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	Ethical Access (HRPP 3.12)


Description:
This policy defines ethical access and describes UNMC’s requirements to protect the privacy of patients in the context of recruitment for participation in research, or for identification of subjects for review of medical records.

What is “Ethical Access”?
Ethical access means a researcher has an appropriate reason to access private information about a person to determine whether they may qualify for a research study that respects and does not violate that person’s privacy. 

Ethical Access for Recruitment of Subjects:
There are two parts to recruitment, each of which must respect the privacy of potential subjects:
1) Obtainment of information about the person which leads the investigator to believe or conclude that the person is eligible for the research (i.e. identifying people who may be potentially eligible for a study); and
2) Approach to the person to explain the research and obtain consent to participate (i.e. contacting people to discuss participation)

Obtaining Information (recruitment/determining eligibility):
Ethical access may occur in 3 ways:
1) Legitimate access through a job or clinical role:
a. Existing clinical relationship (e.g. treating provider, pharmacist, NP on care team)
i. This includes anyone who regular “rounds” with the care team: physicians, nurses, students, pharmacist, dietician, etc., as well as a research coordinator (who may or may not have a relationship with the subject outside of research) working with and under direct supervision of an investigator 
b. Collaboration with a provider in the same clinical group (e.g. covering call)
c. Professional duties (outside of their role as a researcher) that require access (e.g. hospital epidemiologist)
2) The subject has given permission:
a. The subject provided permission through the Nebraska Medicine or Children’s Nebraska Opt-In utilizing READi Core
b. The patient consented to be included in a research registry:
i. As part of another research study; or
ii. A separate Data Registry protocol including permission for review of record to determine eligibility for a study
c. The subject gave verbal or other permission for their records to be reviewed for a specific study 
i. Can be obtained informally by anyone with a clinical relationship 
3) IRB grants a waiver of Ethical Access:
a. Allowed only when:
i. Minimal risk to privacy
ii. A reasonable person would not object to a limited review of their record to determine eligibility
iii. It would be impracticable to recruit without the waiver

Approaching Potential Subjects to Explain Research (initial contact):
· Physical Approach (In-Person Contact): permitted only if
· The researcher already has a clinical relationship with the patient or can explain how they had appropriate access to the patient’s information, or
· Someone with an existing clinical relationship introduces the study and obtains subject’s permission for the research team to approach them and discuss the research
· Verbal Contact (e.g. phone/video call)
· Must follow same rules as physical approach
· If based on opt-in consent, must comply with HRPP Policy 3.6
· Written Contact (e.g. email, letter)
· Must also follow HRPP Policy 3.6 which governs content, format, sender information, and frequency of contact

Ethical Access for Medical Record Review:
For research involving review of medical/other records and when informed consent is waived, researchers must still have ethical access when identifying individuals from medical records.
After potential participants are identified, authorized study personnel may review records under the supervision of the Principal Investigator (PI). The PI is responsible for assuring appropriate confidentiality protections are in place.

Investigator Responsibilities:
· Investigators must describe in their application how they have ethical access or justification for a waiver of the requirement
· If the investigator does NOT have ethical access for the purposes of recruitment, they may add a co-investigator with appropriate access who would introduce the potential subject to the investigator
· If the investigator wishes to use a research coordinator acting on their behalf, justification must be provided in the application	Comment by Berger, Megan K: Is this still true? Section 5.1.2 of the revised policy
· If the investigator does not have ethical access for the purposes of review of medical records, they may:
· Add a co-investigator with appropriate access to identify eligible individuals and provide de-identified information; or
· Use an honest broker (see HRPP Policy 3.4) to identify eligible individuals and provide de-identified information; or
· request a waiver of ethical access with proper justification
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