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1R21TR002088-01 Obeid, Jihad

RESUME AND SUMMARY OF DISCUSSION: This is a new application for the Limited Competition:
Exploratory CTSA Collaborative Innovation Award (R21) from the Medical University of South Carolina
entitled “Investigating teleconsent to improve clinical research access in remote communities.”

This application addresses the important issue of obtaining informed consent using teleconsent via a
combination of online forms and video conferencing for translational research and other research
projects. The strengths of this application include the ability to recruit patients from remote areas, an
investigator who is experienced with the proposed intervention, the implementation and adoption of
technology to reduce travel burden on participants as well as regulatory burden on clinical investigator,
and a study that is likely to yield useful information on the intervention approach. While this study is
carefully designed, there are a number of perceived limitations. Some of the weaknesses include little
involvement of participants, communities and families in the design, management and interpretation of
the study. There is also lack of discussion or presentation of information on previous attempts to
address teleconsent and whether or not this is a particularly innovative approach, along with some
concern about the ability or utility of the instruments that are being used. Other concerns include how
the project would be managed within and across the sites, perhaps related to the suggestion for
additional senior involvement, and a lack of discussion as to how the investigators will identify and
manage the inability of participants to provide consent. There were some differences of opinion
regarding whether a truly participatory study would be difficult to implement within the time frame, and
whether the use of a mixed methods approach allows sufficient feedback from participants. In
summary, despite the strengths of the application, the number of weaknesses slightly tempered the
reviewer’s enthusiasm for this application.

Overall, the application received an Impact/Priority Score of 35; the committee recommended the
budget as requested.

DESCRIPTION (provided by applicant): Recruitment and enroliment of eligible research participants
into clinical trials is a major challenge in most clinical settings, including informed consent at remote
sites. Studies often fail to meet enroliment goals, resulting in costly time extensions, underpowered
results, and in some cases early termination. Informed consent is an essential process involving trained
research personnel meeting face-to-face with participants, which can be especially challenging during
busy clinic schedules or recruitment at remote locations. An innovative informed consent approach that
leverages telemedicine technology (teleconsent) was developed at the Medical University of South
Carolina (MUSC). Teleconsent allows research personnel to: 1) meet and discuss the study with a
prospective participant virtually using a video feed; 2) share an informed consent document that can be
collaboratively filled out by participant and personnel in real-time; and 3) generate an electronically
signed informed consent that is available for immediate download or print by both parties. The objective
of this proposal is to evaluate teleconsent in real-world environments across two institutions, MUSC
and the University of North Carolina at Chapel Hill. This includes the examination of ethical and privacy
concerns by stakeholders and the community, and identifying barriers to adoption. The aims are to: 1)
evaluate the feasibility, ethics, and impact of teleconsent on access at remote sites including
underserved communities and on informed consent comprehension; 2) assess the usability of the
technology and its impact on the research workflow, both at local (coordinating center or researcher's
home institution) as well as at remote locations (remote clinics or other recruitment facilities). If
successful, this work will show the utility of this new technology, identify potential barriers to adoption
and inform implementation in other research environments. A positive outcome should provide an
avenue to improve recruitment/enroliment rates, reduce the burden associated with obtaining regulatory
approval for remote sites, lower the costs of remote enroliment, and extend research into underserved
areas, without negatively impacting the informed consent process.
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PUBLIC HEALTH RELEVANCE (provided by applicant): The objective of this proposal is to evaluate
teleconsent, a novel telemedicine informed consent system, in order to study the advantages of
teleconsent, the barriers to its adoption, and its impact on the informed consent process. The goal of
this work is to improve the adoption of this technology and improve the overall research process, with
reduction in travel burden on research participants and regulatory burden on clinical investigators.
Facilitating enrollment into clinical trials will in turn accelerate the development of new treatments.

CRITIQUE

Critique 1

Significance: 4
Investigator(s): 2
Innovation: 5
Approach: 4
Environment: 2

Overall Impact

This project focuses on deploying and evaluating teleconsent for remote patients for clinical trials. This
study is carefully designed with the aims of evaluating the teleconsenting approaches of patients using
a combination of online forms and video conferencing based consulting and the impact on clinical
workflow. The overall design is carefully considered including sample size and the justification on the
consortium is solid. However, what dampens the enthusiasm is that the idea of remote consent is not
new and has apparently been considered by the Food and Drug Administration (FDA) for years.

Significance
Strengths

e The scientific premise of this project is sound as there is a need for increasing the participation
and access to clinical trials for patients living in remote areas. The consenting and consulting for
these patients are usually difficult and teleconsenting, taking advantage of Information
Technology (IT) development, is an alternative choice which can potentially improve the delivery
of advanced health care to these patients.

e The patients covered by these two CTSA institutes have a higher than average
underrepresented patient groups living in remote areas, and there is a need for improving health
care disparity using IT technologies.

Weaknesses

e Since there have been a number of studies on remote consent using various mobile
applications, it is not clear what new insight is going to be gained from this study.

Investigator(s)
Strengths
e Dr. Jihad Obeid, M.D. is a well-known expert on biomedical informatics.
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e This is a comprehensive team including all the expertise and stakeholders.
Weaknesses

e None.

Innovation
Strengths

e Teleconsent using the Doxyme application.
Weaknesses

e There have been many studies on remote consent and an evaluation report (a PubMed search
leads to 252 entries with the newest one being one for formative evaluation of mobile eConsent
using an application). So the concept is not innovative.

Approach
Strengths

e The study is carefully designed and rigorous with a statistically justified cohort size, balanced
gender and ethnicity.

e The study covers not only evaluation on patient’s experience, but also appraises clinical
workflow using clear evaluation methods.

Weaknesses

e According to the Institutional Review Board (IRB), all the participants need to complete IRB-
approved consent.

Environment
Strengths

e The environment in Medical University of South Carolina (MUSC) and the University of North
Carolina (UNC) is adequate for this project.

Weaknesses

e None.

Protections for Human Subjects

Acceptable. The IRB is consulted and a clear guideline is given. According to the IRB rules, all the
participants need to complete IRB-approved consent. But since the test itself is on consenting, it is
curious how this loop cannot be broken.

Inclusion of Women, Minorities and Children and not IRB Exemption #4.
e Sex/Gender: Distribution justified scientifically.
e Race/Ethnicity: Distribution justified scientifically.
¢ Inclusion/Exclusion of Children under 18: Excluding ages <18; justified scientifically.
e The inclusion and distributions are well justified.

Resource Sharing Plans
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Acceptable.

Budget and Period of Support
Recommend as Requested.

Critique 2

Significance: 1
Investigator(s): 1
Innovation: 2
Approach: 1
Environment: 1

Overall Impact

The purpose of this study is to evaluate teleconsent, a telemedicine informed consent system, to study
the advantages of teleconsent, barriers to adoption, and impact on the informed consent process.
Overall, the longer term goal is to improve the adoption of this technology, overall research process,
and reduce travel burden on research participants and regulatory burden on clinical investigators. This
is an innovative concept and the exploratory aims are appropriate to test this new technology and
process. The methods are well conceptualized, the analyses section is strong, and the actual
teleconsent has multiple modalities. This is a thoughtful application lead by an experienced team and
has high potential for impact.

Significance
Strengths

e Using telemedicine to obtain consent could increase access to clinical trials, reduce travel
burden on staff and patients.

e Results could be implemented across CTSA.
Weaknesses

e None noted.

Investigator(s)
Strengths
e The team has significant experience in telemedicine, e-consent, and developing such platforms.

Innovation
Strengths

e Leverages the benefits of telemedicine technology increase access, reach, and enrollment into
clinical trials.

Weaknesses
e None noted.
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Approach
Strengths

e Well conceptualized methods and analysis plans and a very well written application.
e Feasibility and usability assessments are well-described.

e Considerations of ethics for using teleconsent in underserved populations.

e Assessment of impact on workflow etc., will add significant information to the area.

e The use of observation and self-report for outcomes and mixed data (qualitative and
quantitative) is a strength.

e The e-consent itself takes into account multiple learning needs (video and audio not just text).
Weaknesses

e Because the aims are formative in nature, there may not be a need to randomize to paper or
teleconsent groups; however, this is merely a comment not a weakness, per se.

Environment
Strengths

e Excellent environment at MUSC.
Weaknesses

¢ None noted.

Protections for Human Subjects

Acceptable Risks and/or Adequate Protections. This is an interesting concept in that informed consent
is required to test a consent format. However, participants will be asked to sign consent.

Inclusion of Women, Minorities and Children and not IRB Exemption #4.
e Sex/Gender: Distribution justified scientifically
e Race/Ethnicity: Distribution justified scientifically
¢ Inclusion/Exclusion of Children under 18: Excluding ages <18; justified scientifically.
e Allinclusions and exclusions are appropriate for this study.

Resource Sharing Plans
Acceptable.

Budget and Period of Support:
Recommend as Requested.

Critique 3
Significance: 3

Investigator(s): 3
Innovation: 3
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Approach: 4
Environment: 1

Overall Impact

MUSC and the UNC CTSA hubs are requesting support for an evaluation of teleconsent procedures for
clinical trials developed and currently in limited use at MUSC. The teleconsent procedures allow
research personnel to use video feeds to meet and discuss a study with prospective participants; share,
review, discuss and complete an informed consent document in real time; and generate an
electronically signed consent document. This application addresses an important issue in obtaining
informed consent for translational and other research projects. The applicant has some experience with
the proposed intervention, multi-methods are appropriately used in the evaluation, and the study is
likely to yield useful information on the intervention approach. However, there are also limitations that
restrict the potential impact. First, there is little involvement of participants, communities, and families in
the design, management, and interpretation of the study. The project would benefit from some senior
oversight. There is little discussion of how the investigators will identify and manage participant inability
to provide consent. It would also have been helpful if there is more clarity in identifying circumstances
or populations with whom the approach is likely to be most appropriate.

Significance
Strengths

e This project addresses part of the problem in recruiting and retaining patients in clinical trials,
particularly multi-site trials with potential and actual participants at some distance from trial sites.

o Theoretically at least, successful completion of the study will provide an alternative to face-to-
face participant enrollment.

e The applicant will make the platform and procedures available for use at other CTSA hubs.
Weaknesses

e While the results of this study may increase participation in studies in rural and isolated sites, it
is not clear how the results may serve to increase participation among minority and
disenfranchised communities.

e While there are provisions for dissemination, interventions like this may require technical,
training, and other types of support for dissemination to other settings. It is not clear how this
would occur.

e ltis not at all clear how they will identify and manage potential participants who are not able to
provide consent.

Investigator(s)
Strengths

o The PI, Co-Is and staff appear generally well qualified; although the Pl is an Associate
Professor and all of the Co-Is at MUSC are Assistant Professors. The study might benefit from a
more senior oversight committee or advisory committee.

Weaknesses

e There is little information on exactly how the project will be managed and coordinated within
MUSC, within UNC, and across the two institutions.

e Dr. Nichols has appropriate experience in Community-Based Participatory Research (CBPR),
health literacy and related areas, but it is not clear from her vitae or narrative how much
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experience she has directly related to the qualitative interviewing and analysis tasks in Sub-aim
1 and Sub-aim 2, or in mixed methods.

Innovation
Strengths

e The inclusion of qualitative, quantitative and mixed methods in this study is a very positive
aspect of the design.

Weaknesses
e The applicant provides some information on the specific instruments used in Sub-aim 1b.

However, internal consistency measures actually do not seem to say very much about how well
the instrument represents or measures the underlying concepts.

e It would be particularly useful to have more information on how effective the Quality of Informed
Consent is in identifying individuals who are not able to provide informed consent.

e There is a lack of information on other projects that have addressed this issue, and how
innovative this approach is.

Approach
Strengths

e The overall approach is appropriate as first steps in validating this approach to informed
consent. Alternative approaches to dealing with barriers are discussed.

e The project is very likely to provide useful information. However, it is not completely clear how
they will know if their approach is successful.

e While the applicant notes that this approach is being used and considered for a few projects at
MUSC, little information is provided on issues related to the strategy.

e There is limited discussion of dissemination of the proposed approach, and the applicant does
agree to make the platform available.

Weaknesses
e There is little in the way of participant, family, and community engagement in this project, except
to provide information. Given that informed consent may be important to these groups, the

project should incorporate some type of participant and family advisory groups to provide input
and oversight into the project.

e ltis interesting that there is no consideration in this project to issues related to community
consent such as it might be required on Native American reservations and as increasingly
discussed in the community literature on CBPR.

e |t would be helpful if the applicant devoted some attention to identifying when or with which
populations this approach is likely to be successful.

Environment
Strengths

e The environment is appropriate and the applicant has some experience with the approach.
Weaknesses

e None noted.
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Protections for Human Subjects
Acceptable Risks and/or Adequate Protections.

Inclusion of Women, Minorities and Children and not IRB Exemption #4.
e Sex/Gender: Distribution justified scientifically.
e Race/Ethnicity: Distribution justified scientifically.
¢ Inclusion/Exclusion of Children under 18: Excluding ages <18; justified scientifically.

Resource Sharing Plans

Acceptable. It is not clear from the discussion on resource sharing whether the actual data collected
through the study will be available outside the research group(s).

Budget and Period of Support

Recommend as Requested. There is some confusion about the total and direct cost amounts listed on
page 70. Are these within the range specified in the RFA?

Additional Comments to Applicant (Optional)

This is a difficult application to read and understand. It would have been very helpful to have a single
table that describes the subjects, measures, and purpose of each of the sub-studies.

THE FOLLOWING SECTIONS WERE PREPARED BY THE SCIENTIFIC REVIEW OFFICER TO
SUMMARIZE THE OUTCOME OF DISCUSSIONS OF THE REVIEW COMMITTEE, OR REVIEWERS’
WRITTEN CRITIQUES, ON THE FOLLOWING ISSUES:

PROTECTION OF HUMAN SUBJECTS (Resume): ACCEPTABLE

INCLUSION OF WOMEN PLAN (Resume): ACCEPTABLE

INCLUSION OF MINORITIES PLAN (Resume): ACCEPTABLE

INCLUSION OF CHILDREN PLAN (Resume): ACCEPTABLE

COMMITTEE BUDGET RECOMMENDATIONS: The budget was recommended as requested.
There is some confusion about the total and direct cost amounts listed on page 70. Are these within the
range specified in the RFA?

Footnotes for 1 R21 TR002088-01; Pl Name: Obeid, Jihad

NIH has modified its policy regarding the receipt of resubmissions (amended applications).
See Guide Notice NOT-OD-14-074 at http://grants.nih.gov/grants/guide/notice-files/NOT-OD-
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14-074.html. The impact/priority score is calculated after discussion of an application by
averaging the overall scores (1-9) given by all voting reviewers on the committee and
multiplying by 10. The criterion scores are submitted prior to the meeting by the individual
reviewers assigned to an application, and are not discussed specifically at the review meeting
or calculated into the overall impact score. Some applications also receive a percentile
ranking. For details on the review process, see
http://grants.nih.gov/grants/peer_review_process.htm#scoring.



MEETING ROSTER

National Center for Advancing Translational Sciences Special Emphasis Panel

NATIONAL CENTER FOR ADVANCING TRANSLATIONAL SCIENCES
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03/08/2017 - 03/09/2017

Notice of NIH Policy to All Applicants: Meeting rosters are provided for information purposes only. Applicant
investigators and institutional officials must not communicate directly with study section members about an
application before or after the review. Failure to observe this policy will create a serious breach of integrity

in the peer review process, and may lead to actions outlined in NOT-OD-14-073 at
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-14-073.html and NOT-OD-15-106 at
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-15-106.html, including removal of the application from

immediate review.
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