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Learning Objectives

At the end of this presentation, participants will be able
to:

Understand the benefits of electronic consenting (e-consenting)

|dentify important issues when considering the use of e-
consenting

Describe the potential challenges in e-consenting for both study
participants and the research team
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Background

Informed consent & assent in biomedical research

The principle of consent is closely related to the principles of:

.  Autonomy,
lI. Self-determination and
lll. The affirmation of human rights and respect for human dignity.

Council for International Organization of Medical Sciences. Geneva: CIOMS; 2002.

UNIVERSITY OF MIAMI
MILLER SCHOOL

of MEDICINE

i)



Background

Components of informed consent

Adeguate informed consent consists of three required

e|ementS (Appelbaum and Roth 1982; Christensen et al. 1995; Faden & Beauchamp, 1986)

1. Full information;
2. Voluntary participation; and
3. Capacity to make a decision
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Background

Traditional consent process (rFpA, 1980; HHS, 1991; CIOMS WHO, 2002)

Begins at first contact...

Environment
private, confidential,
and “safe” setting

Adequate Time &
Use of a Delayed
Consent Procedure
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Assessment of

Capacity to Consent

based upon the likely
degree of cognitive or
decisional impairment

Assessment of the
Participant’s
Comprehension

Presentation of the
Elements of
Informed Consent
Facilitate dialogue,
sequential,
repetitive

Documentation of
Informed Consent




Background

Potential challenges with the Informed Consent Process

oL ack of standardization (Bhutta, 2004; Joffe et al., 2001; Paasche-Orlow, Taylor, & Brancati, 2003;
Sieber, Plattner, & Rubin, 2002)

* Pros and cons to standardizing forms and procedures (Lo & Bamnes, 2011; Sung
et al., 2003)

*Time-consuming — May deter individuals from participating in research (participant
fatigue; contributes to study team fatigue) (Bhutta, 2004; Sung et al., 2003)

*Resource intensive — Study team personnel must be specially trained in order to
deliver informed consent (Paris et al., 2010)

«Communication is at times inadequate/unclear — Individuals may not understand

what they are consenting to do as a potential participant in the study (Sieber, Plattner, &
Rubin, 2002; Paris et al., 2010; Joffe et al., 2001)
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Background

N SPECIAL COMMUNICATION

Central Challenges Facing the National
Clinical Research Enterprise

Medical scientists and public health policy makers are increasingly con-
cemed thal the scientific discoveries of the past generation are failing to be

ia Salber, MD, MBA

MD, MBA

Louis M. Sherwood, MD
Stephen B. Johnson, PhD

Hugh Tilson, MD, DrPH

into tangible human benefit. This concern has gener-
ated several initiatives, including the Clinical Research Roundtable at the
Institute of Medicine, which first convened in June 2000. Representatives
from a diverse group of stakeholders in the nation's clinical research enter-
prise have collaborated to address the issues it faces. The context of clinical
research is increasingly encumbered by hlgh costs, slow resulls lack of fund-
ing, burdens, ible data-

Kenneth Getz, MBA
- Larson, RN, PhD

bases, and a sh f qualified i i and willing parti These
factors have conulbu!ed to 2 major obstacles, or translational blocks: im-
peding the of basic science discoveries into clinical studies and

Scheinberg, MD, PhDD
MD, PhD, MBA

Adrian Dobs, MD, MHS
Jack Grebb, MD

of clinical studies into medical practice and health decision making in sys-
tems of care. Considering data from across the entire health care system, it
has become clear that these 2 translational blocks can be removed only by
the collaborative efforts of multiple system stakeholders. The goal of this
amcle is lo arllculale the 4 central challenges facing clinical research at pres-

Rick A. Martinez, MDD

Allan Korn, MD

ing; to make

David Rimoin, MD, PhD

systems, ining, and fund-
about how they might be addressed by par-

ticular and ho invite a broader, participatory dialogue with a

viewto i

REAKTHROUGHS IN BASIC BIO-

medical sciences, including hu-

‘man genomics, stem cell biol-

ogy, biomedical engineering,
molecular biology, and immunology,
aver the past 5 decades have provided
an unprecedented supply of informa-
tion for improving human health. This
revolutionary progress in basic sci-
ence would not have happened with-
out the public’s long-term investment
in and steadfast commitment to basic
biomedical research, Translating the in-
formation gained through these basic

JAMA. 2003,289:1278-1287

f the US clinical research enterprise.

www jama.com

human health requires clinical re-
search involving human subjects and
human populations, as well as devel-

opment of improved health services
based on that research. This next sci-
entific frontier deserves a correspond-

Author Affiliations: Burroughs Wellcome Fund, Re-
search Triangle Park, NC (Or Sung); Department of
Medicine, Harvard University, and Clinical Research
Program and Reproductive Endocrine Unit, Massa-
chusetts General Hospital (Dr Crowley), and Center-
Watch (M Getz), Boston, Mass; Yale University School
of Medicine, New Haven, Conn (Dr Gene); Calfor-
nia Public Employees Retirement System, Blue Shield
of California, San Francisco (Dr Salber); Robert Wood

University of North Carolina, Chapel Hil (Dr Tilson);
University of Arkansas College of Medicine, Little Rock
(Dr Reece); School of Dentistry, University of South-
em California (Or Slavkin), and Department of Pedi-
atrics and Medical Genetics-Bith Defects Center, Ce-
dars-Sinai Medical Center (Dr Rimoin), Los Angeles;
Department of Medicine and Clinical Research Ut
Johns Hopkins University School of Medicine, Bal

more, Md (Dr Dobs); Global CNS/Analgesia Clinical

and Department of Medicine, University of Pennsyl-
vania, Philadelphia (Dr Sherwood); Department of

discoveries into knowledge that will
affect clinical practice and, ultimately,

ing (Dr Larsan), Columbia University, New York Uni-
versity School of Medicine and American Federation
forMedicalReseach Foundaton Or Catanese). and
Molecular

For editorial comment see p 1305.

1278 JAMA, March 12, 2003—Vol 289, No. 10 (Reprinted)
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‘Greater application of
standardized electronic
record keeping appears to
be a logical means to
Increase efficiency.”

Sung, N. S., Crowley Jr, W. F., Genel, M., Salber, P., Sandy, L.,
Sherwood, L. M., ... & Rimoin, D. (2003). Central challenges facing
the national clinical research enterprise. JAMA, 289(10), 1278-1287.



Background

Findings from numerous studies and a few meta-
analyses confirm that interactive, multimedia-assisted

|CFs:

UNIVERSITY OF MIAMI

_J._

improve participant understanding,

reduce literacy-related barriers,

increase participant & researcher satisfaction
with the consent process,

result in longer recall times of comprehension-
related items, and

simplify the process of declining to continue

Afolabi et al., 2014; Flory & Emmanuel, 2004; Jimison, Sher, Appleyard, & LeVernois, 1998;
Mahnke et al., 2014; Nishimura et al., 2013



Background

Electronic (“e€”) Consenting Technologies

| \Web-based Tablet-based

Electronic record
Response validation
Researcher guided

Standardized delivery

SN SN NS

Pictoral explanation
Audio/video enhanced
Literacy independent
Offline

DN N NN Y R N N

Self-paced; flexible

Interactive (touch screen)

SN SN NSNS SN S S

eSignature
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Background

CTSA spearheaded an interdisciplinary effort to
develop and evaluate eConsent technologies

CTS Clinical & Translational ©
Science Awards
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Application Comparing eConsents to paper consents

Rowbotham, Astin, Greene, &
Cummings (2013) investigated
subject comprehension,
delayed recall, and ratings of
user acceptability of a paper-
delivered and iPad-elicited
Informed consent.
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OPEN G ACCESS Frosly available online @PLOS oKt

Interactive Informed Consent: Randomized Comparison
with Paper Consents

Michael C. Rowbotham'*, John Astin’, Kaitlin Greene', Steven R. Cummings'?

la Pacific M
Lates of Am

o Conter Rgsaarch bnystiate, Sun Francisco, Calformia. Unned States of America, 2 San Francia Coordinating Canter, San Francison, Caldoamis

Abstract

Informed consent Is the comerstone of human research subject protection. Many subjects sign consent documents without
understanding the study purpose, procedures, risks, benefits, and their rights. Proof of comprehension is not required and
rarely obtained, Understanding might improve by using an interactive system with multiple options for hearing, viewing
and reading about the study and the consent form at the subject's own pace with testing and immediate feedback. This
prospective study compared the IRB-apg | paper ICF for an actual clinical research study with an interactive
presentation of the same study and its associated consent form using an IPad device in two populations: clinical research
professionals, and patients drawn from a variety of outpatient practice settings. Of the 90 participants, 69 completed the
online test and survey questions the day after the session (maximum 36 hours post-session). Among research professionals
{n = 14), there was a trend (p =.07) in the direction of IPad subjects testing better on the online test (mean correct = 77%)
compared with paper subjects (mean cormect = 57%). Among pathents (n = 55), iPad subjects had significantly higher test
scores than standard paper consent subjects (mean comect = 75% vs 58%, p < 001). For all subjects, the total time spent
reviewing the paper consent was 13.2 minutes, significantly less than the average of 22.7 minutes total on the three
components to be reviewed using the iPad (Intreductory video, consent form, interactive quiz). Overall satisfaction and
overall enjoyment slightly favored the Interactive Pad pi tat This study d that ¢ an
Intreductory video, standard consent language, and an interactive quiz on a tablet-based system Improves comprehension
of research study procedures and risks

Cumanings 48 (20190 Interactive Infarmed Comsent. Randomized Compamon with Paper Consents. PLo

Funding

| under the control of MCR The Rurders

Introduction mherent 1 the o ar procedire, Misundersiandings can
T

Informed consent is the cornerstone of human research

subject protection Features of an ideal informed consent process

descrigtion of the prote

The need for a comparative study

PLOS ONE | www plosone.ofg 1 March 2013 | Volume 8 | lsue 3 | e58603



http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3590180/pdf/pone.0058603.pdf

Application

Rowbotham et al. (2013)

Part I. Clinical researcher population

Group 1. n= 14 clinical research professionals

Paper Consent (n=7)
chemotherapy
neuropathy
clinical research study

IPad Consent (n=7)
chemotherapy
neuropathy
clinical research study

l 18-36 hrs. later l

Online survey (delayed recall, included
questions about the user experience, and free
text space for comments).

Part [I. Out patient clinic population

Group 2. n=55 out patients

N

IPad Consent (n=28)
chemotherapy
neuropathy
clinical research study

Paper Consent (n=27)
chemotherapy
neuropathy
clinical research study

l 18-36 hrs. later l

Online survey (delayed recall, included
questions about the user experience, and free
text space for comments).
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rpplication - Rowbotham et al. (2013)

Table 1. Post-review online survey test question results.

group1 group 1 group 2 group 2

Question iPad Paper iPad Paper
Q1 (Reason for study) * 88 67 69 72

Q2 (Who to call if injured) 100 83 89 72

Q3 (Who to call if questions) 38 33 15 14

Q4 (Continue with normal treatments) * 75 33 89 62

Q5 (What involved in QST) 50 67 77 55

Q6 (Risks of QST) * 100 50 77 48

Q7 (If you require treatment) 88 67 9% 59

Q8 (Amount of compensation) * 100 83 9 76

Q9 (Duration of Study) * 88 33 % 59

Q10 (What involved in study) 75 83 69 72

Q11 (What involved in QST) 38 0 42 21

Q12 (Free to stop participating any time) 88 83 85 86
OVERALL PERCENT CORRECT ) 57 ) 58

UNIVERSITY OF MIAMI
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Application

Rowbotham et al. (2013)

=)

=)

Among both research professionals and patients,
next-day comprehension was better in
participants randomized to the interactive iPad
consent form.

The iPad participants spent more time with the
device, but the amount of time spent reviewing
the actual consent document was actually
shorter (13 minutes for paper, 11.4 minutes on
the iPad).
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Future of eConsenting

Considerations for study teams:

Higher up-front cost to develop eConsent;

Time required to develop and test eConsent delivery, storage, and
retrieval;

Additional safeguarding may be necessary when using an eConsent
with vulnerable populations; and

Training needs of study team members
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Resources for study teams

Regulatory best practices

Regulatory | Paper-based forms eConsent forms
Requirement

Sighature
validation

Safe
Storage

Participant
access to
form

Contact
information

IRB-maintains
approved
version

Study team member certifies each
signature line at the time consent is
obtained

Forms should be stored under
double lock and key; accessible by
specially authorized personnel.

Hard copy provided to participant

Instructions enumerated on hard
copy provided to participant

IRB maintains record of ICF (e.g.
uploaded to database; scanned;
etc.)

Signature line may not be edited,;
study team member certifies (by
signature) content is present and
functional

AES encryption, using either 128- or
256-bit keys; storage on a secured
server; offsite backup for disaster
recovery

Hard copy and access to interactive
content

Contact information is provided in
hard copy and via interactive
content

IRB maintains record of technology
used to access form
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Resources for study teams

Resource Description

HealthIT.gov eConsent Toolkit that provides samples of the tools,
resources, and educational materials that were used in
the Office of the National Coordinator for Health
Information Technology’s eConsent Trial Project

Survey Gizmo HIPAA-compliant survey software used to build example

Sample Video Fully mapped audio/video transcript for an eConsent

Transcript used in SBS research - produced by Duke Clinical
Research Institute (DCRI)

Online Webinar Addresses electronic technologies for obtaining consent,

facilitating consent, storing study data, and monitoring
study data — produced by Quorum
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http://www.healthit.gov/providers-professionals/econsent-toolkit
http://www.surveygizmo.com/
http://calerie.dcri.duke.edu/about/CALERIEVideoTranscript.pdf
http://calerie.dcri.duke.edu/about/CALERIEVideoTranscript.pdf
https://www.youtube.com/watch?v=X0fRvBpw9aQ

Resources for study teams

healthIT.gov eConsent Toolkit

- The eConsent Toolkit provides samples of
the tools, resources, and educational
materials for national eHIE project.
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Integrating Privacy &
Security Into Y our
Medical Practice

Haalth Information
Privacy and Security:
410 Step Plan

Health IT Privacy and
Sacurity Resources

Mebile Device
Privacy and Security

Maodel Notices of
Privacy Practices

Enabling Privacy: Data
Segmentation

eConsent Toolkit

Learn more about the Office of the Natko

Technalogy's eConsant Trial 1, which sed palle slions s ing

consent and pravided a way for patients o exercisa thelr consent decsions electranically.

+ What is the eConsent Trial Project?

5 10 SeeK axpert . f

eConsent Toolkit is not intended to be an exhaustive or definitive source on
Itis also not intended to sarve as lagal advice or
reumstances.

men evaluatng mhe:

mpleme

alectron Nl approac
offer recommendations based on an implementer's sp

Privacy & Security
Training Games

Security Risk
Assessment

+ Planning Resources
- Educational Materials, Texts, and Stories
+ Educational Materials — the educational materials patients

viewed on a tablet prior to making a consent decision.
The materials can be viewed in the Meaningful Consent

Video Gallery.

+  Texts for the Educational Materials [PDF - 545 KB] - the
language for all the eConsent patient educational
material.

* Sample Stories - the interactive educational material that
patients viewed on a tablet computer during the
eConsent Trial Project. The sample stories contain

»  Technical Resources

For Profassionals For Patients For Policy Re

Pt Shmrbnsd Pratecting Your Standards & In

21


http://www.healthit.gov/providers-professionals/econsent-toolkit
http://www.healthit.gov/providers-professionals/econsent-toolkit
http://www.healthit.gov/providers-professionals/econsent-toolkit

Resources for study teams

Survey Gizmo

Highly-learnable interface; extensive features;
customizable; exports to SPSS

’urveyglz mo search Q £# ACCOUNT @ NEED HELP?

% / Familias Unidas Primary Care Setting Pi... SETUP BUILD STYLE TEST SHARE RESPONSES REPORT TOOLS

Let's build something awesome! % Customize 'O Restore

Page 1.
Adolescent Assent Form

iframes will not appear in editor.

X &N

You are being asked to take part in a pilot study by the University of Miami's Center for Family Studies, and the University of Miami Department of Pediatrics. We are
asking you because you are Hispanic, live in Miami-Dade County, and are between the ages of 12-16 years of age. We will ask between 90 — 120 families like yours to
participate. Here are the answers to some common questions about the study:

B+
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http://www.surveygizmo.com/
http://www.surveygizmo.com/

Resources for study teams

Video Transcript
Calerie Study

Multimedia and
presenter content is
fully scripted
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Screen

Audio

Image of a measuring cup
with dog food on a kilchen
counter

The measuring cup pours the
dog food info a bowl and a
dog eats the food

Dr. William Kraus:

The effects of calorie reshiclion have been sludied in
animals for years, and this is the only nmiervention shown
1o slow the agng process, extend EHespan, and
maintain health and vitality.

Text on screen over mage of
peopie filing coffee cups at
a restaurant:

Hedlth Benefits

Lower Risk of Diabetes and
Cardiowvascular Problems

Dr. William Kraus:

The specific health benefils have included such things
as lower risk of diabefes and cardiovascular problems. It
is not known if people wil have the same benefils as
seen in animals. This is what we want to know.

Images of people walking in
a restaurant and @ man
eatling a cookie

Images of map with skales
and cifies of centers nvolved
in this study. Text on screen:
Penningion Biomedical
Research Cenler

Baton Rouge, LA

Jean Mayer USDA Human
Nutiition Research Center on
Aging at Tufls Universily
Boston, MA

Washington Universily in St.
Lowis School of Medicine
St Louis, MO

Dr. William Kraus:
Approximately 250 parficipanis wil be enrolled in the
CALERIE study.

Centers involved in this study include Pennington
Biomedical Research Center in Baton Rouge, Louisana;
Tufis Universily in Boston, Massachuseiis; and
Washingion Universily in St. Louis, Missouri.

You must ive within a reasonable driving dislance 1o
one of the facilifies in order fo parficipatle.

Dr. William Kraus standing in
the produce section of a
grocery store

Dr. William Kraus:
Choosing to pariicipaile in a clnical research siudy isan
important decision.

In this video, we hope to answer many ol the queshions
you may have about clinical research and the CALERIE
study.



http://calerie.dcri.duke.edu/about/CALERIEVideoTranscript.pdf
http://calerie.dcri.duke.edu/about/CALERIEVideoTranscript.pdf
http://calerie.dcri.duke.edu/about/CALERIEVideoTranscript.pdf

Resources for study teams

YouTube link to
hour-long webinar

provided in table
(Slide )
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REVIEW IRB

Using Electronic Consent and Technologies to Facilitate and Improve the Research Process
| Webinar

I Quorum Review- Independent Review Board
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https://www.youtube.com/watch?v=X0fRvBpw9aQ
https://www.youtube.com/watch?v=X0fRvBpw9aQ

Resources for study teams

Guillermo (“Willy”) Prado
gprado@med.miami.edu
Office: 305-243-2748
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