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Remote Patient Monitoring (RPM)

Chronic disease management in the patient’s home including:

Daily Health Personalized

Sessions Interventions Targeted Education

Behavior Patient

Health  Coach Modification Empowerment
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Objective

* Recruitment of subjects for clinical trials from areas with the greatest
disparities is difficult and leads to biased research cohorts.

* Difficulties with participant recruitment from this underrepresented
population often hinges on the ability to obtain informed consent in their
local environment.

* Teleconsenting is a telemedicine mediated approach to obtaining
informed consent and offers a unique solution in overcoming the
limitations of traditional consent approaches in areas that are difficult for
research personnel to access.

* As a proof-of-concept for this approach, teleconsenting was utilized in the
enrollment of remote subjects in a home-based hypertension clinical trial.



Methods

e Potential participants that were identified by electronic health record review
or direct physician referral were screened by telephone.

* Individuals meeting eligibility criteria were mailed a kit including a consent
form and an electronic tablet with broadband connectivity.

* The informed consent process occurs during a study onboarding session with
a research nurse via an audiovisual encounter on the tablet.

* To begin the onboarding session, personal identifying information is
confirmed including name, address, date of birth, and social security number.

* The consent form is reviewed in detail and all questions answered.

* Consent to participate is confirmed by the push of a button on the tablet
which generates a time and date electronic signature that is securely
transmitted to the participant’s electronic health record.



Results

* Through the protocol described in the methods section, 75 subjects were
remotely enrolled in a clinical trial that was facilitated through a
teleconsenting process.

* 50.1% were females, and 50.1% were African American.

* Three potential participants did not complete enrollment due to:
* insufficient device connectivity
* time restraints preventing participation
* exclusion criteria not identified during the initial telephone screening.

* A substantial percentage of enrollees were found to reside in a rural county.



Conclusions

* Patients residing in remote geographies with inherent disparities in healthcare
and barriers to access are often underrepresented in clinical trials.

* Teleconsenting can potentially improve research subject recruitment by
reducing the barriers related to informed consent while preserving the context
of human interactions.

* This process may also assist with the challenges related to study coordinator
travels and regulatory management of subjects at remote sites.

* In this proof-of-concept study, teleconsenting was successfully utilized to
remotely enroll a large number of subjects in a home-based hypertension
clinical trial.
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