients, medical records, test results or other clinical information when the researcher/staff is not involved in the treatment of the patients, the researcher/staff must include a description of the plan for recruitment in the IRB protocol submission; describe the method of contacting the individuals; and demonstrate the concurrence of the primary treating physician.  In addition, consistent with UAB and HSF policies, the researcher/staff must agree that: 
i)                    the sole purpose for obtaining the patient information is to identify prospective research participants; 
ii)                  the patient information sought to be reviewed is necessary to identify prospective participants; and
iii)                no patient-identifiable information will be copied or removed from the UAB/HSF premises. 
b. IRB policy is to generally require that any contact of possible recruits be done by the primary treating physician, although in some instances the IRB may permit contact by the researcher and the primary treating physician (i.e., joint letter) or by the researcher referencing the primary treating physician in the initial contact with the patient.  Each protocol is reviewed by the IRB on a case-by-case basis to ensure that recruitment by researchers is done in a manner that does not inappropriately intrude on an individual’s privacy.  
3. Screening for Eligibility.   If screening potential research participants for eligibility in protocols involves soliciting health information from the participants, the researcher/staff must either (a) obtain a signed Authorization from the participant prior to the screen or (b) request from the IRB a partial waiver of the Authorization to allow the solicitation of health information for screening for eligibility into the protocol.  (A sample request for partial waiver of the Authorization to allow solicitation of health information for screening purposes can be found on the IRB web site). 
4. Requesting that interested individuals contact the research staff.  Researchers may continue to recruit individuals to participate in research protocols through IRB-approved advertisements, brochures, etc.  


Questions and Answers
Don't see your question listed? Send email to irb@uab.edu.

Can faculty in a Division review their patient records to identify possible enrollees in clinical trials conducted through the Division and to speak with the patients about the clinical trials?
Yes. Physicians and their staff may review their clinic records to identify potential recruits without obtaining a HIPAA authorization, provided that a review of patient records is necessary for this purpose, the information is used solely for this purpose, and neither the clinic records nor any patient-identifiable information is copied or removed from the UAB/HSF premises. Treating physicians and their staff may discuss research protocols in which they are involved with their clinical patients without obtaining a HIPAA authorization for that discussion. 


Can a researcher in a specialty division look at Hospital and Clinic patient records of individuals who are not patients in that division and flag the records of patients eligible for a study conducted in that researcher's division?
Yes, if it is necessary to identify patients eligible to participate in the study; if the information is used solely for the purpose of identifying eligible patients; and if the information is not copied and does not leave UAB/HSF. The researcher must have previously described this proposed recruitment process in the IRB protocol submission and received approval. No HIPAA authorization is required. 



May a specialty division researcher obtain a list of patients from the Division of Internal Medicine who may qualify for the researcher's clinical trial?
The researcher must obtain the concurrence of the primary treating physician as well as describe this recruitment process in their IRB application and receive IRB approval to obtain the patient list. In addition, the specialty division researcher must limit use of the information solely for recruitment into the research protocol; the information must be necessary in order to conduct the research; and the information may not be copied or removed from UAB/HSF. 



With concurrence of the treating physician and IRB approval of recruitment plans in place, can the specialty division researcher ask the treating physician in Internal Medicine to discuss enrollment in the trial with the physician’s patients?
Yes. Physicians may discuss clinical trial enrollment with their patients without obtaining a HIPAA authorization for that discussion. 



Can the specialty division researcher and the treating Internal Medicine physician send a co-signed letter to identified patients that describes the research study and requests that the patients directly contact the specialty division researcher?
Yes, if the recruitment process has been previously described and included in the IRB protocol submission and the IRB determines that a co-signed letter is an appropriate means to contact eligible patients. 



Can a specialty division researcher contact the Internal Medicine patients unilaterally from the list given to them by the treating physician?
Generally, no. The IRB generally requires that the researcher and primary treating physician communicate jointly with patients or that the treating physician refer the patients to the researcher. 



A physician provides care to a patient who would be a good candidate for a study his colleague in another Department is conducting. The physician wants to tell the faculty member in this other Department about the patient. Is this permissible?
The physician may tell the colleague in the other Department about the patient as long as the other colleague in the other department limits use of the information to recruitment for the research protocol, the information is necessary in order to conduct the research and the colleague does not disclose the information outside UAB/HSF. Any contact with the patient should be pursuant to a recruitment process previously described to and approved by the IRB, with the concurrence of the primary physician. 



May a researcher review the results of clinical tests performed in the Hospital on individuals who are not this researcher’s patients, with the purpose of contacting those patients with a positive result to discuss enrollment in a clinical trial conducted
through that researcher’s division/department? 

To do so, the researcher must obtain the concurrence of the physician who ordered the test, describe the recruitment process to the IRB, and obtain IRB approval. This recruitment process must be necessary in order to conduct the research; must be limited solely to the research recruitment; and the information may not leave UAB/HSF. Any contact with the patient must be in conjunction with the patient’s treating physician. 





