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ABSTRACT

PURPOSE Patients are frequently asked to share their personal health informa-
tion. The objective of this study was to compare the effects on patient experi-
ences of 3 electronic consent (e-consent) versions asking patients to share their
health records for research.

METHODS A multi-arm randomized controlled trial was conducted from Novem-
ber 2017 through November 2018. Adult patients (n = 734) were recruited from
4 family medicine clinics in Florida. Using a tablet computer, participants were
randomized to (1) a standard e-consent (standard), (2) an e-consent containing
standard information plus hyperlinks to additional interactive details (interactive),
or (3) an e-consent containing standard information, interactive hyperlinks, and
factual messages about data protections and researcher training (trust-enhanced).
Satisfaction (1 to 5), subjective understanding (O to 100), and other outcomes
were measured immediately, at 1T week, and at 6 months.

RESULTS A majority of participants (94%) consented to future uses of their
health record information for research. No differences in study outcomes
between versions were observed at immediate or 1-week follow-up. At 6-month
follow-up, compared with the standard e-consent, participants who used the
interactive e-consent reported greater satisfaction (B = 0.43; SE = 0.09; P <.001)
and subjective understanding (B = 18.04; SE = 2.58; P <.001). At 6-month fol-
low-up, compared with the interactive e-consent, participants who used the trust-
enhanced e-consent reported greater satisfaction (B = 0.9; SE = 1.0; P <.001)
and subjective understanding (B = 32.2; SE = 2.6, P <.001).

CONCLUSIONS Patients who used e-consents with interactive research details

and trust-enhancing messages reported higher satisfaction and understanding at
6-month follow-up. Research institutions should consider developing and further
validating e-consents that interactively deliver information beyond that required

by federal regulations, including facts that may enhance patient trust in research.

Ann Fam Med 2021;19:16-23. https://doi.org/10.1370/afm.2610.

INTRODUCTION

rowing use of electronic health record (EHR) data for research

has created practical and ethical challenges for health systems

and researchers."?* In 2018, the Federal Policy for the Protection
of Human Subjects (Common Rule) was updated to permit health care
institutions to seek broad consent for unspecified, future research’® involving
secondary uses of protected health information. However, the relatively
vague nature of broad consent for future, yet-to-be-determined studies
presents an implementation challenge in ensuring that broad consent is
informed consent.

Informed consent involves patients making voluntary decisions based
on accurate and desired information about research procedures, risks,
protections, and potential benefits. Moreover, patient trust—a key compo-
nent of all interactions between patients and health care institutions®’—is
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critical for patient decisions about participating in
research.®'° Trust facilitates patient comprehension

of and engagement with information during the con-
sent process.' In current practice, though, informed
consent processes may not always include facts that
patients prefer to receive or that help patients accu-
rately assess the trustworthiness of research pro-
cesses.'? For example, facts about research regulations,
researcher training processes, and data protections may
not be presented to patients as they consider the likeli-
hood and potential negative impact of research risks."
In addition, previous research has not rigorously exam-
ined the long-term effect of providing such informa-
tion in informed consent processes.

The objective of our study was to compare the
effects of 3 electronic consent (e-consent) versions
with varying degrees of interactive information and
factual messages intended to enhance patient trust.

METHODS

We conducted a multi-arm, parallel, single-blinded,
randomized controlled trial to compare 3 tablet-based
e-consent interventions, each asking patients to con-
sider agreeing to include their EHR data in a family
medicine database for use in future, yet-to-be-specified
research studies. Reporting of this study follows the
Consolidated Standards of Reporting Trials (CON-
SORT) 2010 Statement and the CONSORT extension
statement on reporting of multi-arm parallel-group tri-
als."*'> The University of Florida's institutional review
board approved this study.

Setting and Participants

Participants were adult patients making regularly
scheduled visits to 1 of 4 family medicine clinic loca-
tions affiliated with the University of Florida academic
health center. The e-consent intervention and immedi-
ate follow-up survey were administered onsite at par-
ticipating clinics. We conducted additional follow-up
by phone at 1 week and 6 months post-consent. Eli-
gible patients were aged 18 years or older and able to
communicate in English.

Procedures

We recruited participants from November 2017
through March 2018. Participants received $25 USD
for completing the e-consent intervention and immedi-
ate follow-up assessment, and $15 for each additional
follow-up survey.

Study staff approached patients in clinic waiting
rooms. Potential participants were asked to review a
brief information sheet explaining that the research
team was building a database of patients willing to

share their health records for researchers to use in
future studies. We disclosed to participants that,
although the e-consent was being tested as part of a
research project, their decision to share their health
records for future research was real, not hypothetical.
Once enrolled, participants were given a tablet
computer and randomized to 1 of the 3 e-consent ver-
sions. Participants were instructed to complete the
e-consent independently with a study team member on
hand to assist with technical difficulties. Immediately
after participants completed the e-consent, they were
prompted on the tablet to complete a follow-up survey
to assess outcomes and demographic characteristics.
All study outcomes were assessed again at 1 week and
6 months with follow-up by oral telephone survey.
The 1-week follow-up survey could be completed up
to 2 weeks and the 6-month follow-up survey up to 7
months after the participant’s enrollment. We made
3 contact attempts before considering a participant
lost to follow-up. Immediate follow-up surveys were
administered from November 2017 through March
2018; 1-week follow-up surveys from November 2017
through April 2018; and 6-month follow-up surveys
from May 2018 through November 2018.

Interventions

The e-consent versions were developed and piloted
through a user-centered design process intended to
identify and incorporate content and design elements
important to patients.” Each e-consent version was
tablet-based, self-guided, written at an 8th-grade read-
ing level, and concluded by asking participants for
consent to include their EHR data in a family medicine
research database for future research studies.

Version 1: Standard e-Consent

The standard e-consent contained all federally required
elements of informed consent,® including descriptions
of the purposes of the research; procedures to be fol-
lowed; any reasonably foreseeable risks or discomforts
to the participant; any benefits to the participant or
others which may reasonably be expected from the
research; the extent to which confidentiality of records
identifying the participant will be maintained; and

a statement that participation is voluntary (Supple-
mental Figure 1, https:/www.AnnFamMed.org/con-
tent/19/1/16/suppl/DC1/).). We refer to this version as
the standard e-consent because it contained the stan-
dard, minimum level of information required for obtain-
ing informed consent as mandated by federal law.

Version 2: Interactive e-Consent
In clinical settings, the informed consent process typi-
cally consists of a face-to-face interaction to explain
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the purpose and potential risks and benefits of the
research procedure, during which potential partici-
pants may ask questions as desired. However, in the
case of a broad consenting process intended to admin-
ister consent to all patients at a systems level, face-to-
face interaction is impractical. Therefore, we designed
an interactive e-consent containing hyperlinks that
each patient could click to discover additional infor-
mation on demand without being overwhelmed by a
larger volume of less personally relevant information.
The interactive e-consent was identical in content
and length to the standard e-consent except for the
addition of interactive hyperlinks on key terms. Using
these hyperlinks, participants could access additional
information, including research study examples, expla-
nations of EHR content, and terminology definitions
(Supplemental Figure 2, https://www.AnnFamMed.org/
content/19/1/16/suppl/DC1/).

Version 3: Trust-Enhanced e-Consent

The trust-enhanced e-consent contained all elements
present in the standard and interactive e-consents

with the addition of factual messages designed to
explain trust-relevant attributes of research institu-
tions and processes. Specifically, the messages con-
veyed information on research regulations, researcher
training processes, and data protection procedures
(Supplemental Figure 3, https://www.AnnFamMed.org/
content/19/1/16/suppl/DC1/). Because of this additional
information, the trust-enhanced e-consent was slightly
longer than the interactive and standard versions.

Randomization

We randomly allocated participants to 1 of the 3 study
e-consent versions in a parallel 1:1:1 scheme. Because
the e-consents did not support automated randomiza-
tion, study staff members were not blinded to partici-
pant assignment. The randomization sequence was
generated by a statistician and occurred at the indi-
vidual participant level.

Outcomes and Measures

The primary outcomes were satisfaction with the
consent decision and subjective understanding of con-
sent information. We assessed satisfaction using the
Satisfaction with Decision scale, a validated instru-
ment measuring patient satisfaction with a health care
decision.'® Participants were asked to rate their satis-
faction (5-point scale; “strongly disagree” to “strongly
agree”) with various aspects of their decision to
consent or not for future research use of their health
record data (eg, "l am satisfied that | am adequately
informed about the issues important to my deci-
sion”). Subjective understanding was measured using

the Subjective Understanding subscale of the Qual-
ity of Informed Consent (QulC) scale.'” Participants
were asked to rate their understanding of key general
aspects of research participation on a scale from 1 ("I
didn't understand this at all”) to 5 ("I understood this
very well"), with final scores ranging from 0 to 100.
Because the QulC was developed in the context of
clinical trials, we modified the wording where neces-
sary to reflect the focus of our study; for example, we
changed the statement “the treatments and procedures
you will undergo” to “what will happen to your health
record data.”

Secondary outcomes were objective knowledge
of study details, perceived voluntariness, and trust in
medical researchers. We measured objective knowl-
edge (scale: 0 to 6) by asking participants to respond
"agree,” "disagree,” or “unsure” to 6 statements devel-
oped by the research team that reflected factual infor-
mation present in all 3 e-consent versions (eg, "I know
that this study was about letting researchers study my
personal health information, such as my blood pressure
numbers or medications [ may have taken”). Perceived
voluntariness (scale: 9 to 45) was measured using the
Decision-Making Control Instrument, a validated tool
designed to measure the extent to which participants
view treatment and research decisions in clinical set-
tings as voluntary.'® Finally, trust was assessed using
the Trust in Medical Researchers Scale, a validated
instrument with summary scores ranging from 0 to
48." We asked participants to rate their agreement
(5-point scale; “strongly disagree” to “strongly agree”)
with statements related to medical researcher inten-
tions (eg, “To get people to take part in a study, medi-
cal researchers usually do not explain all of the dangers
about participation”).

In addition, we collected participant sociodemo-
graphic characteristics, including age, sex, race, ethnic-
ity, and highest level of education. We also recorded
participants’ decision to share their health record data
(agree/disagree).

Sample Size Calculation

Sample size calculations were completed a priori for
the primary outcome measures. The target sample size
of 600 participants with 10% expected attrition at 1
week was designed to have over 85% power to detect
a difference in averages across immediate and 1 week
primary outcomes between versions of 1.1 units for
satisfaction with consent decision and 2.8 units for
subjective understanding of consent, under 2-sided
hypothesis testing and an « of 0.05. During the trial,
additional resources became available to increase our
recruitment target and therefore statistical power. Ulti-
mately, we enrolled 750 participants.
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Statistical Analysis
We computed descriptive statistics for participant
characteristics and primary and secondary outcomes
for the overall sample and by e-consent version and
follow-up time point. Next, linear mixed models were
used to assess the impact of e-consent version, time
point, a variable interacting e-consent version with
time point, and participant age, education level, sex,
race, and ethnicity. The model for each outcome
included a participant random effect and fixed effects
for e-consent version, follow-up time point, and each
demographic covariate.

Sensitivity analyses were conducted to investi-
gate the possibility that participants lost to 6-month
follow-up differed in important ways from participants
remaining in the final analytic sample. An inverse prob-
ability of dropout weighted analysis was conducted
for all primary and secondary outcomes, in which
1-week and immediate outcomes, baseline covariates,
and e-consent version allocation were used to predict
the probability of remaining in the study at 6-month
follow-up. The reciprocal of the probability of remain-
ing in the study were then applied as weights to data
from 6-month follow-up only; results

with the family medicine database for use in future
research, with no statistically significant differences
in consent decision observed between e-consent ver-
sions (94.6% standard, 93.6% interactive; 94.6%
trust-enhanced).

Descriptive analyses of outcomes by e-consent ver-
sion revealed that mean satisfaction with the consent
decision was similar across the 3 versions at immediate
follow-up and 1-week follow-up. However, at 6-month
follow-up, mean satisfaction decreased to 3.8 (SD=0.7)
for the standard e-consent, remained similar for the
interactive version at 4.2 (0.4) and increased for the
trust-enhanced version to 4.7 (0.5) (Figure 2).

Likewise, mean subjective understanding of consent
was similar between versions at immediate follow-up
and at 1-week follow-up. However, at six month follow-
up, mean understanding decreased to 57.6 (19.0) for
the standard e-consent. There was less change for both
the interactive version with a mean of 72.3 (13.4) and
the trust-enhanced version with a mean of 89.6 (16.0).

Similar trends were observed for secondary out-
comes, with 2 exceptions. For the trust-enhanced
e-consent only, objective knowledge increased from

of linear regression analyses from
these weighted data were found to

Figure 1. CONSORT flow diagram of participant randomization,
allocation, follow-up, and analysis.

be similar to non-weighted results,
indicating little evidence for impor-
tant differences between dropouts
and remaining participants.

For all analyses, we used SAS,
Version 9.4 (SAS Institute Inc) statis-
tical software. Statistical significance
was assessed at the a=0.05 level.

RESULTS

1,242 Assessed for eligibility

492 Excluded

o 0 Did not meet inclusion
criteria

492 Declined to participate

\ 4

750 Randomized

) 4 \ 4

A total of 1,242 patients were y
approached, 750 (60.4%) agreed to

250 Allocated to
standard e-consent

250 Allocated to
interactive e-consent

250 Allocated to
trust-enhanced e-consent

participate, and 734 completed the

e-consent and immediate follow-up v

Y \ 4

assessment (Figure 1). We observed 1 Discontinued

no statistically significant differ- intervention

ences in participant characteristics

79 Lost to follow-up:

1 Discontinued
intervention

0 Discontinued
intervention

74 Lost to follow-up: 85 Lost to follow-up:

2 Immediate 6 Immediate
34 1-Week 40 1-Week
38 6-Month 39 6-Month

. 61 diat
between e-consent versions (Table % 1m\;/n;kla ¢
1). In addltlpn, par'tlc'lpants were 36 6-Month
demographically similar to the
underlying clinic population except v

) 4 Y

for the proportion of Black patients
(43.3% in this study vs 30.6% in the
clinic population).

Approximately 94% (n=691)

243 Immediate
207 1-Week
170 6-Month

Analyzed at follow-up:

Analyzed at follow-up:
248 Immediate
214 1-Week
176 6-Month

Analyzed at follow-up:
243 Immediate
203 1-Week
164 6-Month

of participants agreed within the
e-consent to share their EHR data

CONSORT = Consolidated Standards of Reporting Trials
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Table 1. Participant Characteristics by e-Consent Version

Standard Interactive Trust-Enhanced Total P

Characteristic (n =243) (n = 248) (n =243) (n=734) Value
Age, ?, mean (SD), y 46.3 (16.8) 45.2 (15.3) 45.4 (16.0) 45.5 (16.0) 0.716
Sex, No. (%) 0.486

Female 161 (66.3) 168 (67.7) 173 (71.2) 502 (68.4)

Male 82 (33.7) 80 (32.3) 70 (28.8) 232 (31.6)
Race, No. (%) 0.309

White 123 (50.6) 115 (46.4) 100 (41.2) 338 (46.0)

Black or African American 96 (39.5) 109 (44.0) 113 (46.5) 318 (43.3)

Asian 3(1.2) 3(1.2) 9 (3.7) 15 (2.0)

American Indian or Alaska Native 1(0.4) 2 (0.8) 1(0.4) 4 (0.5)

Native Hawaiian or Pacific Islander 0 (0.0) 1(0.4) 1(0.4) 2 (0.3)

Other single race 10 (4.1) 9 (3.6) 7 (2.9) 26 (3.5)

Multiple race 10 (4.1) 9 (3.6) 12 (4.9) 31 (4.2)
Ethnicity, No. (%) 0.402

Hispanic or Latinx 25 (10.3) 24 (9.7) 17 (7.0) 66 (9.0)

Not Hispanic or Latinx 218 (89.7) 224 (90.3) 226 (93.0) 668 (91.0)
Education, No. (%) 0.127

Less than high school 3 (9.5) 0(8.1) 9 (11.9) 2 (9.8)

High school graduate or GED 5 (35.0) 8 (39.5) 6 (27.2) 249 (33.9)

Some college 7 (31.7) 8 (27.4) 9 (36.6) 234 (31.9)

Bachelor’s degree 7 (15.2) 8 (15.3) 31 (12.8) 106 (14.4)

Master's, professional, or doctorate 1(8.6) 4 (9.7) 8 (11.5) 3 (9.9)

degree

Note: Differences between conditions were assessed using ANOVA for age and x? tests for all other variables.
e-consent = electronic consent; GED = general education development

2n =732 for age due to missing data.

Figure 2A. Primary outcomes: satisfaction with decision and subjective understanding.

== Standard Interactive === Trust-enhanced «=jii= Standard Interactive  ==fll== Trust-enhanced
5.0 90.0
- 5
= S 80.0
2 45 2
Y T
s g
£ ® 700 -
=
9 =3
g 407 E
:’g .g 60.0 —
?
3.5 . . 50.0 . .
Immediate 1 week 6 months Immediate 1 week 6 months
3.6 (1.3) at immediate follow-up to 5.2 (1.1) at the Perceived voluntariness was the only outcome for
1-week follow-up to and maintained this increase after ~ which the interactive e-consent was not superior to the
6 months. For the interactive e-consent, perceived vol-  standard version at 6-month follow-up.
untariness decreased slightly from the 1-week follow- Results of our multivariate regression analy-
up mean of 37.9 (5.5) to 36.7 (3.2) at the 6-month ses (Table 2) showed that increases from 1-week
follow-up (Figure 3). to 6-month follow-up in both satisfaction (B=0.4,
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SE=1.0; P <.001) and understanding (B=18.0, SE=2.6;
P <.001) were significantly higher among partici-

pants for the interactive e-consent compared with the
standard version. In other words, use of the interac-
tive e-consent was associated with a 0.4-point higher
increase in satisfaction (1 to 5) and an 18.0-point
higher increase in understanding (0 to 100) compared
with increases for users of the standard version after 6
months. Similar trends were observed when compar-
ing the interactive e-consent with the standard version
after 6 months on the secondary outcomes of objective
knowledge (B=1.2, SE=0.2; P <.001) and trust in med-
ical researchers (B=6.6, SE=0.9; P <.001). However,
6-month changes in perceived voluntariness did not
differ significantly between the interactive and standard
e-consents (B=0.81, SE=0.66; P=.22).

Finally, compared with the differences between the
interactive and trust-enhanced e-consents at 1-week
follow-up, the trust-enhanced version was further
associated with significantly higher changes in satisfac-
tion (B=0.4, SE=0.07; P <.001) and understanding
(B=14.09, SE=2.42; P <.001). We also observed sig-
nificantly higher increases for the trust-enhanced ver-
sion from 1 week to 6 months for objective knowledge
(B=0.92, SE=0.16; P <.001), perceived voluntariness
(B=3.18, SE=0.68; P <.001), and trust in medical
researchers (B=5.9, SE=0.90; P <.001), compared with
increases for the interactive e-consent.

DISCUSSION

Six months after consenting to share their health
record data for research, patients reported higher
increases in satisfaction, subjective understanding, and
other outcomes when they used an e-consent with
interactive information or an e-consent with interac-
tive information plus trust-enhancing messages, com-
pared with patients who used a standard e-consent
without these additional features. Together, our find-
ings indicate that offering hyperlinked information

on basic research concepts and additional facts about
research protections may strengthen key aspects of
informed consent. In particular, including these fea-
tures in e-consents may ensure that potential research
participants receive and understand information that
the reasonable-person standard of disclosure requires.
Importantly, we are not claiming that consent processes
should be designed to increase recruitment or manipu-
late patients into participating in research. Instead,

we argue that consent processes with these additional
informational features can effectively address known
sources of mistrust and poor comprehension and
increase long-term satisfaction and understanding for
more patients.

Figure 2B. Secondary outcomes: objective
knowledge, perceived voluntariness, and trust in
medical researchers.

== Standard Interactive

3.0 T T
Immediate

=== Trust-enhanced

ul
%]
|

5.0

4.5

4.0

3.5

Objective knowledge (0-6)

6 months

e=fif= Standard === Trust-enhanced

43.0

Immediate

Interactive

41.0

39.0

37.0

35.0

6 months

== Standard === Trust-enhanced
45.0
43.0
41.0
39.0
37.0
35.0
33.0
31.0
29.0
27.0

Interactive

A

Trust in medical researchers (0-48)

Immediate 1 week 6 months

Notes: Values for all outcomes represent means by e-consent study arm by
follow-up assessment time point based on descriptive analyses of study data.
Numbers of participants for all outcomes were 734 at immediate follow-up,
624 at 1-week follow-up, and 510 at 6-month follow-up. Numbers of partici-
pants for at each follow-up by e-consent group are shown in Figure 1.

Notably, the effect of trust messaging on our study
outcomes was manifest only at 6-month follow-up. Our
previously reported analysis of immediate and 1-week
outcomes showed no significant differences between
e-consent versions.?’ Also, while patients using the
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and Interactive e-Consents at 6-Month Follow-Up

Table 2. Adjusted Difference in Outcomes for Trust-Enhanced e-Consent Compared With the Standard

Interactive vs

Trust-Enhanced

Trust-Enhanced

vs Standard, vs Interactive,

Outcomes Standard, B (SE) P Value B (SE) P Value B (SE) P Value
Satisfaction with decision 0.43 (0.09) P <.001 0.87 (0.09) P <.001 0.43 (0.07) P <.001
Subjective understanding 18.04 (2.58) P <.001 32.19 (2.64) P <.001 14.09 (2.42) P <.001
Objective knowledge 1.21 (0.18) P <.001 2.12 (0.18) P <.001 0.92 (0.16) P <.001
Perceived voluntariness 0.81 (0.66) P=.22 3.97 (0.64) P <.001 3.18 (0.68) P <.001
Trust in medical researchers 6.63 (0.91) P <.001 12.50 (0.95) P <.001 5.90 (0.90) P <.001

B = regression coefficient; e-consent = electronic consent; SE = standard error.

(standard, interactive, and trust-enhanced) with time point (6 months).

Notes: Multivariate results represent data from 732 unique participants with 1 to 3 observations per participant due to attrition. Two participants were excluded
because of missing data for age. All models include controls for participant age, sex, race, ethnicity, education, version, and time point (full model estimates available
in supplemental materials, https://www.AnnFamMed.org/content/19/1/16/suppl/DC1/). Effect estimates and associated SE represent the interaction of e-consent version

interactive e-consent reported improved outcomes

on several measures, actual use of the interactive
hyperlinks was rare (80 total clicks across the 491 par-
ticipants who used the interactive or trust-enhanced
e-consent). Thus, the observed effects cannot be
attributed to actual receipt of the hyperlinked informa-
tion. One potential mechanism is that the transpar-
ency inherent in the interactive and trust-enhanced
e-consents had protective effects on the outcomes
measured. For example, it is possible that participants
across groups were exposed to news media involving
data privacy breaches that occurred between the point
of intervention and 6-month follow-up. In that case,
use of the interactive or trust-enhanced e-consents
may have been protective against attitudes of distrust
or skepticism triggered by media coverage of these
events. Regardless of whether they actually used the
interactive links, we speculate that, compared with
participants using the standard e-consent, participants
who used the interactive or trust-enhanced e-consents
may have had increased perceptions of researcher
transparency at 6-month follow-up—simply because
the information was made available to them in the
e-consent. However, we are unable to further analyze
this conjecture with the available data. Therefore, this
phenomenon should be explored in more detail in
future research.

Given that few previous studies have examined
relevant outcomes of informed consent interventions
beyond the short-term,?'* our findings present novel
insights into longer-term effects of consent processes
on patients’ consent perceptions and experiences.
Improved long-term satisfaction, understanding, trust,
and other outcomes are particularly important in the
context of broad consent, in which patients may have
minimal or no contact with research staff after the
initial point of consenting, and in which participants
have consented to something that, in fact, persists

over a long period of time. Given the unspecified
nature of these future research studies, the language
associated with broad consent may be frustratingly
vague and general. Based on the findings of this trial,
factual messages emphasizing privacy and other insti-
tutional research protections may be an effective way
for researchers and institutions to elicit high levels of
longer-term satisfaction, understanding, knowledge,
voluntariness, and trust.

Significant practical and ethical challenges remain
to widespread implementation of broad consent,
including concerns about re-identification risks associ-
ated with patient data that has been certified as de-
identified.> However, given the difficulties associated
with obtaining study-specific prospective consent,
including the burden it places on patients, providers,
and research staff, health information technology has
the potential to facilitate effective and efficient admin-
istration of broad informed consent while honoring
patient preferences for autonomy and transparency.'
Finally, given that our study evaluated the impact of
interactive information and trust-enhancing features
in the context of a broad consent mechanism, future
research should examine the utility of these and other
features in consenting patients for more complex or
intensive research and clinical situations, such as pro-
cedures or interventional trials.

Limitations

This trial was conducted among English-speaking, fam-
ily medicine patients in Florida who, on average, were
middle-aged, female, non-Latinx White or Black adults.
Results may not generalize to patients from other clini-
cal settings, geographic areas, or demographic back-
grounds. Related to this, our sample consisted of par-
ticipants who agreed to participate in a research study
about consent, who may be different in important ways
from patients who declined to participate in this study.
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Furthermore, since the research consent process itself
was under study, participant responses may not be fully
representative of patients asked to consent to research
uses of their health data in a real world scenario. In
addition, it was not possible to blind data collectors to
participant assignment. Finally, participants who were
lost to follow-up may differ systematically from those
who contributed data at all assessment points. How-
ever, we conducted a weighted dropout analysis and
did not find significant differences in outcomes when
comparing weighted and unweighted results. Addition-
ally, overall rates of dropout did not differ between
study arms. Still, we cannot rule out the possibility that
unobserved differences between dropouts across the
study arms biased our effect estimates.

To read or post commentaries in response to this article, see it
online at https://lwww.AnnFamMed.orglcontent/19/1/16.
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