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ABSTRACT
Background: Clinical trials have improved care for acute myocardial infarction (AMI) and stroke.
Further trials are essential for refining current treatments and evaluating new ones, but
conducting clinical trials that test interventions for these conditions presents challenges to
obtaining informed consent. Patients are severely ill, enrollment must happen quickly, and
clinical trials can be difficult to explain to a frightened sick person or surrogate. Consent
processes should be sensitive to these demands and designed around patients’ and surrogates’
experiences and needs. This is not the norm.
Objectives: The overall objective of this project was to develop and evaluate a patient-centered
approach to trial enrollment decisions in emergency settings. There were 3 specific study aims
(SAs).
SA1: Clarify patients’ and surrogates’ experiences, concerns, and preferences regarding
enrollment decisions in AMI and stroke research.
SA2: Develop context-sensitive processes for eliciting decisions about research participation for
key types of clinical trials in AMI and stroke.
SA3: Implement and assess the impact of a novel patient-centered process for enrollment
decisions within a clinical effectiveness trial.
Methods: The aims of the study were conducted sequentially. A patient advisory panel (PAP) was
integrally involved in all elements of the study. To understand patients’ and surrogates’
experiences of consent in AMI and stroke trials (SA1), we conducted telephone interviews with
recent enrollees or their surrogates in AMI (n = 92) and acute stoke (n = 84) trials at 6 sites.
Follow-up key informant interviews were conducted with 27 purposively sampled participants to
understand their consent experiences in greater depth. Investigators and PAP members then
developed context-sensitive processes for consent in AMI and stroke trials (SA2). Six model
processes were developed and vetted by multiple stakeholders. The PAP and investigators then
adapted this model to an ongoing trial of early invasive management for hemorrhagic stroke, and
the investigators conducted surveys and interviews with patients and surrogates exposed to the
standard and novel consent processes at 6 sites (SA3).
Results:
SA1: Recollection of study details was often poor. For example, only 18% of stroke and 6% of AMI
participants spontaneously recalled that the study in which they had participated was comparing
treatments. The large majority (>90%) reported being treated respectfully, and only a minority
(26% AMI and 16% stroke) wished they had not been asked for prospective consent. Key
informant interviews revealed the influence of investigator and study team behavior on the
consent experience, highly variable views of consent forms, the importance of focused
discussions of risks and benefits, and the potential value of postenrollment conversations.
SA2: Model consent processes, informed by the findings from SA1, were developed in
collaboration with the PAP. Consent form length was substantially reduced, and changes were
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made to address what PAP members felt to be problematic structure, tone, and content.
Information sheets were developed to serve as a user’s guide for the postenrollment period.
SA3: The model consent process was adapted for the Early Minimally Invasive Removal of
Intracerebral Hemorrhage (ENRICH) trial and approved by 4 of the 6 IRBs to which it was
presented. Due to low enrollment in ENRICH at participating sites, only 19 individuals were
interviewed, only 1 of whom was exposed to the novel consent process. Their experiences
regarding consent were generally positive. Participating sites were enthusiastic about the novel
consent process, but barriers were encountered during IRB review.
Conclusions: The consent process for clinical trials in acute stroke and AMI appears to have value
to participants, and experiences are generally positive despite unalterable barriers in these acute
conditions. Context-sensitive approaches are needed, and partnering with patients and
surrogates identified a range of practical strategies for making consent processes more
appropriate for these settings.
Limitations: Responses to SA1 may have been affected by recall or selection bias, although the
former did not appear to have a substantial effect. The work of the PAP in SA2 was the work of 1
panel; others may identify different problems or create different solutions. SA3 was limited by
exposing only 1 participant to the novel consent process.
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BACKGROUND
Clinical trials are critical for the advancement of clinical care for acute medical conditions
such as acute myocardial infarction (AMI) and stroke. However, these situations are
characterized by unalterable barriers to fully informed consent. First, they occur suddenly, often
without warning, and treatment must be delivered immediately. In the case of ST-elevation
myocardial infarction (MI), guidelines target definitive treatment with percutaneous coronary
intervention within 90 minutes of first medical contact.1 Decisions about timing of acute stroke
therapy are more heterogeneous and depend on symptom duration and planned therapy, but
target time from arrival to thrombolytic administration in appropriate patients is <60 minutes.2
Clinical trial enrollment decisions must happen within the same highly constrained time frames.
Second, patients are often highly symptomatic. In the case of AMI, patients are often
experiencing chest pain and shortness of breath. Patients with acute stroke have some form of
acute neurologic impairment by definition, often requiring a surrogate decision-maker. Third,
these conditions are serious, stressful, and frightening. These barriers are all in addition to the
fact that clinical research is complex and often unfamiliar to patients.
It has long been recognized that consent in these and other acute situations is
challenging. Several small studies have demonstrated that participants’ understanding of acute
trials in which they are enrolled is minimal.3-7 In response to these concerns, some have argued
that consent in these contexts should be eliminated.8 One recent AMI trial, for example, enrolled
patients without prospective consent, an approach that ignited significant controversy.9-12 Some
stroke trials, often in the prehospital setting, have used waivers of informed consent as well.13,14
Other studies have used verbal consent or assent processes.15,16 Importantly, AMI patients are
typically not truly cognitively impaired, and a surrogate decision-maker is often available for
patients with stroke. Evidence suggests that patients appreciate being asked for consent, prefer a
surrogate to make an enrollment decision if they are unable to make one themselves, and value
the ability to refuse.5,17-20
Addressing consent for research on conditions such as AMI and stroke is essential to
respecting patients and facilitating important research. Approaches should be informed by and
driven by patients’ and surrogates’ experiences and needs. They are, after all, the people who
6

consent processes are designed to serve. This, however, has not been the norm. A body of
empirical work examined patients’ and surrogates’ experiences of being enrolled in clinical trials
in which prospective consent is not possible at all.21-24 However, no large-scale efforts have been
made to understand the experiences of patients and surrogates regarding consent in situations
such as AMI and acute stroke or to translate the limited knowledge we have into approaches that
can be implemented and evaluated. The more common approach has been to use traditional
consent processes with conventional consent forms that are often long and technical and likely
cannot be read in the time frame within which decisions must be made. In other words, the
consent process is not adapted to the stressful, time-constrained emergency research context or
to patients’ and surrogates’ needs.
The goal of the Patient-Centered Approaches to Research Enrollment (P-CARE) project
was to change these trends. This series of studies was designed to learn more about patients’
and surrogates’ experiences with the consent process in the context of clinical trials. The goal
was to move beyond simply assessing what patients and surrogates understand and to explore
ways in which trial enrollees and surrogate decision-makers do and do not feel respected by
processes to which they are exposed. Second, the study established a partnership with patients
to build context-sensitive patient-driven approaches to consent that meet regulatory
requirements but that attend to the unique situations in which these studies are conducted.
Finally, the study was designed to implement and evaluate a patient-driven, patient-centered
approach, providing insights into patients’ and surrogates’ experiences with a novel consent
approach and potential institutional barriers related to innovation in consent.
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PATIENT AND STAKEHOLDER ENGAGEMENT
Robust patient and stakeholder engagement was a core element of the P-CARE study and
a part of each component of the study. At a very general level, the entire project was an attempt
to understand patients’ and surrogates’ experiences and needs regarding consent in acute care
research and to build and implement processes to best meet those needs and expectations.
These elements of the study are described in the Methods and Results sections. More formal
engagement occurred with 3 groups: (1) the patient advisory panel (PAP); (2) experts in ethics,
clinical trial conduct, and regulatory aspects of clinical research; and (3) additional patient
groups. These groups were engaged in refinement of research questions, development of
measures and interventions, and interpretation of study findings.

Patient Advisory Panel
The 9-member PAP was composed of patients who had experienced stroke or AMI,
individuals who had served as surrogates for patients with stroke, and patient-family advisors.
Patient-family advisors are volunteers within the Emory system who partner with leadership,
staff, or clinicians to bring patient and family perspectives to programs, initiatives, or decisions.
There were 3 AMI patients, 2 sets of stroke patient-surrogate pairs (a mother-daughter pair and a
husband-wife pair), and 2 patient-family advisors (1 of whom had helped make decisions in an
AMI situation). An additional patient with a history of stroke was added after 1 PAP member had
to leave for medical reasons. The ages of the panel members ranged from 32 to 80 years; twothirds were female, a third were Black, and two-thirds were White. With the exception of having
relatively more female members, the demographic composition of the PAP was similar to stroke
and MI trial enrollees and decision-makers. Both of the stroke patient-surrogate pairs and the
singleton patient with stroke history also had firsthand experience making clinical trial
enrollment decisions in the context of stroke trials that were featured in study aim 1 (SA1); none
of the AMI members had experience making a clinical trial enrollment decision in the acute
context. The patient co-chair was a previous chairperson for the Emory Patient and Family
Advisory (PFA) Council. Panel members were recruited through a previous interview study
related to consent for MI research, local stroke research teams, and the Emory PFA Council. The
individual added midway through the project was recruited from the SA1 interview study.
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The PAP met roughly quarterly throughout the project and was engaged at every stage as
partners. PAP members participated in construction and refinement of the interview guide and
recruitment strategy for SA1. They directed creation and refinement of model consent processes
for SA2. They tailored the novel consent process to be implemented in SA3 and contributed to
development of the postenrollment survey (outcome measures). Several members of the PAP
participated as coauthors on 1 published manuscript, and all PAP members are authors on the
core manuscript developed from SA2.25 The PAP has been retained in subsequent dissemination
and implementation work that has grown out of this project, including the MOST-CONSENT
study.

Content Experts
The P-CARE project engaged multiple content experts at all phases of the project. A core
team of consultants (S.F.G., R.S., and K.P.W.) served as experts in clinical trial conduct, regulatory
issues, and research ethics and helped to guide all elements of the project. Dr Goldkind is an
ethics consultant and former senior bioethicist at the Food and Drug Administration. Dr
Silbergleit is an experienced clinical trialist in emergency medicine with specific experience
running trials in neurologic emergencies. Dr Weinfurt is an experienced empirical ethics
researcher. In addition, local IRB leadership (chairs and director) were consulted in SA2 to
provide feedback on the patient-driven consent process created by the PAP. Primary trial
investigators and coordinators were engaged in vetting the tailored consent process used in SA3.
The local PFA council was engaged in the development of the initial application. Patientfamily advisors were again engaged to review the patient-driven consent process created by the
PAP in SA2. In addition, a group of previous participants from the SA1 interview study was
engaged to provide feedback on these materials.
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METHODS
The aims of the P-CARE study were executed serially, with each aim using the unique
methods described in this section. The quantitative portion of SA1 has been published, and the
description here is adapted from this publication.26 Manuscripts from the qualitative portion of
SA1 and for SA2 were under review at the time of submission.

SA1: Clarify Patients’ and Surrogates’ Experiences, Concerns, and Preferences
Regarding Enrollment Decisions in AMI and Stroke Research
We conducted a cross-sectional interview study of patients or the surrogate decisionmaker for patients enrolled in clinical trials of interventions in AMI and acute stroke from 2011
until 2016 at 6 geographically diverse institutions within the United States. In the initial portion of
this study, telephone interviews were conducted by a contracted research firm (APCO Insight) or
trained coordinator. A qualitative substudy was then conducted, using in-depth interviews with a
sample of key informants to elicit more in-depth information about their experiences and views
related to consent.
This study was reviewed and approved by the Emory University IRB and at participating
sites via reliance agreement or the local IRB.

Inclusion Criteria
Trials from which participants were recruited involved patients with a diagnosis of STelevation MI or acute stroke (ischemic or hemorrhagic) and had several key features: individuallevel randomization, participant enrollment within 24 hours of patient presentation, and some
form of medical or procedural intervention. The person recruited for the P-CARE study (ie, the
patient or their surrogate) was whoever made the initial enrollment decision (as determined by
the participating site). All individuals from eligible trials were considered eligible for P-CARE
unless they did not speak English or expressed to the trial site that they did not want to be
contacted regarding P-CARE. Non–English-speaking individuals were excluded because the
interviews for SA1 were highly interactive, and we did not have access to trained interviewers
who could conduct these interviews in Spanish, for example, or the ability to analyze open-ended
data obtained in another language.
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A purposive sampling strategy was used for the follow-up key informant study, the goals
of which were to explore participants’ consent experiences and to understand drivers of consent
experiences in greater depth than could be accomplished in the highly structured, more
quantitatively oriented initial interview. For this study, we developed a matrix that considered a
mix of respondent characteristics such as presenting condition (AMI or stroke), patient/surrogate
status, sex, and race in order to increase depth of understanding across key groups. In addition,
we sampled based on trial type (AMI vs stroke) and views or experiences revealed in the initial
interview. For example, we included individuals with both positive and negative experiences with
the consent process to ensure deeper exploration of the drivers of key types of experiences.

Recruitment Strategy
Each participating site notified all trial enrollees (or the appropriate surrogate) for whom
contact information was available about the P-CARE study by mail or telephone, and their
contact information was referred to the P-CARE team unless they indicated a desire not to be
contacted. For the qualitative key informant study, individuals were contacted again by the PCARE team (unless they requested not to be contacted again). Full oral-informed consent was
obtained by telephone for each interview. Participants were paid $20 for their participation in
each interview.

Human Participant Protections
Both components of this study were reviewed and approved by the Emory University IRB
and at participating sites via reliance agreement or the local IRB.

Interview Content
For the initial interviews, we developed a structured interview guide that included these
key domains:
•
•
•

Clinical context
Recall of the trial and the consent process
Perceptions of the consent process, including whether patients were treated with respect
(items derived from previous work regarding patients’ perspectives of respectful treatment in
the emergency clinical research27,28)
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•
•

Preferences regarding patient involvement in the enrollment decision
We also collected demographic data and included the Research Attitudes Questionnaire,29 a
1-question screen for health literacy,30 the Decisional Regret Scale,31 and the low-literacy
Decisional Conflict Scale.32 Clinical data from the parent trial were unavailable. Most
questions were closed ended. Likert scale response items were used where appropriate.
Open-ended structured follow-up probes were used to explore participants’ reasons for their
answers (Appendix A).
The interview guide was created by the investigator team with input from the PAP and

from content experts with experience in neurology, emergency medicine, trial conduct, health
literacy, qualitative and quantitative interview design, research ethics, and research regulations.
In addition, the contracted survey firm (APCO Insight) participated in development of the
interview guide. The interview guide was cognitively pretested using a combination of PAP
members, patients referred from an ongoing clinical trial, and laypersons known to the research
team. Pretesting was conducted using cognitive interviews (think-aloud method) and revised
accordingly.33
For the qualitative key informant study, a set of open-ended questions was prepared for
each interview after review of the participant’s responses in the initial interview. The content
focused on what factors made the consent process positive or negative, interesting aspects of
the participant’s initial interview, and attitudes toward alternative approaches to consent,
including conducting the trial without prospective consent. Participants were interviewed via
telephone by trained interviewers.

Data Management
Interviews were audio-recorded. Initial interviews used real-time data entry when
possible with computer-assisted telephone interviewing. Audio files were reviewed by a
coordinator to verify correctness of data entry. Answers to open-ended questions, structured
probes, and “other” answers lacking predefined response categories were coded by a
coordinator using a coding scheme that was modified inductively during analysis using a template
analytic approach.34 Coding for open-ended data was reviewed using the final codebook.
Responses coded as “other” and for which the primary coder was uncertain were reviewed by 3
members of the research team and resolved by consensus.
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Follow-up key informant interviews were also audio-recorded and transcribed. Transcripts
were reviewed and corrected for errors. They were then imported into MAXQDA (VERBI GmbH)
for analysis.

Data Analysis
Quantitative analysis of the primary interviews was primarily descriptive, with frequencies
and means used to summarize categorical and continuous variables, respectively. Limited
exploration of relationships between key domains and respondent characteristics was performed
using chi-square, Fisher exact, and analysis of variance tests. Multivariable logistic regression was
used to examine the relationship between consent preferences and key characteristics such as
condition, age, sex, race, health literacy, and decisional uncertainty. Analyses were conducted
using SAS v.9.4 (SAS Institute). For all analyses, P ≤ .05 was considered statistically significant.
Follow-up key informant interviews were analyzed using a multilevel template analytic
coding strategy with an analytic goal of qualitative description.34,35 All transcripts were reviewed,
and codes representing major domains were applied. Coded segments were further categorized
as positive, neutral, negative, and areas for change (the latter not mutually exclusive of the other
2 segments). Inductive subcodes of emerging themes were then developed by the research team.
All interviews were coded using the final codebook.
Data were primarily coded by 1 team member with experience conducting qualitative
analysis. Multiple rounds of verification were performed to ensure trustworthiness. First, 5
interviews each were double-coded by a secondary reviewer. All discrepancies were discussed,
and the codebook was revised. Instances of major codes were then reviewed by key participants
in this analysis to ensure that coded segments represented a coherent theme. Instances of
uncertainty or conflict were resolved by consensus.

SA2: Develop Context-Sensitive Processes for Eliciting Decisions About Research
Participation for Key Types of Clinical Trials in AMI and Stroke
This stage of the project involved working with data from SA1 and PAP members’ own
experiences and perspectives to develop patient-driven, patient-centered model consent
processes for key types of clinical trials in AMI and stroke. The PAP and Emory P-CARE team took
13

primary responsibility for this phase of the project, with input from consultants and other
advisors as described below. Most of the work was conducted during PAP meetings, which
occurred roughly quarterly, with substantial revision of materials by the P-CARE team and PAP
members in between meetings. The following stages describe the process.

Preparatory Work
In addition to helping engage PAP members in development of the materials and
instruments for SA1, early PAP meetings were designed to educate PAP members on concepts
relevant to construction of consent materials and processes. For example, these meetings
included presentations on core principles of health literacy, clinical trial design (including
randomization), and regulatory elements related to clinical trials.

Review of Existing Consent Materials and Construction of Novel Materials
The primary P-CARE research team selected a series of studies for the panel to consider.
Many of these studies represented trials from which participants were recruited for SA1 and
were selected to represent a range of common designs and types of comparisons in trials for AMI
and stroke. The following types of studies were included:
•

Comparison of a procedural intervention vs medical therapy

•

A single-arm device trial

•

Comparison of a novel medication vs standard therapy

•

Comparison of 2 medical strategies

•

Comparison of 2 routes of administration of an approved medication
Ongoing or previously conducted trials were used for this phase of the study to enable

representation of a broad range of clinical trials in the acute stroke and AMI context because
consent materials were available for comparison and review, and many of the studies were ones
from which SA1 participants were recruited. These consent materials were provided to the PCARE team by investigators. In each case, either a study investigator or the P-CARE principal
investigator (PI) described details of the trial to the PAP and reviewed the approved consent
materials. The PAP then discussed features of the trial, what information was most important to
communicate to participants/surrogates, and problematic elements of the existing consent
14

materials. PAP members then developed a consent form for each trial. P-CARE staff incorporated
edits and distributed materials to PAP members before the next meeting. Over the course of the
first few studies, the PAP developed a template that guided the structure of subsequent
materials.

Vetting Process
A sample of PAP consent materials was distributed to experts and stakeholders for
vetting. Groups included in this process included Emory University IRB chairs and the Emory PFA
council. In addition, the P-CARE team conducted a focus group with individuals who had been
enrolled in the SA1 interview study. Feedback was communicated to the PAP, and all materials
and forms were edited as needed. After this process, all model consent forms and information
sheets were reviewed by the PAP to identify inconsistencies across materials.

Analysis
PAP meetings during consent process development were audio-recorded, and P-CARE
team members took careful notes. At the time of analysis, recordings were reviewed by P-CARE
team members, and notes were supplemented as appropriate. Key themes from each phase of
development were then summarized by the P-CARE research team and reviewed by PAP
members during a PAP meeting to ensure accuracy and agreement. In addition, all PAP members
were invited to be authors and to review/edit the manuscript developed from this aim.

SA3: Implement and Assess the Impact of a Novel Patient-Centered Process for
Enrollment Decisions Within a Clinical Effectiveness Trial
This third phase of the project was conducted in collaboration with investigators for the
Early Minimally Invasive Removal of Intracerebral Hemorrhage (ENRICH) trial (NCT02880878).
ENRICH is an ongoing multicenter randomized clinical trial comparing conservative medical
management with early evacuation using a minimally invasive surgical approach. Seven sites
agreed to serve as P-CARE sites. In this study, participating sites agreed to implement the patientcentered consent process developed by the P-CARE team and PAP. The experiences of patients
and surrogates enrolled before and after implementation of the novel consent process were
assessed, as were the experiences of the sites.
15

Consent Process Development
The consent process developed in SA2 was adapted by the P-CARE team, the PAP, and
local ENRICH investigators. The PAP and P-CARE team met with members of the ENRICH study
team to learn about the study and reviewed existing consent materials. The PAP then developed
consent materials for that study and distributed draft materials to the primary study team and
sponsor for their review. Those materials were edited iteratively and sent to participating sites
for implementation. The process was composed of 3 elements: (1) a novel consent form based on
the PAP-created template (Appendix B); (2) 2 information sheets (1 for each study arm)
(Appendices C and D), also based on the PAP-created template; and (3) a plan to ensure that
patients/surrogates are given an opportunity postenrollment to ask questions about the study.

Novel Consent Implementation
During the ENRICH study, each of the 6 participating sites submitted the novel consent
materials (including the informed consent form and information sheet) for P-CARE to their
respective IRBs as an amendment to the ENRICH trial to be used as the consent process moving
forward. Once approved, the P-CARE consent process was implemented at the site. Site teams
implementing the novel consent process were also instructed about the importance of offering
patients and surrogates an opportunity, at some point after enrollment but before discharge, to
ask questions or learn more about the study.

Outcome Measures
The primary outcome assessment was a brief survey distributed by the local study team
to the decision-maker (typically a surrogate) for each patient enrolled in ENRICH. The survey was
designed by the P-CARE team in consultation with content experts and the PAP. It was adapted
from the SA1 interview guide and cognitively pretested. The survey (Appendices E and F)
contained the following key domains:
•
•
•
•
•

Perceived understanding of ENRICH at the time of consent
Recall of study information
Experience with consent process
Attitude toward being asked for consent to participate in ENRICH
Decisional regret and decisional conflict
16

•

Views of the consent form and information sheet
The survey also collected demographic information from the respondent. Demographic

information from the patient (because the respondent was typically a surrogate) was available
from the primary study site. The survey was made available in paper-and-pencil and electronic
formats (the latter using the REDCap platform). It could also be administered by telephone.
Additional data collected from sites included time from presentation to consent, initial NIH
Stroke Scale score, patient age, and patient race.
To gain a more in-depth understanding of participants’ experiences, we contacted all
participants for follow-up telephone interviews. These interviews were semistructured, with
tailored questions developed based on their survey responses, similar to the follow-up key
informant interviews in SA1 (Appendix G). All follow-up interviews were audio-recorded.
We also conducted follow-up discussions with representatives from each site. Those
discussions, which included members of the research team and, in some cases, individuals from
the IRB, were designed to elucidate their perceptions of the P-CARE consent process (both their
views of the process and their experiences using it), any potential barriers or areas for
improvement, and their experience with the IRB approval process.

Inclusion Criteria and Recruitment
All individuals enrolled in ENRICH at P-CARE sites within 3 months and who spoke English
were eligible for inclusion in the P-CARE study. Individuals were asked to participate either in
person during the hospitalization or after discharge by telephone or letter by the primary team.
Follow-up contact for nonresponders was performed by either the primary team or the P-CARE
team. Participants completing the survey in paper-and-pencil form were given an addressed
stamped envelope in which to mail their survey back to the P-CARE team (to ensure their
responses would not be available to the site team). Alternatively, they were given a web link for
the electronic version or were offered the option to complete the survey by telephone. All
participants completing the survey were paid $10. They were paid an additional $25 for
completing the follow-up interview.
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Human Participant Protections
The P-CARE study was approved by the Emory University IRB and by the local IRB at each
participating site. In addition, the novel consent process was reviewed as part of the ENRICH
protocol at each participating site.

Sample
The goal at the outset was to include up to 150 participants and to conduct follow-up
interviews with a sample. It was estimated that this size (assuming equal numbers of patients
exposed to baseline and novel consent) would provide 80% power to detect a 23% difference in
whether the decision-maker felt respected by the process; however, the study was always
designed as a preliminary study. Due to low enrollment at participating sites and in the ENRICH
trial overall, it became clear that this sample size would not be reached. In this context, follow-up
interviews were conducted with all willing participants to maximize the depth of information
collected.

Data Management
Survey data were entered by the P-CARE team into a Microsoft Excel spreadsheet. Followup interviews were transcribed verbatim and corrected for errors. They were then uploaded into
MAXQDA for analysis.

Analysis
Simple descriptive statistics were tabulated for survey data. No formal statistical testing
was performed. Qualitative descriptive analysis (using the method described for SA1) was
conducted for follow-up interviews.

Study Conduct
Two 2 key changes were made to the study protocol over the course of the study.
First, before initiation of SA1, the sample size was changed from 300 (in the initial
application) to 200 participants due to the length and complexity of the interview guide that was
developed. This decision was driven principally by the nascent state of knowledge in the field
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regarding the topics being examined in this study and the desire to make these interviews
maximally informative for SA2 and SA3 of this project.
Second, the clinical trial within which the SA3 study would be embedded could not be
specified at the time of the initial application. Initial plans were made to integrate this study into
a different clinical trial, but that trial recruited more rapidly than was expected and closed as the
SA3 study was set to begin. We then developed a relationship with the ENRICH trial investigators
and successfully identified sites to participate in the P-CARE study. Because of delays in
implementation and recognition that the sample size would be reduced, we focused on collecting
data with greater depth and planned to conduct in-depth follow-up interviews with all
patients/surrogates enrolled in SA3.
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RESULTS
SA1: Clarifying Patients’ and Surrogates’ Experiences, Concerns, and Preferences
Regarding Enrollment Decisions in AMI and Stroke Research
Quantitative Analysis
Findings from the quantitative study from SA1 have been published; key portions of the
results are provided here, with relevant tables and a condensed version of the text from the
primary manuscript.26 In total, 540 individuals were referred to P-CARE from among 10 stroke
trials at 3 different sites and 7 AMI trials across 4 different sites (1 site referred patients from
both types of trials). The trials (Table 1) represented a mix of comparative acute care trials testing
medical management, novel devices, and procedural interventions.
Among the individuals referred, 197 (102 with stroke and 95 with AMI) agreed to
participate (response rate, 36%; Figure 1), and 176 interviews were included in the final analysis.
The average (SD) time from enrollment to interview was 1.9 (1.3) years among stroke
respondents and 2.8 (1.2) years among AMI respondents. The mean (SD) age of the respondents
was 58.8 (11.6) years; 43% were female, 64% were White, and 26% were Black or African
American (Table 2). All AMI respondents were patients, whereas 82% of stroke respondents were
surrogate decision-makers. A greater percentage of stroke respondents were female and Black or
African American.
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Table 1. Included Trials26
Stroke trial (acronym)a

ClinicalTrials.gov ID

Antihypertensive Treatment of Acute Cerebral Hemorrhage-II (ATACH-II)

NCT01176565

Clot Lysis: Evaluating Accelerated Resolution of Intraventricular
Hemorrhage Phase III (CLEAR III)

NCT00784134

Evaluation of Cerebral Edema in Acute Ischemic and Hemorrhagic Stroke
Using Volumetric Integral Phase-Shift Spectroscopy (VIPS): A Pilot Study

Not applicable

Clinical Mismatch in the Triage of Wake Up and Late Presenting Strokes
Undergoing Neurointervention With Trevo (DAWN)

NCT02142283

Minimally Invasive Surgery Plus Rt-PA for ICH Evacuation Phase III (MISTIE
III)

NCT01827046

A Randomized, Concurrent Controlled Trial to Assess the Safety and
NCT01584609
Effectiveness of the Separator 3D as a Component of the Penumbra System
in the Revascularization of Large Vessel Occlusion in Acute Ischemic Stroke
Safety Evaluation of 3K3A-APC in Ischemic Stroke (RHAPSODY)

NCT02222714

Solitaire With the Intention For Thrombectomy as PRIMary Endovascular
Treatment (SWIFT PRIME) Trial (SWIFT PRIME)

NCT01657461

Randomized Trial Evaluating Performance of the Trevo Retriever Versus
the Merci Retriever in Acute Ischemic Stroke (TREVO2)

NCT01270867

Ongoing Trial of Medical Management in Acute Stroke [name withheld due Not provided due to
to ongoing enrollment]
ongoing enrollment
AMI trial (acronym)a
Stentys Coronary Stent System Clinical Trial in Patients With Acute
Myocardial Infarction (APPOSITION V)

NCT01732341

Counterpulsation Reduces Infarct Size Pre-PCI for AMI (CRISP-AMI)

NCT00833612

Pharmacological Effects of Crushing Prasugrel in STEMI Patients

NCT02212028

A Safety/Efficacy Study of Intra-Coronary Tenecteplase During Balloon
Angioplasty to Treat Heart Attacks (ICE T-TIMI 49)

NCT00604695

The INFUSE - Anterior Myocardial Infarction (AMI) Study

NCT00976521

High Ticagrelor Loading Dose in STEMI

NCT01898442

A Trial of Routine Aspiration Thrombectomy With Percutaneous Coronary
Intervention (PCI) Versus PCI Alone in Patients With ST-Segment Elevation
Myocardial Infarction (STEMI) Undergoing Primary PCI (TOTAL)

NCT01149044

Abbreviation: AMI, acute myocardial infarction; ICH, intracerebral hemorrhage; Rt-PA, recombinant tissue
plasminogen activator.
a
Includes all trials closed to enrollment.
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Figure 1. Study Enrollment26

610 Screened/Opt-outs sent
51 opted out

8 letters returned

3 deceased

8 excluded for other
reasons (LAR has
dementia, etc.)

540 Sent to interview firm
123 declined or
terminated
interview

130 non response

91 incorrect
numbers

12 language
barrier

+13 replacement
interviews

197 Consented
17 determined not to be decision-maker, and
decision-maker could not be contacted

4 ineligible based on timeframe of enrollment
decision

176 Interviews Analyzed
Abbreviation: LAR, legally authorized representative.
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Table 2. Demographics and Patient Characteristics (N = 176)26
Characteristic

Stroke (n = 84)

AMI (n = 92)

Overall (N = 176)

n (%) or mean (SD)

n (%) or mean (SD)

n (%) or mean (SD)

57 (13.7)

59.7 (9.4)

58.8 (11.6)

Female

52 (61.9)

24 (26.1)

76 (43.2)

Male

32 (38.1)

68 (73.9)

100 (56.8)

American Indian/Alaska Native

1 (1.2)

2 (2.2)

3 (1.7)

Asian

4 (4.8)

4 (4.4)

8 (4.6)

Black

28 (33.3)

17 (18.5)

45 (25.6)

Hawaiian/Pacific Islander

1 (1.2)

0

1 (0.6)

White

49 (58.3)

64 (69.6)

113 (64.2)

Multiracial

0

3 (3.3)

3 (1.7)

Other

1 (1.2)

2 (2.2)

3 (1.7)

2 (2.4)

1 (1.1)

3 (1.7)

High school or less

30 (35.7)

39 (42.4)

69 (39.2)

Some college

24 (28.6)

25 (27.2)

49 (27.8)

College or more

30 (35.7)

28 (30.4)

58 (33.0)

Full time

37 (44.1)

30 (32.6)

67 (38.1)

Part time

5 (6.0)

6 (6.5)

11 (6.3)

Unemployed

7 (8.3)

4 (4.4)

11 (6.3)

Retired

22 (26.2)

32 (34.8)

54 (30.7)

Disabled

9 (10.7)

16 (17.4)

25 (14.2)

Other

3 (3.6)

3 (3.3)

6 (3.4)

Missing data

1 (1.2)

1 (1.1)

2 (1.1)

Married

53 (63.1)

53 (57.6)

106 (60.2)

Single

10 (11.9)

13 (14.1)

23 (13.1)

Age, y
Sex

Race

Hispanic ethnicity
Education level

Employment status

Marital status
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Characteristic

Stroke (n = 84)

AMI (n = 92)

Overall (N = 176)

n (%) or mean (SD)

n (%) or mean (SD)

n (%) or mean (SD)

Divorced or separated

11 (13.1)

16 (17.4)

27 (15.3)

Unmarried living with partner

0

4 (4.4)

4 (2.3)

Widow or widower

9 (10.7)

5 (5.4)

14 (8.0)

Missing data

1 (1.2)

1 (1.1

2 (1.1)

Patient

15 (17.9)

92 (100)

107 (60.8)

Surrogate

69 (82.1)

0

69 (39.2)

Interviewee

Health literacy: How confident are you filling out medical forms by yourself?
Extremely

38 (50.7)

26 (45.6)

64 (48.5)

Quite a bit

15 (20.0)

15 (26.3)

30 (22.7)

Somewhat

13 (17.3)

8 (14.0)

21 (15.9)

A little bit

8 (10.7)

5 (8.8)

13 (9.9)

Not at all

1 (1.3)

3 (5.3)

4 (3.0)

Medical management

43 (51.2)

43 (46.7)

86 (48.9)

Novel device

23 (27.4)

4 (4.3)

27 (15.3)

Procedural intervention

18 (21.4)

45 (48.9)

63 (35.8)

Time from trial enrollment to
interview, y

1.9 (1.3)

2.8 (1.2)

2.4 (1.3)

Trial type

Abbreviation: AMI, acute myocardial infarction.

Recall of the trial in which they were enrolled was higher among stroke respondents than
AMI respondents; 19% and 44%, respectively, did not initially remember any study details. Only
18% (stroke) and 6% (AMI) of respondents spontaneously recalled that the study was comparing
treatments; 34% (stroke) and 27% (AMI) recalled that the trial involved testing a treatment in
some way. Others who remembered being in the study were uncertain what the study was
assessing or thought the study was observational. No significant association was found between
respondents’ level of recall of the study (stroke, P = .338; MI, P = .262) and time between initial
enrollment and P-CARE interview. After the initial questions about recall, interviewers told
participants the name of the study and gave a very brief description. If the participant did not
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remember participating, no further questions about the study or the consent process were
asked. In total, 75 stroke respondents and 57 AMI respondents remembered participating (n =
132) in the study in which they were enrolled and continued to complete the full interview.
Respondents were asked about particular information disclosed during consent.
Approximately a third recalled being told about risks of participation. Recall of potential benefits
was variable. More stroke respondents (51%) than AMI respondents (23%) reported being told
about a potential for direct benefit. Similarly, 51% of stroke respondents (vs 16% of AMI
respondents) stated the main reason for joining the study was a chance for benefit. Although
most respondents remembered being asked to sign a consent form (87% stroke and 75% AMI),
stroke respondents were more likely to report having read it before signing (80% vs 44%), most
often reporting that they “read or skimmed through most key parts” (Table 3).
AMI respondents reported shorter times for both the amount of time someone spent
describing the study to them and the time they took to make an enrollment decision (Table 3); they
were also less likely to remember asking questions than stroke respondents (30% vs 60%,
respectively). However, AMI patients reported lower levels of emotional stress at enrollment.
Thirty-nine (42%) AMI respondents vs 12 (14%) stroke respondents stated their level of stress at
the time of enrollment was ≤5 (scale 1-10 with 10 “extremely stressed”). Similarly, 42 (46%) AMI
respondents compared with 6 (7%) stroke respondents rated their discomfort/severity of
symptoms as ≤5.
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Table 3. Experiences With Consent26
Recollection of consent process

Stroke (n = 75),
No. (%)

AMI (n = 57),
No. (%)

P value

How long do you remember [the person who described the study] taking to describe the study to
you? (stroke, n = 67; MI, n = 47)a
<5 min

12 (17.9)

18 (38.3)

>5 and <10 min

12 (17.9)

5 (10.6)

10 and <15 min

15 (22.4)

9 (19.2)

>15 min

25 (37.3)

6 (12.8)

Don’t know

2 (3.0)

7 (14.9)

No answerc

1 (1.5)

2 (4.3)

.002b

How long did it take for you to make a decision about whether to join the study?
<5 min

47 (62.7)

46 (80.7)

>5 and <15 min

18 (24.0)

8 (14.0)

>15 and <30 min

4 (5.3)

0

>30 min

6 (8.0)

2 (3.5)

Don’t know

0

1 (1.8)

.06b

Do you remember asking any questions about the [INSERT STUDY NAME] study?
Yes

45 (60.0)

17 (29.8)

No

25 (33.3)

38 (66.7)

Don’t know

5 (6.7)

1 (1.8)

No answerc

0

1 (1.8)

Stroke (n = 65),
No. (%)

AMI (n = 43),
No. (%)

Recollection of consent form

<.001b

Did you read the consent form right then, before you signed it?a
Yes

52 (80.0)

19 (44.2)

No

9 (13.9)

22 (51.2)

Don’t know

4 (6.2)

2 (4.7)

<.001b
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Recollection of consent form

Stroke (n = 65),
No. (%)

MI (n = 43),
No. (%)

Which statement best describes how much of the consent form you read before signing it?a
(stroke, n = 52; MI, n = 19)a
I read or skimmed a little bit of it

8 (15.4)

2 (10.5)

I read or skimmed through most key
parts

22 (42.3)

11 (57.9)

I read the full document

20 (38.5)

6 (31.6)

Don’t know

2 (3.9)

0

Stroke (n = 75),
No. (%)

AMI (n = 57),
No. (%)

Interaction with study staff

.77b

After the patient/you were enrolled in the study, did anyone talk with you about what the study
involved?
Yes

46 (61.3)

30 (52.6)

No

19 (25.3)

15 (26.3)

Don’t know

10 (13.3)

10 (17.5)

No answerc

0

2 (3.5)

.36b

When talking to me about the study, the person who asked me to sign the consent form seemed to
understand how I was feeling at the time.
Agree

65 (86.7)

49 (86.0)

Do not agreed

8 (10.7)

7 (12.3)

No answerc

2 (2.7)

1 (1.8)

.91b

The person who talked to me about the study acted in a caring way toward me.
Agree

72 (96.0)

51 (89.5)

Do not agreed

2 (2.7)

5 (8.8)

No answerc

1 (1.3)

1 (1.8)

.27b

The person who talked to me about the study explained how it related to the patient’s/my medical
situation.
Agree

67 (89.3)

41 (71.9)

Do not agreed

7 (9.3)

15 (26.3)

No answerc

1 (1.3)

1 (1.8)

.02b

The person who talked to me about the study treated me with dignity.
Agree
Do not agreed

73 (97.3)

53 (93.0)

0

4 (7.0)

.02b
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Interaction with study staff
No answerc

Stroke (n = 75),
No. (%)

AMI (n = 57),
No. (%)

2 (2.7)

0

I felt pressure from doctors or other people to include the patient/be included in the study.
Agree

3 (4.0)

3 (5.3)

Not agreed

72 (96.0)

54 (94.7)

1.00b

[The person who described the study] told me everything I needed to know about the [INSERT
STUDY NAME] study.
Agree

67 (89.3)

41 (73.2)

Do not agreed

7 (9.3)

15 (26.8)

No answerc

1 (1.3)

1 (1.8)

.02b

Abbreviation: AMI, acute myocardial infarction.
a
Responses are missing because not all participants were asked this question due to a skip pattern.
b
Calculated using Fisher exact test or chi-square test.
c
No answer indicates that participants either did not provide an answer or were not asked the question.
d
Includes those who responded, “don’t know.”

Most respondents in both groups felt that they were given the right amount of
information at the time of the enrollment decision (80% stroke and 72% AMI). AMI respondents
were less likely to report that the person told them everything they needed to know about the
study than were stroke respondents (73% vs 89%, respectively) and that the person asking for
consent “explained how the study related to the patient/my own medical situation” (72% vs
89%). Both decisional uncertainty (stroke, 8.3 [0-25]; AMI, 0 [0-33.33]; median summed score for
each) and decisional regret (stroke, 0 [0-0]; AMI, 0 [0-10], median summed score for each) were
low in both groups.
The large majority in both groups had a favorable view of the person who asked them for
consent (Table 3). In the assessed domains of being treated with respect, most patients in both
groups reported being treated with empathy and dignity and that the person asking for consent
acted in a caring way. Very few (<10%) respondents reported pressure to enroll in the study (Table
3).
Most respondents (92% of stroke and 83% of AMI) were positive about being asked for
permission before being included in the study. Only 16% of stroke and 26% of AMI respondents
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stated that they would have preferred the doctor treating them to make the enrollment decision
and ask them later for consent to stay in the study. Only lower decisional certainty, compared
with greater decisional certainty, was significantly associated in multivariable analysis with lower
levels of agreement with the statement, “I am glad that I was asked before being included in the
___ study at the time I was being treated for my heart attack” (odds ratio [OR], 0.18 [95% CI,
0.07-0.43]; P < .001; language displayed for MI patients). Regarding the consent form itself, only
17% of stroke and 35% of AMI respondents stated that they wished they had not had to sign a
consent form at the time. Non-White race (OR, 6.92 [95% CI, 1.64-29.15]; P = .008) and greater
decisional uncertainty (OR, 2.80 [95% CI, 1.60-4.90]; P < .001) were associated with a preference
for not having to sign a consent form. Greater health literacy was associated with a reduced
preference (OR, 0.32 [95% CI, 0.11-0.93]; P = .036) for not having to sign a consent form.

Qualitative Analysis
We conducted 27 follow-up key informant interviews (response rate, 73% among selected
participants; Table 4). A publication describing the findings from this portion of SA1 has been
published, and the following description represents a condensed version of the manuscript.36
Themes from the qualitative key informant interviews fell into 3 key domains: (1) how
researchers/teams interacted with participants as an important driver of the experience, (2)
attitudes toward specific content within the consent process, and (3) attitudes toward various
elements of the process itself.
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Table 4. Key Informant Characteristics36
n
Characteristica
MI
Stroke

Stroke surrogates by relation

Patients

12

Surrogates

0

Patients

2

Surrogates

13

Child

6

Spouse

5

Sibling

2

Age range, y
Sex
Patient race

34-85
Female

10

White

19

Black

6

Asian

2

Previous research experience

Trial types

7
Procedural interventions

14

Novel devices

6

Medications

4

Medical management strategies 3
Abbreviation: MI, myocardial infarction.
a
Sample size = 27.

The quality of participants’ interaction with researchers was the most common theme
raised as a driver of participants’ consent experiences. Their experiences were influenced, for
example, by whether they felt that researchers treated them in a dignified way or made them
feel valued as more than just a number (Table 5). Participants also cited the importance of
avoiding pressuring speech and behavior (Table 5), of not making them feel rushed despite being
in the context of a real emergency, and of what they considered to be professional behavior.
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Table 5. How Researchers Interacted With Participants36
Focusing on the participant as a person
Positive

• “They took the time to let you know that they knew you were very—you weren’t just
something that they were learning from, you know? You were somebody to them.” (#31)
• “He showed enough concern for me and understanding of where my thought process
was coming from, and that made me more willing to help him with what he was doing,
you know what I mean?” (#37)
• “So respect to me at that time is understanding our feeling and talk at the same level, if
they would be in our position.” (#116)
• “If you talk to me like I’m an adult and I’m a human, and don’t try to use too big of
words, but also don’t try to use baby words. And, you know, treat me like I’m one of
your friends, but don’t get too comfortable. . . . That’s good bedside manner—I think it’s
pretty obvious.” (#126)
• “Just realize that people are people, and even though everybody is different, when it
comes to being nice to someone and communicating with them at a level that they can
understand, I think that’s important.” (#131)

Negative • “They weren’t disrespectful, but everything was in a rush, Doctor, quite honestly, and it
was a—and this is the best term I can give you, and again, it was like an ‘oh, by the
way.’” (#17)
Professionalism
Positive

• “Well, it was—it was the way he talked and the way I could tell that he was doing what
he needed to do to get me the help I needed. It was—well, his tone of voice, for one
thing. I mean, he was professional, yet, you know, compassionate. He was—like I said,
when I say professional, I mean very professional.” (#31)
• “That 30 seconds or whatever it took to sign off on those papers and explain the
paperwork—you know, and it wasn’t so bad because everybody was prepping me at the
time that I was signing stuff, so it’s not like it hindered my process, or you know, my
procedure. I mean, they’re—those people were amazing. I mean, good Lord, they were
like, the best of the best, and so it’s not like they weren’t doing anything when I was
signing it; they were working.” (#25)
• “[A]nd the team approach; everybody knew what each person in the team was going to
do before it happened. You know, you have assignments and you’re going to record, the
other guy is going to do this, the other guy is going to do that. And that gives the
patients, saying well, they know what they’re doing. Instead of everybody asking
questions in front of each other while you’re laying there.” (#13)

Negative • “The surgeon, he came in and did surgery, and I said, ‘Well, what’s my 5-year survival
rate?’ And he got irritated and walked off. . . . Anyway, you know, you don’t question the
doc. He’s a good guy. He knows what he’s doing…. He won’t answer my question, and I
just smiled, because I know some of these guys are very confident in what they do, and
so who talked to me mainly was his intern.” (#13)
• “Like, I heard one say, ‘Do you think she’ll make it through the night?’ You know, and
then I think, ‘What? Is there any chance I won’t?’ So it—maybe they just need—maybe
you just need to give a little help and instruction to those doctors that are participating
in it as to how to approach the patient, reassure them in every way.” (#57)
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Non-pressuring
Positive

• “I think the reassurance and they didn’t really pressure me. I knew there was a time
limit, but they didn’t tell me, you got to do it right now, you got to sign right here,
without me reading. I think they gave me something to read. I can’t remember. I just
don’t feel—I just wasn’t pressured to make the decision.” (#60)

Negative • “I remember just saying, ‘Just go away. Please leave me alone,’ and then he said, ‘If you
just sign here we can proceed and I won’t bother you anymore.’ And I tried to sign my
name and I couldn’t, so he said, ‘Well, just make an X.’ That’s all—that’s all I remember
about it. But at the time I felt already, you know, beleaguered, and so that just added to
my stress at the time.” (#57)

With regard to the content of consent processes, most responses centered on study risks
and benefits. A few participants also stated they would want to know why the research was
being done and what would be required of them during participation (Table 6). There was wide
heterogeneity regarding the importance of describing randomization specifically.
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Table 6. Key Content of the Consent Discussion36
• “You know, just the description of something they can do and
they’re doing and how the outcomes are—you know, the
percentages of outcomes. And the way I understood it, she
wouldn’t be gaining or losing nothing. You know, she’d be
gaining more than she would be losing. That’s when I told him to
go do something.” (#70)

Risks and benefits

• “The benefits of having surgery and not having surgery, the
risks—they did tell me the risk of complication, but it should
have been detailed more by telling me—by explaining it more,
that it doesn’t make sure if she gets surgery or not, it’s just a
study, you know? I think that’s the 2 things, the benefits and the
risks, in completely more details.” (#116)
What to expect as part of the
study

• “[A]nd when he explained they were not going to open up his
head or anything, you know, that made me feel a lot better. He
told me what they were going to do and how they were going to
do it, so we agreed for them to do that.” (#68)
• “I guess the most important part was the fact that somebody
was going to come and actually check on her and those areas
daily, where she didn’t have to worry about what her sugar was
doing.” (#107)
• “I’m sure it wouldn’t have changed my decision at all, but I
would have known that I was going to get woke up quite often.
But you don’t know, and people just coming in, and you’re
trying to get some rest, and they keep coming in and keep
coming in—it gets very frustrating and annoying. But if I had
known that prior to, I would have known it’s just part of [the
study].” (#126)

Should
researchers
spend time
explaining
randomization?

Include

• “No one ever really let us know that there was a randomization
part of it. I don’t know that we would have made any different
decisions, but it was a little bit—from a consumer standpoint, it
was a little bit of a letdown. Like, okay, you have to go through
this and make these decisions and all this pressure, pressure,
pressure. I got my siblings to talk about the pluses and the
minuses, and you know, it could cause damage, it could do this,
it could cause more damage. So we have to make that
assessment and then make the decision to say, ‘Okay, let’s do
it,’ and then say, ‘Just kidding, we’re not going to do it.’ That
was the part that was a little—I mean, I know there’s a bigger
plan than all of us, but it was a little—that was the part that, if I
was just a little bit more clear, at least we would have
understood.” (#210)

Do not
include

• “No. I think true randomization is actually kind of a difficult thing
to explain, so I don’t think it’s worth going through that
discussion. I think it would be better to just tell the person, you
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know, there’s 2 ways that we’re going to do this, you’ll get one
or the other. . . . I think if you try to explain it beforehand,
you’re giving them too much to think about.“ (#131)
• “No, because if they—If they tell me we’re going to randomize
it, we don’t know which one you’re going to get. At that point,
though, well do I want to be a loser or do I want to be a winner?
No one wants to know that stuff. . . . I think it’d scare them to
death. You just don’t have time to talk or visit.” (#13)

We observed a wide range of attitudes regarding the consent form itself. Participants who
had negative experiences with the form described not knowing what they were signing, not being
able to see to read the form, and feeling distress and aggravation from the act of signing the form
(Table 5 and Table 7). In contrast, some participants explicitly valued the consent form and felt
that it lent legitimacy to the consent process. Others expressed that the act of signing the form
made them feel included in the research process. Still others valued the legal function of consent
forms, with 1 participant mentioning that the signed form might help avoid future familial
conflict if any complications were to arise. Importantly, some participants felt the form and the
other written materials would be a good resource for them to refer to later.
Participants were specifically asked about their views regarding postenrollment contact.
They almost universally either appreciated or wanted more postenrollment contact from
research teams (Table 7). Some individuals who did not recall substantial postenrollment contact
sometimes had lingering confusion, questions about the research, and, in several instances, a
feeling of abandonment.
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Table 7. Enrollment Processes36
Consent form
Form proves study
legitimacy

• “Well, to me [the consent form is] a very important thing. Like I said, I’m
military, very detail oriented. You know, for action there needs to be
something signed to say it happened or why it happened. So to me that’s
the norm.” (#37)

Signing form made
participant feel like
part of the research

• “I’m giving consent for this to take place, you know. Made me feel like I
was a part of what was actually going on.” (#61)

Form serves a legal
function

• “I mean, the consent form is important. I mean, you need the—people
make mistakes, things can happen, and family members may or may not
misconstrue that it’s the doctor’s fault or the hospital’s fault, and maybe
it wasn’t; it was just—you know, it just happened. But it might have been
my time, you know what I’m saying? I mean, they need that protection.
They all do, the doctors and the hospital.” (#31)
• “You have a piece of paper showing that you are legally allowed to do
that because I gave permission. I think you’d open yourself up for legal
ramifications if you just used verbal, is my opinion.” (#126)
• “This may sound weird, but I think medicine has gotten to the point to
where doctors and nurses and the researchers and everything, they have
to protect themselves, as well, so I think they need something that says,
you know, yes, I did talk to this person and they did sign.” (#131)

Form is good resource
to refer to later

• “Well, I think it’s more than that. It’s not even the reading. I mean,
sometimes it’s just the tangibleness [sic] of it, you know what I mean? So
that if in 5 years I start to wonder, is this causing—I can pull this piece of
paper out and take it to the doctor and say, ‘Hey, is this causing me a
problem?’. . . So that’s what the paperwork means to me.” (#37)

Signing form caused
aggravation

• “‘You have to sign this, otherwise we’re not going to fix you.’ And so, you
know, it is kind of a moot point to have a signature, and it was distressing
at the time because I couldn’t see, you know, I couldn’t read what it said,
and I certainly wasn’t listening to what it said. All I heard was, ‘Sign here
and sign here and sign here.’” (#25)

Prearrival and postenrollment interactions
Prearrival
research
discussion

Positive

• “Well, that way I could have been aware of it and it could have saved a
little time. But I know driving and talking on the phone, especially in a
situation like that, would be kind of dangerous, too, but it could have
been something to think about. You could have—if somebody’s riding
with you, they could have been looking it up or something—whatever,
something to that effect.” (#70)

Negative

• “I wouldn’t have paid attention to it, and I would have—honestly, I
wouldn’t understand it while I was driving, if they would have talked to
me. . . . So I’m glad that they didn’t tell us over the phone, otherwise I
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wouldn’t have paid attention. I would have been causing an accident by
listening to all of that.” (#116)
Postenrollment
interactions

• “[The postenrollment conversation] helped because I knew I had done
the right thing. Prior to, it just—everything was kind of in a haze and you
don’t really know why did I do this, but then when the follow-up comes
in, you figure out, okay, so I did make the right choice, it was important
to do, we’re getting good research, so you kind of feel better about the
reason or the decision you made.” (#126)
• “Someone could’ve come back there within the week, you know, when
things are all calmed down, and the doctor could’ve come back and, you
know, brought me some information and given it to me. Because I did
have to call and get someone to mail me out some information. You
know, I just felt kind of dumped.” (#67)

Exception from informed consent
Positive

• “If you’re that overwhelmed, I think having someone else take that
pressure off you and enroll that—you know, the person, knowing that
they fit the criteria, that’s great.” (#52)
• “I guess me, personally, that would have been fine [with doctors deciding
to enroll me]. Yeah, I don’t see anything wrong with that, I mean,
because you can always just—you know, when you’re aware of what’s
going on or whatever, you can always just say no, I don’t want to do this.”
(#131)

Negative

• “I think I would have been better if someone would have just asked as
they did. . . . If the person was in a situation where they were not able to
answer for themselves, you know, that—I guess that would anger some
people if they did something.” (#14)
• “I think maybe I would have turned them down [if they had enrolled
without prospective consent] because that seems a little secretive to me.
I’d rather them be out in the open.“ (#153)
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SA2: Developing Context-Sensitive Processes for Eliciting Decisions About Research
Participation for Key Types of Clinical Trials in AMI and Stroke
Findings from SA2 are discussed separately in 2 publications, 1 previously published25 and 1
that is under review at the time of peer review of this report. The following results represent a
synthesis of these manuscripts. In this section, we present the sets of problems that the PAP and PCARE research team identified during review of the existing consent process as areas for
improvement and then the solutions that we developed. Model consent processes for 6 trials are
available publicly (http://www.eccri.emory.edu/ethics.html).

Identifying Areas for Improvement
One set of problems that the PAP identified in reviewing existing consent forms related to
their structure. The first and most obvious problem was length. The PAP reviewed 6 consent
forms for acute stroke and AMI trials, and the average length was >9 pages. In the context of the
time constraints within which enrollment decisions must be made (as illustrated previously in
findings for SA1) and the fact that most respondents in SA1 reported either not reading or just
skimming the form they were presented, this was felt to be too long to be “usable.”
A second set of structural concerns related to the order in which information was
presented. First, PAP members felt that much of the early portions of the consent forms they
reviewed included information they deemed less than meaningful. Consent forms often
contained long header material with technical trial names, information about the investigator
and sponsor, and generic information about “what it means” to be a participant in research. PAP
members felt that this information was of little value to individuals in an acute context and,
worse, could send a message to participants that the form is not designed for them. These
concerns were amplified by the fact that the early portions of the consent form were believed to
be those that participants were most likely to see and read. A closely related structural concern
related to general order of information presentation in consent forms. Specifically, the order was
not consistent and did not reflect the order of a typical investigator-participant conversation.
Given time constraints, PAP members felt that consent forms would be most useful if they were
designed to track a typical conversation. If this were the case, it was felt that participants could
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read along more easily and that investigators and study personnel might pay more attention to
the content in the form.
PAP members also identified problems with content in forms that they reviewed. Despite
requirements to write consent forms at a reading level less than eighth grade, consent forms that
were reviewed often contained technical language requiring, as 1 PAP member stated, a lot of
“medical knowledge to sort through the mud.” The risk section was 1 particular section where
PAP members frequently felt that information was too long and technical. In some cases, the
principal concern related to long lists of risks that could be summarized and simplified. For
example, for a drug that presented bleeding risks, multiple forms of bleeding were described,
some of which were quite technical. From the PAP’s perspective, what mattered was that the
drug could cause bleeding from many parts of the body, including severe bleeding in the brain.
An additional concern that pertained to overdisclosure was inclusion of elements of clinical care
that all participants would receive, whether they joined the trial or not, as well as details
regarding follow-up tests, procedures, or visits, that were not germane to an initial enrollment
decision.
Information gaps were also identified. The most conspicuous gap related to an absence of
clear information related to benefits of participation. SA1 data, and PAP members’ responses,
confirmed that potential benefits of participation constitute critical information for participants
and decision-makers. However, the norm in the consent forms reviewed was very limited
statements to the effect that individuals “may or may not benefit from participating in the study”
and that “findings will help doctors to learn.” PAP members valued clarity regarding uncertainty
in the context of a trial, but they felt it was important to state specifically what potential benefits
might exist. Closely related, PAP members felt it was important that consent forms communicate
the value of a trial in general.
The sections of consent forms addressing financial considerations and compensation for
injury were frequently considered problematic. PAP members felt that typical disclosure about
financial implications was concerning and vague and did little more than state that financial
consequences were possible. In other words, PAP members did not feel that financial
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implications were unimportant, only that the language in many forms (some of which was
lengthy) provided little clear information.
Regarding tone, PAP members were concerned that consent forms often read like
“proceed at your own risk” signs. This tone, they felt, was discordant with most conversations
with investigators and coordinators, a disconnect they felt might be problematic and confusing.
Although they recognized practical challenges, PAP members thought that consent forms should
not have an exculpatory or legalistic tone and should be written in such a way as to emulate the
tone of a thoughtful investigator. A separate, isolated concern was that language commonly used
to describe randomization (eg, “flip of a coin”) may seem trivializing in the setting of major illness
and a serious decision.
PAP members also reflected on their experiences and on SA1 data to identify barriers or
limitations to consent unrelated to forms. PAP members reiterated themes discussed previously
about trustworthiness, professional expertise, and demonstration of compassion and empathy.
They also emphasized the potential value of follow-up communication. PAP members who had
been involved in acute stroke trials felt this was an important determinant of their research
experience, and all viewed this as a way to engage participants in research and help them to feel
valued. The latter insight was stimulated by an individual’s recounting (during an SA1 interview)
of feeling “dumped” when his mother was assigned to the control arm in a trial of procedural vs
medical therapy for stroke. This sentiment was felt to be important by PAP members and was
echoed when vetting the tools created in SA2.

Building Model Consent Processes
PAP members and P-CARE team members collaborated to develop processes to address
these areas for improvement while complying with existing regulations. The 3 components
developed were the consent form (Appendix B), a separate information sheet (Appendices C and
D), and postenrollment communication. The team worked through examples of studies and then
compared materials developed for each study with others to enhance consistency.

Consent form. The most obvious structural change in P-CARE forms related to length. PCARE forms were 3 to 4 pages long, reduced from an average of >9. This includes language
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regarding issues such as compensation for injury or privacy protections, which tends to be
lengthy and less amenable to modification from institutional perspectives. Core study elements
in P-CARE forms were typically presented in 2 to 3 pages. The average reading level of P-CARE
forms was 7.1 (Flesch-Kincaid scoring).
The team oriented the form around key participant-centered questions that appeared in
an order designed to replicate how investigators might discuss them. The goal was to demarcate
content clearly so that users could scan the document, to maximize the extent to which the form
could be read along with a real-time conversation, and to provide sample language to inform
conversations. On a related note, P-CARE forms also eliminated much of the generic information
frequently represented early in consent forms. The PAP felt that any essential elements of this
information would be more appropriately placed at the end of the form.
Several important changes were made to the potential benefit and risk sections. The team
deliberately included an explicit statement about the major potential benefit of each trial, but
clarified the uncertainty of benefit. This approach was felt by PAP members to be most honest
and helpful to patients/surrogates. Regarding risks, the team removed risks that were unrelated
to the study or so remote as to be irrelevant, as well as risks that frequently seem to be included
pro forma (eg, risks of becoming pregnant during a study when the study is a one-time
intervention to be delivered immediately in the setting of a very acute illness). Risks were
clustered into simple categories where possible.
One innovation in the P-CARE approach was to recognize the separate clinical consent
that is often required as part of unblinded procedural trials. For example, clinical consent for a
neurosurgical procedure typically covers risks related to anesthesia and blood transfusion.
Clinical surgical consent is conducted with (and only with) those randomly assigned to the
procedure. For these trials, P-CARE forms did describe general procedural risks briefly in the
research consent form but also stated clearly that they would be discussed in more detail during
the separate clinical consent process for those randomly assigned to that arm. The purpose of
this design was to allow participants to focus on the research participation decision and to
minimize cognitive and emotional burden on individuals randomly assigned to a medical arm.
One surrogate interviewed for SA1 articulately described his frustration with the process of
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having to make a very detailed decision about consent for a surgical arm to which the patient was
not randomly assigned. From his perspective, separating the decision about randomization and
research participation from in-depth consideration of procedural details would have made the
initial trial participation decision more straightforward and would have lessened the emotional
toll of being randomly assigned to the control arm. This sentiment, as described later, was
echoed during the vetting process. Importantly, in making this change, it was recognized that
someone randomly assigned to a procedural arm could decline that procedure at the time of
clinical consent.
For similar reasons, P-CARE forms reduced the level of detail about follow-up procedures
and tests contained in the consent form. The PAP and research team felt that many of these
details were not relevant to an initial enrollment decision, lengthened the form, and risked
cognitive overload. Most follow-up activities or procedures were thus described more generally.
In contrast, the information sheet contained greater detail about follow-up because it was
explicitly intended to serve as a sort of user’s guide to the study.
Several changes were made to address concerns related to style and tone. P-CARE forms
systematically avoided language insinuating that participation in the study is a “bad idea,” and an
effort was made to avoid exculpatory language in general. One strategy for these changes
included early emphasis on the nature of the problem being addressed, including why the
question addressed by the study is important. Another strategy was a more accurate description
of potential benefits that was more consistent with the description of potential risks. Finally, PCARE forms avoided terms like “flip of a coin” to describe randomization, using language
describing assignment “by a computer” or “by chance,” and involving an “equal chance” of being
assigned to either arm of the study.
Relatively superficial changes were made to sections of the consent forms that dealt with
financial implications or research injury, principally because this language is often a function of
institutional policy. The language was simplified; however, the principal modifications related to
encouraging individuals to ask study staff if they have specific questions.
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Information sheet and postenrollment communication. Information sheets were
used as adjuncts to consent materials. They were felt to be particularly important given the
known challenges related to consent in acute situations. The information sheet format allows for
more substantial explanation of the nature of the study and more detail about follow-up
activities and procedures. The goal was thus to facilitate greater engagement and education of
participants regarding the study than could be expected during the initial enrollment decision
and to give them materials that could serve as a user’s guide over the course of the study.
Although the PAP and research team took care to avoid conflicting information among PAP
members, the information sheet was designed to be a stand-alone document that could be used
after enrollment had occurred.
The information sheet also represented an opportunity to present information tailored to
a person’s assignment within a trial when the trial is unblinded. For example, in a neurosurgical
trial, the information sheet for the surgical arm (Appendix C) contained information about
postoperative considerations that were irrelevant to individuals in the standard treatment arm.
The information sheet for those assigned to standard therapy (control, Appendix D) emphasized
the contribution of individuals assigned to a control arm and contained fewer details about
surgery. This strategy was suggested and endorsed by patients to combat the perception that
they were no longer valuable to the study and to minimize functionally extraneous information.
Drawing from PAP experience and SA1 data, the importance of postenrollment
communication was clear. The information sheet, as described previously, was designed with this
function in mind, but PAP members also felt strongly about the importance of ensuring that
participants had an opportunity to discuss the trial at a time period after initial enrollment. They
advocated facilitating a follow-up opportunity for participants to discuss the study with study
staff.

Vetting by key stakeholders. The P-CARE consent materials were reviewed by expert
consultants, local IRB chairs, patient-family advisors, and a focus group of individuals from the
SA1 study. The changes to the consent form were positively received. Some of the reported
elements were a result of this vetting. For example, the creation of separate information sheets
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by treatment assignment where possible was a direct response to feedback in the focus group.
The value of this change was endorsed by patient-family advisors as well. IRB chairs felt the
proposed consent form complied with federal regulations. They were uncertain about the
reaction of other IRBs, however, and acknowledged that it is difficult for an individual IRB to
know how the novel processes would be interpreted by the Office of Human Research
Protections.

SA3: Implementing and Assessing the Impact of a Novel Patient-Centered Process
for Enrollment Decisions Within a Clinical Effectiveness Trial
As described in the Methods section, after a partnership was established with the ongoing
ENRICH trial, the PAP and P-CARE team developed a novel consent process for the ENRICH trial
based on the template that was developed in SA2. The consent form and information sheets are
available in Appendices B to D. Two specific elements of the ENRICH P-CARE process warrant
mention (both described in SA2). First, the consent form developed for the trial did not duplicate
all information that would be contained in a standard surgical consent process and form. All
individuals in this trial who are randomly assigned to surgery must have a clinical surgical consent
process as well. Second, 2 versions of the information sheet were created, 1 version for each arm
of the study.
The ENRICH trial was ongoing at the time of initiation of SA3, and 7 sites were selected to
be P-CARE sites. The 7 sites were geographically diverse, located in the Southeast, Mid-Atlantic,
Midwest, and West. The initial phase of P-CARE was initiated at all 7 sites, all of which were using
the original ENRICH consent materials/process. Postenrollment surveys were completed by 18 of
34 eligible participants enrolled in ENRICH using the original consent materials for each
institution. Median time from initial enrollment in ENRICH to filling out the P-CARE survey was
56.5 days (interquartile range, 23-104 days). Characteristics of patients and surrogates are listed
in Table 8. Only 1 individual completed the survey after being enrolled at a participating site
using the novel consent process once that process was implemented. One other participant was
enrolled at a participating site using the P-CARE process at the time of this report but declined to
complete the postenrollment survey. Low enrollment after P-CARE process initiation is a function
of very low enrollment in ENRICH overall and at participating sites.
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Table 8. Aim 3 Participant Characteristics (n = 18)
Characteristic

Mean (SD) or n (%)

Age (n = 17a), y

55.6 (16.1)

Sex, female

14 (77.8)

Race
American Indian/Alaska Native

0

Asian

0

Black

9 (50.0)

Hawaiian/Pacific Islander

1 (5.6)

White

6 (33.3)

Multiracial

1 (5.6)

Other

0

Missing data

1 (5.6)

Hispanic ethnicity

0

Missing data

1 (5.6)

No

17 (94.4)

Education level
Less than high school

0

Some high school

1 (5.6)

High school graduate or equivalency diploma

3 (16.7)

Some college

3 (16.7)

College graduate

2 (11.1)

Some postgraduate

1 (5.6)

Postgraduate or professional degree

6 (33.3)

Missing data

2 (11.1)

Interviewee
Patient

0

Surrogate

19 (100)

Health literacy: How confident are you filling out medical forms by yourself?
Extremely

7 (38.9)

Quite a bit

8 (44.4)

44

Characteristic

Mean (SD) or n (%)

Somewhat

2 (11.1)

A little bit

1 (5.6)

Not at all

0

a

One of the 18 participants was enrolled at a participating site using the P-CARE process at the time of this report but
declined to complete the postenrollment survey.

Summary data from the postenrollment survey are included in Table 9. Responses are
similar to the responses to similar items in the SA1 interview, with the exception that there was
greater prevalence of responses indicating more decisional conflict or uncertainty (but not
regret) about the enrollment decision and greater recall and understanding of the trial itself.
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Table 9. Study Aim 3 Postenrollment Survey Responses (n = 18)
Question

No. (%)

1. I was able to understand the ENRICH research study when I was asked to include the patient.
Agree

14 (77.8)

Do not agree

4 (22.2)

2. Which of the following statements best describes the ENRICH study? (Please choose 1 answer)
It does not affect treatment at all. It only involves observing how well people do after 6 (33.3)
having a bleeding stroke.
It is testing whether early removal of blood from the brain helps people who have a
bleeding stroke.

12 (66.7)

3. Which of the following statements best describes potential benefits of being in the ENRICH study?
(Please choose 1 answer)
It is possible that early surgery to remove blood from the brain may help patients
recover better from the bleeding stroke.

13 (72.2)

There is no potential benefit to the patient from being in the study.

1 (5.6)

Doctors might learn things about the patient while in the study that could help them
treat the patient for their stroke.

3 (16.7)

Missing data

1 (5.6)

4. Which of the following statements best describes how being in the ENRICH study affects the
treatment a patient receives? (Please choose 1 answer)
All patients in the study will have surgery to remove blood from the brain.

2 (11.1)

Half the patients in the study will have early surgery to remove blood from the brain,
and half will have standard treatment. Who has which treatment is decided at
random.

9 (50.0)

Half the patients in the study will have early surgery to remove blood from the brain,
and half will have standard treatment. Who has which treatment is decided by the
doctor.

4 (22.2)

Being in the study does not affect patient treatment at all.

3 (16.7)

5.1. The person who talked to me about the ENRICH study was attentive to my needs.
Agree

17 (94.4)

Do not agree

1 (5.6)

5.2. The person who talked to me about the ENRICH study explained how it related to the patient’s
medical situation.
Agree

17 (94.4)

Do not agree

1 (5.6)
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Question

No. (%)

5.3. When talking to me about the ENRICH study, the person seemed to understand how I was
feeling at the time.
Agree

18 (100)

Do not agree

0

5.4. The person who talked to me about the ENRICH study cared about the patient’s best interests.
Agree

18 (100)

Do not agree

0

5.5. The person who talked to me about the ENRICH study treated me with dignity.
Agree
Do not agree

18 (100)
0

5.6. I was given a choice whether to include the patient in the ENRICH study.
Agree

17 (94.4)

Do not agree

1 (5.6)

5.7. I had an opportunity to ask questions before making my decision about the ENRICH study.
Agree

17 (94.4)

Do not agree

1 (5.6)

6.1. The person who asked me about the ENRICH study told me everything I needed to know to
decide whether to include the patient in it.
Agree

16 (88.9)

Do not agree

2 (11.1)

6.2. Instead of asking for permission, I wish that the doctors had made a decision about whether to
include the patient in the ENRICH study and talked to me about it later.
Agree

2 (11.1)

Do not agree

15 (83.3)

Missing data

1 (5.6)

7.1. I was clear about the best choice for the patient.
Agree

14 (77.8)

Do not agree

4 (22.2)

7.2. I felt sure about what to choose.
Agree

11 (61.1)

Do not agree

7 (38.9)
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Question

No. (%)

7.3. The decision was easy for me to make.
Agree

7 (38.9)

Do not agree

11 (61.1)

7.4. It was the right decision.
Agree

12 (66.7)

Do not agree

5 (27.8)

Missing data

1 (5.6)

7.5. I regret the choice that was made.
Agree

0

Do not agree

17 (94.4)

Missing data

1 (5.6)

7.6. I would go for the same choice if I had to do it over again.
Agree

14 (77.8)

Do not agree

4 (22.2)

7.7. The choice did the patient a lot of harm.
Agree

1 (5.6)

Do not agree

16 (88.9)

Missing

1 (5.6)

7.8. The decision was a wise one.
Agree

14 (77.8)

Do not agree

3 (16.7)

Missing data

1 (5.6)

8.1. You were given a form to sign that described the ENRICH study (a consent form).
Did you read this form before signing it? (Please choose 1 answer)
Yes, I read the whole form.

14 (77.8)

Yes, I skimmed the form.

2 (11.1)

No, I did not read the form before signing it, but I read it later (skip to question 9).

0

No, I never read the form (skip to question 9).

2 (11.1)

8.2. Reading the consent form helped me understand the ENRICH study (n = 16).
Agree

12 (75)

Do not agree

4 (25.0)
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Question

No. (%)

9. I did not like having to actually sign my name on a consent form for the ENRICH study.
Agree

3 (16.7)

Do not agree

15 (83.3)

10.1. Did anyone from the ENRICH study come back to talk with you about the study after the initial
treatment?
Yes

13 (72.2)

No/don’t remember

5 (27.8)

10.2. If yes, please rate how helpful that conversation was for you on a scale of 1-5, with 1 being
extremely helpful and 5 being not helpful at all. (Please circle your answer) (n = 13)
Agree

11 (84.6)

Not agree

2 (15.4)

Abbreviation: ENRICH, Early Minimally Invasive Removal of Intracerebral Hemorrhage.

Follow-up qualitative interviews were conducted with 14 of 19 individuals. As discussed
previously and likely reflecting the more contemporaneous assessment in SA3, respondents had
greater recall of the ENRICH trial, including its comparative nature, than did respondents in the
SA1 interview study regarding the trials in which they had been enrolled. The primary reason for
most enrollments was a hope for benefit. Notably, there remained heterogeneous understanding
of the randomization process, with some responses to questions about randomization suggesting
that the respondent thought assignment to treatment “by computer” might be based on some
form of “computer” algorithm that picked a treatment for that patient rather than randomly
assigning the patient to a treatment arm.
Regarding the consent process itself, SA3 respondents reported similar perspectives to
SA1 stroke respondents. Most reported having read the consent form, although recall of specific
content from it was low, and several respondents reported referring to it after the enrollment
decision had been made. Although many reported that the enrollment decision, which involved
considering “brain surgery,” was difficult and stressful for them to make on behalf of their loved
one, few had objections to the requirement for a signature. As in SA1, several respondents felt
that the consent form and the signature requirement lent legitimacy to the study, and most
accepted the signature as a norm for medical decisions. Similar themes also emerged regarding
what made the consent process positive. Many respondents emphasized caring, non-pressuring
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behavior on the part of members of the research team. There was also strong emphasis on the
importance of feeling that research team members were professional and knowledgeable.
The novel consent process was submitted to an IRB at 6 sites for implementation. One
site failed to enroll anyone in ENRICH during P-CARE participation and was deactivated as an
ENRICH site after the novel consent process was submitted to the site’s IRB; that IRB did not
complete its review of the novel process. Among the 5 other sites where the P-CARE consent
process was submitted, the novel consent was not approved at 2. One of those sites used a
commercial IRB for review, and the P-CARE consent form was rejected based on an absence of
required elements. During a follow-up telephone call with representatives from that IRB, they
stated that they did not believe anything was missing and would be willing to reconsider the
consent form. At the second site, the P-CARE consent process was not approved because the IRB
stated that some required elements of consent were not fully present and institutional template
language was absent. It was not clarified which specific elements were incomplete. At the sites
where the P-CARE consent process was approved, minimal modifications were requested, most
of which centered around adaptation/inclusion of language involving institutional policy such as
compensation for injury or privacy language.
In-depth debriefing discussions were held with each site regarding their experience with
the P-CARE consent process and IRB review. Among sites whose IRB did approve the novel
consent process, a general theme was the importance of clarifying upfront to the IRB that this
process was an attempt to enhance consent and not undermine it, and they stressed the
importance of communication with the IRB, often at a level above the initial analyst. This was felt
to be important because analysts may tend to prioritize concordance with institutional template
language and are accustomed to checking for inclusion of required elements in specific portions
of the form. The P-CARE consent form contained all required elements, but section headings,
order, and location were different from most institutions’ templates.
In general, sites found IRBs receptive to the approach, and study teams at participating
sites were enthusiastic about the P-CARE materials. They felt that the forms would integrate
better into their consent conversations and would help them to feel more honest about the
process because the forms were more readable during the real time frame of an enrollment
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decision. Sites were also very supportive of the information sheet. One study coordinator did
mention that the reference in the P-CARE consent process to the surgical/clinical consent for
further details felt very different for her and for her IRB because the risk section seemed short,
but they felt that this was appropriate because relevant risk information is contained in the
surgical consent conversation.
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DISCUSSION
The P-CARE study was a multicomponent project designed to understand patients’ and
surrogates’ perspectives on their involvement in consent processes for AMI and stroke trials and
to partner with patients to develop, implement, and evaluate consent processes that were more
context sensitive and patient centered. This study represents the most comprehensive
assessment of these experiences to date and, to our knowledge, is the first example of working
directly with patients to develop consent approaches in this context. There are several important
implications of the findings and lessons from the process of conducting this series of studies
focused on consent in the time-sensitive and stressful emergency context.
Perhaps the most important finding from SA1 was that consent processes appear to have
value to patients and surrogates but that their functions are different than in other less emergent
settings and that barriers to consent are real. High rates of individuals across a wide range of
stroke and AMI trials reported a preference for being involved in trial enrollment decisions
prospectively (as opposed to being enrolled without prospective consent using the exception
from informed consent mechanism, for example) and reported high rates of being treated with
respect in multiple domains. This is in the context of relatively minimal understanding of many
details about trials in which they were enrolled.26 It is important to recognize that this set of
findings is not contradictory. Consent processes give people control over whether enrollment
happens, may promote transparency and demonstrate trustworthiness, and may help people feel
they have been treated with respect.37 These functions do not necessarily depend on what
people understand about the study in which they are being enrolled.
That said, consent processes characterized by less robust understanding on the part of
patients or surrogates (as these findings demonstrate may be the case in many acute settings)
may not substantially authorize imposition of risk or ensure robust authenticity of enrollment
decisions. As described in published work from this project,26 this combination of findings
suggests that there is not a reason to abandon prospective consent in AMI and stroke research.
However, the inevitable limitations to consent in this context highlight the importance of careful
scrutiny by investigators and IRBs regarding study risks and benefits.37
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The study did focus on 2 emergency conditions, AMI and acute stroke. As discussed in the
primary manuscript from SA1 specifically, there are relevant differences between these 2
conditions that were reflected in this study and that have implications for consent processes.26
First, although trials for both conditions require rapid decisions, the timeline for decisions in AMI
trials tends to be shorter. Decisions regarding AMI trial participation must often be made before
the patient goes to the catheterization lab or while that process is taking place. In the context of
guideline-recommended first medical contact to device time of <90 minutes, the time between
emergency department arrival and transport to the catheterization lab is often exceedingly
rapid.1 Second, most decision-makers in acute stroke trials are surrogates. As observed in our
study, surrogates in stroke trials did recall taking a longer time to learn about a trial and make
decisions about enrollment compared with AMI patients; they were also more likely to recall
reading the consent form. In these respects, consent forms and other written materials designed
to explain a study prospectively, especially if they are appropriate for the context, may have the
potential to play a more valuable role in the context of acute stroke trials than in AMI trials. On a
related note, we believe these data suggest that the case for brevity and simplicity is particularly
strong in the case of AMI trials. It is important that IRBs in particular understand the real-world
context in which these decisions are made in deciding what information should be presented at
the time of an initial decision.
An important and reassuring finding in this work was that most consent experiences were
positive, and the conduct of in-depth follow-up interviews with many respondents helped
deepen understanding of some of the drivers of consent experiences. Perhaps the clearest
finding from the in-depth interview component of the study was that many elements of
investigator and coordinator behavior play critical roles in whether the consent process is
experienced positively. This is not surprising, but it is important to clarify that maximizing the
extent to which people feel respected by consent processes in very difficult situations has to do
with elements of the process that may not be visible in an IRB review or in a consent form.
Training that makes investigators and study staff aware of the impact of their own conduct on
substantive elements of patients’ and surrogates’ experience with the consent process and that
incorporates tools to communicate empathy and compassion, for example, may help to maximize
the extent to which individuals feel respected. Similarly, enhancement of postenrollment
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communication and other interactions that are not often the focus of planning or review efforts
may help maximize engagement and respect for participants and their families.
Likely the most productive element of this project was the collaboration, from start to
finish, with the PAP. Members of this panel were selected because of firsthand experiences as
patients and surrogates facing the decisions addressed by the project. They were engaged from
the outset, met regularly throughout the entire project period, and were substantively involved
in every element of the P-CARE study. Their most substantive role was in identifying areas in SA2
for improvement and constructing model consent processes. As articulated in a collaborative
publication25 and one under review at the time of this report, the PAP made foundational
observations about the consent process that are especially relevant in acute settings but have
implications for consent practice more broadly. Specifically, they have articulated ways in which
consent forms are frequently poorly designed from an order perspective; ways in which more
“negatively valenced” consent forms are not necessarily protective and may create disconnects
with conversations that participants have with investigators; and the importance of direct but
simple presentation of information.
Although some aspects of the processes developed in this project may be challenging to
implement, several very concrete elements of the P-CARE consent process are important to
highlight. First, consent materials should be direct and clearly communicate both risks and
benefits. It is essential to convey the uncertainty associated with trials, but the potential for
direct personal benefit is a primary reason for many individuals to consider clinical trial
participation. The vague statements that tend to predominate in consent forms simply do not
give decision-makers helpful information.
Second, focusing consent processes on the research participation decision is important.
There are instances where it is difficult to separate which elements of care should count as part
of research participation, but presentation of information about clinical procedures that happen
regardless of participation, for example, seems likely to cloud the research consent process.
Third, materials should be purpose driven. The information sheet designed by the PAP,
which contains more detailed information about the intervention and follow-up activities, is
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intended to serve patients’ and surrogates’ needs after enrollment has occurred and to facilitate
ongoing education and engagement postenrollment.
Finally, engagement of patients is deeply illuminating. Attempts to make concepts such as
randomization understandable through analogies like “flipping a coin” are well intentioned, but it
is only through talking with patients that we can appreciate that these analogies may seem
trivializing. Although formal mechanisms such as the one used in the P-CARE study are resource
intensive for particular studies, there are multiple avenues for engaging patients and other
stakeholders in consent process development. A PAP could be created by an institution to serve
as a resource for investigators interested in partnering in consent process design, for example.
Lessons learned across projects could then be developed into local guidance. Insights could also
be shared across institutions to identify common themes and areas of divergence that warrant
further research and exploration. This project exemplifies ways in which partnering with patients
to develop consent processes can be profoundly productive. We encourage research teams and
institutions to explore further ways to develop such partnerships to make consent processes
more centered around the real users these processes are intended to serve.
In summary, it is important to address the challenges that exist in implementing and
evaluating innovations related to consent. The third aim of this study was limited substantially by
low enrollment and lack of significant exposure to the novel P-CARE consent process. There were
3 principal reasons for this. First, identifying a trial within which to embed the P-CARE consent
process was difficult. The P-CARE team initially developed a partnership with another trial, but
that trial finished very early, and shortly after initiation of the P-CARE portion, it became clear
that insufficient numbers would be enrolled. Additional candidate trials were explored, one of
which also was stopped prematurely. The ENRICH trial was then identified and represented an
appropriate partner trial. However, it also had already been initiated at the time the P-CARE
collaboration had begun. As a result, it was more complex for sites to participate than if this
partnership had been planned at the outset.
Second, enrollment in ENRICH was simply slower than anticipated at most sites, including
P-CARE sites, over the course of P-CARE. Parent trial enrollment (ie, ENRICH) was obviously
beyond the control of the P-CARE team. Finally, there were delays and challenges related to
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integrating the study from a regulatory perspective. Two IRBs did not approve the P-CARE
process. As described, 1 IRB stated a willingness to reconsider after further review of the
discussion (in which they agreed that no required elements were missing), but the timeline for
doing so had passed. The study thus illustrates the challenge of conducting multicenter studies
related to consent processes. IRBs develop standardized approaches to consent documents in
particular, and they review a high volume of studies. Effective communication with IRBs is
essential to successful implementation of studies like this that seek to improve consent or to
make it context sensitive.
Largely in response to the barriers encountered in SA3, the P-CARE PI was able to
establish a partnership with a trial in acute ischemic stroke (the Multi-Arm Optimization of Stroke
Thrombolysis [MOST] trial) that is now being conducted through the StrokeNet network funded
by the NIH. We obtained independent funding to replicate the P-CARE consent process within
that trial. The consent process for that study, developed by the same PAP and incorporating the
same template and information sheet structure, has now been approved by the single IRB
overseeing the trial. At the time of this report, 37 sites have received full approval, and the
process is expected to be used at >100 sites nationwide and with nearly 1000 participants. It also
includes an assessment of patient/surrogate experience (including Spanish-speaking participants)
within days of enrollment and of local IRBs. This study of large-scale implementation of the PCARE process is a critical extension of the work reported here. It also demonstrates the value of
early integration and upfront partnership and may illustrate ways in which the newly required
single IRB review of multicenter studies may be harnessed to facilitate innovative approaches to
consent. Future studies could explore systematic assignment to various consent processes within
clinical trials for AMI and stroke (trials within trials). The key to the success for such efforts, we
believe, will be early partnership with investigator teams, upfront integration of simple,
contemporaneous outcomes assessments into the parent trial protocol before initiation at
participating sites, and close collaboration with central IRBs.

Limitations
There are important limitations to acknowledge regarding this project. They are
addressed here by aim.
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The principal limitations in SA1 are addressed in the manuscript reporting these
findings.26 Several warrant specific mention here. First, there was a 2- to 3-year delay between
initial trial enrollment and the P-CARE interview. There was not an obvious statistical relationship
between the length of the delay and recall of participation or views of the consent process within
SA1. And although SA3 participants, who were interviewed an average of 56 days after
enrollment, seemed to have a greater recall of the trial in which they were enrolled, they
reported very similar experiences and views of the consent process as the SA1 participants. The
findings from SA1 are thus informative, but conducting future studies with larger populations and
more contemporaneous assessments is important. In particular, such studies may facilitate more
detailed input on specific elements of the consent process that could be improved.
Second, these data are patients’ and surrogates’ recall of the process that happened, and
the extent to which such recall is accurate could not be assessed. Similarly, the extent to which
assessments of decisional conflict or regret are affected by longer time intervals is uncertain.
Third, there is a potential for selection bias in that the study only included individuals who
could be contacted and were willing to be interviewed about their experiences. The study also
only included individuals who were enrolled in the respective trial; we did not have access to
participants who declined to enroll. In addition, we only included individuals who spoke English.
This restriction was due to the highly interactive nature of the interview guide and lack of trained
interviewers who could conduct and analyze interviews conducted in other languages. However,
it limits the insights generated regarding the views and experiences of individuals or cultural
groups who do not speak English. These limitations focus to some extent on the quantitative
portion of SA1, but they all affect the qualitative component as well. There was a high response
rate among individuals selected for a follow-up qualitative key informant interview, so we do not
have a strong reason to believe there was significant additional selection bias at that stage.
Finally, although SA1 incorporates a wide range of studies, the included sample (176
interviews in the final analysis) remains relatively small. Future, larger studies that also address
sources of bias as described previously will be important to clarify the generalizability of the
findings.
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The limitations of SA2 principally relate to the fact that the consent processes we
developed and the analysis of areas for improvement were really the work of 1 panel and
research team. The PAP was carefully selected and was diverse in age, sex, race, and experience
in order to reasonably reflect study populations. However, the PAP did represent a relatively
small number of people, and it only represents 1 group. It is unknown, but will be important to
study, whether other groups of patients would develop similar recommendations or processes.
On a related note, the research team likely had some influence over the process. The PI and
other team members did work to reinforce the extent to which the goal of the PAP (and of SA2)
was to produce patient-driven and not investigator-driven work and to create a culture in which
all PAP members felt comfortable expressing their views. The fact that the group remained
largely intact and met regularly over a 4-year period was important, and PAP members expressed
that they felt very much at ease with the group and with sharing their views. Finally, there was a
vetting process with content experts, local IRB leadership, and patient-family advisors, for
example, but there may be other groups that would provide different feedback.
SA3 is obviously quite limited in that only 1 patient had exposure to the novel consent
process, the overall sample size was very small, and no comparative assessment of the
experiences of those who received the standard consent process vs the novel process can be
made at this point. For sites continuing to use the P-CARE consent process, the team does plan to
continue to gather data as long as possible. The extension project described earlier (embedded
within the MOST trial) will provide for substantial implementation experience and large numbers
of participants, although it will not provide comparative data because all participants will be
exposed to the same consent process. The investigators’ experience with SA3 does demonstrate
the logistical challenges of conducting embedded research in several important ways: It depends
on the success of a parent trial, it requires substantial alignment in timing, and it takes robust
communication with and buy-in from IRBs. Regarding the latter, it may be that the single-IRB
paradigm is helpful moving forward.
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CONCLUSIONS
It would be easy to dismiss the value of informed consent processes for clinical trials in
acute conditions such as AMI and acute stroke because of the stress and time limitations
associated with these conditions. The findings from this project demonstrate that many barriers
to consent in these situations are likely real but that consent processes still serve important
patient-centered goals and that patients’ and surrogates’ experiences of consent are generally
positive. Interpersonal interactions with research staff and other aspects of communication
outside of consent forms and even outside of the consent conversation were recognized as
important drivers of patients’ and surrogates’ experiences and represent an area of focus for
research teams working in this area. In partnership with a PAP, practical strategies were
developed to make the consent process more patient centered, context sensitive, and
meaningful. Further evaluation of these strategies is essential.
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Appendix A – SA1 Interview Guide

Appendix A – SA1 Interview Guide
[INTRO/SCEHDULING FOR STROKE]

Hello, may I please speak with [INSERT SURROGATE’S NAME]?
This is [INTERVIEWER NAME] calling on behalf of medical researchers from Emory University. I am
contacting you because [INSERT FAMILY MEMBER’S NAME] was treated at [SITE NAME HERE] for a
stroke in [YEAR]. You may remember receiving a letter describing an interview study that researchers at
[SITE NAME] are partnering with researchers at Emory to do to help learn more about patients’ and family
members’ experiences.
The goal of this interview study is to learn more about the views of patients and people close to them about
research studies in emergency settings like stroke or heart attack. The discussion should take no longer
than 20 minutes, and we are offering all participants a $20 gift card that we will send you in the mail.
Please be assured that your responses are held strictly confidential. No one outside our small research
team will have access to your answers. Your insights are important to us, and we appreciate your time in
helping us understanding these issues better. I can tell you a bit more about this interview study in just a
minute. Of course, participating in this is completely voluntary. You can stop at any time if you want.
[SCHEDULING TIME NOW] Would now be a good time to talk? [IF YES, CONTINUE TO
BEGINNING OF SURVEY] Let me begin by telling you a bit more about the interview . . .
[SCHEDULING TIME LATER] Is there a specific time that works best for you for us to have this
discussion? [SCHEDULE DATE, TIME]
Thank you, I look forward to our discussion on [DATE, TIME]. Have a great day.
[SCRIPT FOR ANSWERING MACHINE] “Hi, this is [INTERVIEWER NAME] calling on behalf of medical
researchers from Emory University. I am trying to reach [SURROGATE NAME] to see if she/he might be
willing to have a discussion with me about [PATIENT’S NAME] enrollment in a medical study at [INSERT
SITE NAME]. You may remember receiving a letter about this study a few weeks ago. Please feel free to
call me back at a time most convenient for you at [LEAVE PHONE NUMBER]. Otherwise, I will try to reach
you at another time. Thank you for your time and I look forward to speaking with you.”
[CONSENT SCRIPT/BACKGROUND ON INTERVIEW; ONCE HAS NAMED RESPONDED ON THE
PHONE]
The purpose of this study is to learn from patients and family members who have been included in
research studies testing treatments for heart attack and stroke. For example, we want to know more about
how patients and family members want doctors and researchers to talk with them about research studies
and what information matters most in making decisions about whether to participate. You are being asked
to participate in this interview study because you are a caregiver or medical decision-maker for someone
who had a stroke and was part of a research study on stroke treatment.
We will ask you a series of questions about your time in the hospital and about your experience of deciding
whether to include (NAME) in a research study. We will audio record your answers to the questions. The
interview will take about 15 minutes of your time. We will be interviewing about 300 people around the
country who have been part of research studies for heart attack and stroke. We will re-contact some
people who have participated to ask some follow-up questions. If we re-contact you to ask for a follow-up
interview, you do not have to do that interview if you do not want to do it.
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There are no medical risks or benefits for you associated with this interview study, and the alternative is
simply not to participate. As I mentioned, the study is designed to learn more about experiences and views
that people like you have about medical research. If any of the questions I ask upset you, you can skip the
question or stop the interview. There is a small risk that information you tell us could be obtained by
people you might not want to have that information. To avoid this, we label all recordings of your interview
with a special code rather than your name. That code is stored on a locked computer and will be
destroyed after the study is done. No information will be told to anybody who has taken care of you in a
way that could identify you.
As I mentioned earlier, you will receive a $20 gift card in the mail for participating in this interview. If you
have to stop the interview, you will still be paid $20. If we re-contact you for a follow-up interview later and
you decide to do that interview, we will pay you another $20 for your time for that follow-up interview.
Emory University is required by the HIPAA Privacy Rule law to protect your health information. By agreeing
to be in this study, you are authorizing Emory University to use and/or disclose your health information for
this research. The health information may be used by and/or disclosed to all investigators and team
members involved with the research described above. In addition, people and committees at Emory and
government officials who are responsible for making sure that research is conducted correctly will have
access to your health information to provide oversight for the study.
By agreeing to be in this study, you are authorizing Emory University to use and/or disclose (release) your
health information for this research. You may change your mind and revoke (take back) this Authorization
at any time by contacting the study leader Dr. Dickert.
Likewise, If you have questions about your rights as a research subject or if you have questions, concerns
or complaints about the research, I can give you the information to contact the appropriate institutions and
individuals that have oversight of this project. We will also include this information for your reference when
we mail you your gift card.

[INTRO SCHEDULING FOR MI]
Hello, may I please speak with [INSERT PATIENT’S NAME]?
This is [INTERVIEWER NAME] calling on behalf of medical researchers from Emory University. I am
contacting you because were treated at [SITE NAME HERE] for a heart attack in [YEAR]. You may
remember receiving a letter describing an interview study that researchers at [SITE NAME] are partnering
with researchers at Emory to do to help learn more about patients’ and family members’ experiences.
The goal of this interview study is to learn more about the views of patients and people close to them about
research studies in emergency settings like stroke or heart attack. The discussion should take no longer
than 20 minutes, and we are offering all participants a $20 gift card that we will send you in the mail.
Please be assured that your responses are held strictly confidential. No one outside our small research
team will have access to your answers. Your insights are important to us, and we appreciate your time in
helping us understanding these issues better. I can tell you a bit more about this interview study in just a
minute. Of course, participating in this is completely voluntary. You can stop at any time if you want.
[SCHEDULING TIME NOW] Would now be a good time to talk? [IF YES, CONTINUE TO
BEGINNING OF SURVEY] Let me begin by telling you a bit more about the interview . . .
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[SCHEDULING TIME LATER] Is there a specific time that works best for you for us to have this
discussion? [SCHEDULE DATE, TIME]
Thank you, I look forward to our discussion on [DATE, TIME]. Have a great day.
[SCRIPT FOR ANSWERING MACHINE] “Hi, this is [INTERVIEWER NAME] calling on behalf of medical
researchers from Emory University. I am trying to reach [PATIENT NAME] to see if he/she might be willing
to have a discussion with me about having been a part of a medical study at [INSERT SITE NAME] You
may remember receiving a letter about this study a few weeks ago. Please feel free to call me back at a
time most convenient for you at [LEAVE PHONE NUMBER]. Otherwise, I will try to reach you at another
time. Thank you for your time and I look forward to speaking with you.”
[CONSENT SCRIPT/BACKGROUND ON INTERVIEW; WHEN HAVE NAMED RESPONDENT ON THE
PHONE]
The purpose of this study is to learn from patients and family members who have been included in
research studies testing treatments for heart attack and stroke. For example, we want to know more about
how patients and family members want doctors and researchers to talk with them about research studies
and what information matters most in making decisions about whether to participate. You are being asked
to participate in this interview study because you had a heart attack and were part of a research study on
heart attack treatment.
We will ask you a series of questions about your time in the hospital and about your experience of deciding
whether to be a part of a research study at that time. We will audio record your answers to the questions.
The interview will take about 15 minutes of your time. We will be interviewing about 300 people around the
country who have been part of research studies for heart attack and stroke. We will re-contact some
people who have participated to ask some follow-up questions. If we re-contact you to ask for a follow-up
interview, you do not have to do that interview if you do not want to do it.
There are no medical risks or benefits for you associated with this interview study, and the alternative is
simply not to participate. As I mentioned, the study is designed to learn more about experiences and views
that people like you have about medical research. If any of the questions I ask upset you, you can skip the
question or stop the interview. There is a small risk that information you tell us could be obtained by
people you might not want to have that information. To avoid this, we label all recordings of your interview
with a special code rather than your name. That code is stored on a locked computer and will be
destroyed after the study is done. No information will be told to anybody who has taken care of you in a
way that could identify you.
As I mentioned earlier, you will receive a $20 gift card in the mail for participating in this interview. If you
have to stop the interview, you will still be paid $20. If we re-contact you for a follow-up interview later and
you decide to do that interview, we will pay you another $20 for your time for that follow-up interview.
Emory University is required by the HIPAA Privacy Rule law to protect your health information. By agreeing
to be in this study, you are authorizing Emory University to use and/or disclose your health information for
this research. The health information may be used by and/or disclosed to all investigators and team
members involved with the research described above. In addition, people and committees at Emory and
government officials who are responsible for making sure that research is conducted correctly will have
access to your health information to provide oversight for the study.
By agreeing to be in this study, you are authorizing Emory University to use and/or disclose (release) your
health information for this research. You may change your mind and revoke (take back) this Authorization
at any time by contacting the study leader Dr. Dickert.
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Likewise, If you have questions about your rights as a research subject or if you have questions, concerns
or complaints about the research, I can give you the information to contact the appropriate institutions and
individuals that have oversight of this project. We will also include this information for your reference when
we mail you your gift card.

S1.

Do you have any questions about this interview?

Yes [REFER TO CONSENT FORM]
No [GO TO S2]
S2.

1
2

Do you agree to be interviewed for this study?

Yes [GO TO Q1]
No [GO TO END SCRIPT C2]
Yes, but at another time [RESCHEDULE]

1
2
3

[RECOLLECTION OF RESEARCH STUDY PARTICIPATION]
Thank you.
[Script for stroke]
For this survey, we would like you to think back to your experience when [INSERT PATIENT’S NAME] was
treated at [SITE NAME HERE]. Specifically, we want to ask about any ways that [INSERT PATIENT’S
NAME] was involved in research studies and your role in that process. There are no right or wrong
answers to these questions. We just want to learn about what you remember from the time when [INSERT
PATIENT’S NAME] was treated for a stroke.
Now let’s begin….
Q1. Do you remember [INSERT PATIENT’S NAME] being a part of any research studies while he/she
was treated at [SITE NAME HERE] in [YEAR]?
[Script for MI]
For this survey, we would like you to think back to your experience when you were treated at [SITE NAME
HERE]. Specifically, we want to ask about any ways that you were involved in research studies and your
role in that process. There are no right or wrong answers to these questions. We just want to learn about
what you remember from the time when you were treated for a heart attack.
Now let’s begin….
Q1.

Do you remember being a part of any research studies while you were treated at [SITE NAME
HERE] in [YEAR]?

Yes [GO TO Q1A]
No [GO TO Q2 –
Don’t know/Uncertain [GO TO Q1B]
Q1a.

1
2
3

[ASK IF BEEN PART OF MEDICAL STUDY (Q1=1)] Can you explain to me what that research
study was about? [DO NOT READ RESPONSES]
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Comparing treatments/testing new treatment 1
Other response
2
Don’t know [DO NOT READ]
98
Refused [DO NOT READ]
99
Q1b.

[ASK IF NOT SURE IF BEEN IN PRIOR MEDICAL STUDY Q1=3] Can you tell me what you
remember about any research studies while [FOR STROKE:INSERT PATIENT’S NAME
was] [FOR MI: you were] at [SITE NAME HERE]? [PROBE: What was it about?]

Gave answer [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
98
99

[GENERAL ATTITUDES TOWARDS RESEARCH]
READ TO ALL] I’m going to ask you some questions about your experiences when [FOR STROKE:
INSERT PATIENT’S NAME] had a stroke later] [FOR MI: you had a heart attack later]. I’d like to start by
asking you some questions about your thoughts on medical research in general.
Q2.
Please tell me how much you agree with each of the following statements on a scale of 1 to 5, with
1 being strongly agree and 5 being strongly disagree.
[RANDOMIZE VARIABLES]
1. I have a positive view about medical research in general.
2. Medical researchers can be trusted to protect the interests of people who participate in their studies.
3. We all have some responsibility to help others by volunteering for medical research.
4. Society needs to devote more resources to medical research.
5. Participating in medical research is generally safe.
6. If I volunteer for medical research, I know my personal information will be kept private and confidential.
7. Medical research will find cures for many major diseases during my lifetime.
[CLINICAL CONTEXT]
FOR STROKE Now I’d like to ask you some questions about what was happening when [INSERT
PATIENT’S NAME] came into the hospital at [SITE NAME HERE] with a stroke.
Q3. When [INSERT PATIENT’S NAME] was diagnosed with a stroke, in your opinion, how severe would
you say his/her symptoms were on a scale of 1-10, with 1 being not severe at all and 10 being
extremely severe?
FOR MI]
Now I’d like to ask you some questions about what was happening when you came into the hospital in
[SITE NAME HERE] with your heart attack.
Q3.

When you came to [SITE LOCATION HERE] and were diagnosed with a heart attack, how
uncomfortable would you say were on a scale of 1-10, with 1 being not uncomfortable at all and 10
being extremely uncomfortable.

Q4. Had [FOR STROKE: he/she] [FOR MI: you] ever had symptoms like that before? [READ
RESPONSES]
Yes
1
Yes, but not as severe
2
Previous symptoms were somewhat different 3
No, not to my knowledge
4

Appendix A – SA1 Interview Guide
Don’t know [DON’T READ]
Refused [DON’T READ]

98
99

Q5. When [FOR STROKE: INSERT PATIENT’S NAME was diagnosed with a stroke] [FOR MI: you were
diagnosed with a heart attack], how would you describe your level of emotional stress on a scale of 110, with 1 being not stressed at all and 10 being extremely stressed?
Q6. Approximately what time of day did you come in to the hospital? [PRECODED OPEN END – DO
NOT READ RESPONSES]
Morning (8-11 a.m.)
1
Middle of the day (11:01 a.m. – 1 p.m.)
2
Afternoon (1:01 to 6 p.m.)
3
Evening (6:01 to 9 p.
4
Late night/very early morning (overnight) (9:01p.m. to 7:59 a.m.)
Don’t know [DO NOT READ]
98
Refused [DO NOT REA
99

5

DO NOT ASK FOR STROKE ATTACH STUDY OR MI
Q7. When [INSERT PATIENT’S NAME] was having a stroke, did doctors give him/her a clot-busting
medication to treat the stroke? Yes, no or are you unsure?
Yes [GO TO Q7A]
No [GO TO Q8]
Unsure [GO TO Q8]
Refused [DO NOT READ] [GO TO Q8]

1
2
3
99

DO NOT ASK FOR STROKE ATTACH STUDY OR MI
Q7A. [IF Q7=1] How long do you remember being in the hospital before they treated him/her with that
medication? [READ RESPONSES, CAN STOP READING RESPONSES AFTER INTERVIWER
SELECTS HIS/HER RESPONSE]
Less than 30 minutes
More than 30 minutes but less than 1 hour
More than 1 hour
More than 2 hours
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
98
99

DO NOT ASK FOR STROKE ATTACH STUDY OR MI
Q8. When [INSERT PATIENT’S NAME] was having a stroke, did doctors do a procedure using a catheter
to remove the blood clot causing the stroke? Yes, no or are you unsure?
Yes [GO TO Q8A]
No [GO TO Q9]
Unsure [GO TO Q9]
Refused [DO NOT READ] [GO TO Q9]

1
2
3
99

SCRIPT FOR ALL STROKE WHO SAY YES (Q8=1) EXCEPT ATTACH STUDY (MI AND STROKE
ATTACH STUDY DON”T GET THIS QUESTION don’t get this question)
Q8A. [ASK IF DOCTORS DID PROCEDURE USING CATHETER TO REMOVE BLOOD CLOT (Q8=1)]
How long do you remember being in the hospital before they did that procedure?
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SCRIPT FOR MI:
When you came to the hospital and were diagnosed with a heart attack, how long do you remember being
in the hospital before you went for a heart catheterization?
[READ RESPONSES, CAN STOP READING RESPONSES AFTER INTERVIWER SELECTS HIS/HER
RESPONSE]
Less than 30 minutes
More than 30 minutes but less than 1 hour
More than 1 hour
More than 2 hours
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
98
99

DO NOT ASK FOR MI
Q9. Were you the primary person making decisions for [INSERT PATIENT’S NAME] when he/she came
to the hospital with a stroke? [DO NOT READ RESPONSES]
Yes [GO TO Q10]
1
Yes, but patient/other also involved [GO TO Q10]
No [GO TO Q9A]
3
Refused [DO NOT READ] [GO TO Q10]
99

2

DO NOT ASK FOR MI
Q9A. [ASK IF NOT PRIMARY PERSON MAKING DECISIONS (Q9=3)] Who was the primary person
making decisions for [INSERT PATIENT’S NAME] when he/she came to the hospital with a stroke?
[PRE-CODED OPEN END – DO NOT READ RESPONSES]
Family member
Friend
Patient
Other
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
97
98
99

DO NOT ASK FOR MI
Q10. Did [INSERT PATIENT’S NAME] play any role in making decisions about his/her treatment within the
first couple of hours of coming into the hospital with a stroke
Yes [GO TO Q10A]
No [GO TO Q11]
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
98
99

DO NOT ASK FOR MI
Q10A. [ASK IF PATIENT PLAYED ROLE IN MAKING DECISIONS (Q10=1)] Can you describe how
he/she was involved? [OPEN END]
Gave answer [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]
Q11.

1
98
99
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FOR STROKE: Was a family member, friend or other person with you within the first couple of hours after
[INSERT PATIENT’S NAME] came to the hospital?
Was anyone with you when you first came to the hospital or before you went for heart catheterization?
[ACCEPT MULTIPLE RESPONSES]
Yes, a family member [GO TO Q11A]
1
Yes, a friend [GO TO Q11A]
2
Yes, other [GO TO Q11A]
3
No [GO TO Q12]
4
Don’t know [DO NOT READ] [GO TO Q12] 98
Refused [DO NOT READ] [GO TO Q12]
99
Q11A. [ASK IF SOMEONE WAS THERE HOSPITAL (Q11A=1,2,3)] Did [RESPONSE FROM Q11] help
you to make decisions about treatment for [FOR STROKE: INSERT PATIENT’S NAME] [FOR MI:
your heart attack]?
Yes [GO TO Q11B]
No [GO TO Q12]
Don’t know [DO NOT READ] [GO TO Q12]
Refused [DO NOT READ] [GO TO Q12]

1
2
98
99

Q11B. [ASK IF PERSON HELPED MAKE DECISIONS ABOUT TREATMENT (Q11A=1)] In what way did
[RESPONSE FROM Q11] help you to make decisions? [PRE-CODED OPEN END – DO NOT
READ RESPONSES] [NO ADDITIONAL PROBE NEEDED – VOLUNTEERED MULTOPLE
RESPONSES ACCEPTED]
Decided for me
Asked the doctor questions
Talked with me about risks and benefits
Provided support
Other
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
97
98
99

[TRIAL ENROLLMENT PROCESS AND TRIAL RECALL]
[READ TO ALL] Now I’d like to ask you some questions about research studies that you may have been
asked about when [FOR STROKE: INSERT PATIENT’S NAME was being treated for stroke…] [FOR MI:
you were being treated for a heart attack...]
ASK IF REMEMBERS BEING PART OF STUDY Q1=1]
Q12. You mentioned earlier that you were asked about [FOR STROKE: including INSERT PATIENT’S
NAME] in a research study for patients with stroke]. [FOR MI: being a part of a research study when
you were at [SITE LOCATION HERE] being treated for a heart attack]. Can you tell me again what
that study was about? [PROBE: What was it about?] [OPEN END]
Gave answer [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
98
99
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Q13. [ASK IF DO NOT KNOW OR DON’T KNOW ABOUT REMEMBERING IF ASKED TO INCLUDE
PATIENT IN RESEARCH STUDY (Q1= 2, 3)] Thinking back again to when [FOR STROKE: INSERT
PATIENT’S NAME] [FOR MI: you] came in to the hospital, do you remember anyone ever talking to
you about a research study?
Yes [DO NOT READ]
No [DO NOT READ]
Don’t know [DO NOT READ]

Q14.

1
2
3

We got in contact with you because [FOR STROKE INSERT PATIENT’S NAME was listed as
having been included in a research study called the [INSERT STUDY NAME] study for people
having a stroke] [FOR MI: you were listed as having been included in a research study called the
[INSERT STUDY NAME] study for people having a heart attack]. Does that sound familiar to you?

Yes [DO NOT READ]
No [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]
Q15.

1
2
98
99

[ASK IF SOUNDS FAMILIAR (Q14=1)] Can you tell me what the [INSERT STUDY NAME] study
was about?

Gave answer
Don’t know
Refused

1
98
99

[ASK ALL]
Q15a
FOR STROKE: Just to summarize and make sure we are both on the same page. We got in contact with
you because [INSERT PATIENT’S NAME] was listed as having been included in a research study called
the [INSERT STUDY NAME] study for people having a stroke. The [[INSERT STUDY NAME] study was a
study that was [INSERT STUDY DESCRIPTION]. [INSERT PATIENT’S NAME] would have been enrolled
in this study when he/she first came into the hospital at the time he/she was being treated for stroke. Do
you remember [INSERT PATIENT’S] being a part of that study or hearing about a study like that at any
point?
FOR MI: Just to summarize and make sure we are both on the same page We got in contact with you
because you were listed as having been included in a research study called the [INSERT STUDY NAME]
study for people having a heart attack. The [INSERT STUDY NAME] study was a study that was [INSERT
STUDY DESCRIPTION]. You would have been enrolled in this study when you first came into the hospital
at the time you were being treated for your heart attack. Do you remember being a part of that study or
hearing about that study or hearing about a study like that at any point?
Yes [GO TO Q16]
No [GO TO END SCRIPT C2]
Don’t know [GO TO END SCRIPT C2]
Refused [GO TO END SCRIPT C2]

1
2
98
99
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Q16. What did you think were the potential benefits to [FOR STROKE: INSERT PATIENT’S NAME] [FOR
MI: you] being a part of that study? [PRE-CODED OPEN END; DO NOT READ RESPONSES]
[PROBE ONCE: “Anything else?”] [MULTIPLE RESPONSES ACCEPTED]
Might reduce chance of death
1
Might reduce complications
2
FOR STROKE ONLY: Might reduce impact of stroke/reduce brain injury
FOR MI ONLY: Might reduce heart damage/improve heart function
4
FOR MI ONLY Might reduce chance of future heart attack
Other
97
Don’t know [DO NOT READ]
98
Refused [DO NOT READ]
99
Q17.

3
5

[ASK ALL] Do you remember being told about any risks associated with being included in this
study?

Yes [GO TO Q17A]
No [GO TO Q18]
Don’t know [DO NOT READ] [GO TO Q18]
Refused [DO NOT READ] [GO Q18]

1
2
98
99

Q17A. What did you think were the potential risks of being a part of that study? [PROBE ONCE: “Anything
else?”] [PRECODED OPEN END; DO NOT READ RESPONSES] [MULTIPLE RESPONES
ACCEPTED]]
Risk of death
1
Bleeding
2
FOR STROKE ONLY Worse brain injury/stroke
FOR MI ONLY Worse heart damage/heart attack
Worse than standard treatment
5
Other
6
Don’t know [DO NOT READ]
98
Refused [DO NOT READ]
99

3
4

[RECOLLECTION OF INFORMER]
Q18. Do you remember where in the hospital you were when you were first told about the [INSERT STUDY
NAME] study? [PRE-CODED OPEN END; DO NOT READ RESPONSES]
Still in the emergency department
1
In the ambulance
2
In the procedure room
3
Other
97
Don’t know [DO NOT READ]
98
Refused [DO NOT READ]
99
Q19. Who was it that told you about the study? [PRE-CODED OPEN END; DO NOT READ RESPONSES]
[If they give a name, ask for clarification about the position/field] [ACCEPT MULTIPLE RESPONSES]
Emergency medicine/ ER physician [GO TO Q19A]1
Cardiologist [GO TO Q19A]
2
Neurologist [GO TO Q19A]
3

Appendix A – SA1 Interview Guide
Study coordinator/nurse [GO TO Q19A]
Other (house officer, fellow, etc.) [GO TO Q19A]
Don’t know [GO TO Q20]
Refused [GO TO Q20]

4
5
98
99

Q19A. [ASK IF KNOW WHO TOLD ABOUT STUDY (Q19=1, 2, 3, 4, 5)] Was this person someone that
you [IF STROKE: or PATIENT NAME] knew before this hospitalization?
Yes
No
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
98
99

Q19B. [ASK IF KNOW WHO TOLD ABOUT STUDY (Q19=1, 2, 3, 4, 5)] Was this person the same person
that was treating [FOR STROKE :INSERT PATIENT’S NAME for his/her stroke?] [FOR MI: you for
your heart attack]
Yes
No
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
98
99

Q19C. [ASK IF GAVE VALID RESPONSE IN Q19=1, 2, 3, 4, 5)] Did anyone else at the hospital talk with
you about the [INSERT STUDY NAME] study?
Yes [GO TO Q19D]
No [GO TO Q20]
Don’t know [GO TO Q20]
Refused [DO NOT READ] [GO TO Q20]

1
2
98
99

Q19D. [ASK IF ANYONE ELSE TALKED ABOUT STUDY (Q19C=1)] Who else spoke with you about the
study? [PRE-CODED OPEN END; DO NOT READ RESPONSES] [IF GIVES A NAME, ASK TO
CLARIFY POSITION/ROLE]
Emergency medicine/ER physician
Cardiologist
Neurologist
Study coordinator/nurse
Other (house officer, fellow, etc.)
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
5
98
99

Q20. [ASK ALL] On a scale of 1 to 5, with 1 being strongly agree and 5 being strongly disagree, how would
you rate the following statement about the main person that talked to you about enrolling in the
study?
[RANDOMIZE VARIABLES]
1. I felt that I could trust his/her medical expertise.
2. I felt that I could trust that he/she cared about my best interests.
3. He/she told me everything I needed to know about the [INSERT STUDY NAME] study.
[ASK IF KNOW WHO TOLD ABOUT STUDY (Q19=1, 2, 3, 4, 5)]
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[IF PERSON/PEOPLE DESCRIBED THE STUDY IN MULTIPLE SESSIONS, ASK R TO THINK ABOUT
THE TOTAL MINUTES WITH ALL SESSIONS ADDED TOGETHER.]
Q21. How long do you remember [Q19 RESPONSE] taking to describe the study to you (in minutes)?
< 5 minutes
>5 and < 10 minutes
>10 and < 15 minutes
> 15 minutes
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
98
99

Q22. Who asked for your permission to [FOR STROKE: include PATIENT’S NAME in the study] [FOR MI:
to be included in the study]? [PRE-CODED OPEN END; DO NOT READ RESPONSES]
Emergency medicine/ ER physician
1
Cardiologist
2
Neurologist
3
Study coordinator/nurse
4
Other (house officer, fellow, etc.)
5
No one asked me
6
Don’t know
98
Refused
99
Q22A. [ASK IF NOT ASKED OR UNSURE IF ASKED TO MAKE DECISION (Q22=6, 98, 99)] Was
someone else asked to make this decision for [FOR STROKE: INSERT PATIENT’S NAME] [FOR
MI: you]?
Yes [GO TO Q22B]
No [GO TO Q23]
Don’t know [DO NOT READ] [GO TO Q23]
Refused [DO NOT READ][GO TO Q23]

1
2
98
99

Q22B. [ASK IF ANYONE ELSE ASKED TO MAKE DECISION (Q22A=1)] Who else was asked to make
this decision? [PRE-CODED OPEN END; DO NOT READ RESPONSES] [IF GIVES A NAME, ASK
TO CLAIRIFY RELATIONSHIP TO SELF/PATIENT]
Family Member
Friend
Other
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
98
99

Q23. On a scale of 1 to 5 with 1 being very surprising and 5 being not surprising at all, how surprising did
you find being asked to [FOR STROKE enroll [INSERT PATIENT’S NAME in a research study at that
time] [FOR MI: be a part of a research study at that time ]?
Q23A. [ASK IF Q23 NE 98 OR 99] Can you tell me how you decided on this answer [INSERT Q23
RATING]?
Gave response [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
98
99
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Q24. How long did it take for you to make a decision about whether to join the study? [READ
RESPONSES BUT STOP WHEN RESPONDENT CHOSES HIS/HER RESPONSE
Less than five minutes
> 5 and < 15 minutes
>15 and < 30 minutes
> 30 minutes
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
98
99

Q25. On a scale of 1 to 5, with 1 being strongly agree and 5 being strongly disagree, how does the
following statement apply to you
I had the opportunity to ask questions before FOR STROKE: enrolling INSERT PATIENT’S NAME] [FOR
MI: being enrolled] in the [INSERT STUDY NAME] study.
Q26. Do you remember asking any questions about the [INSERT STUDY NAME] study?
Yes [GO TO Q26A]
No [GO TO Q27]
Don’t know [DO NOT READ] [GO TO Q27]
Refused [DO NOT READ] [GO TO Q27]

1
2
98
99

Q26A. [ASK IF REMEMBER ASKING QUESTIONS (Q26=1)] What questions did you ask about the
[INSERT STUDY NAME] study?
Gave response [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
98
99

Q27. Were you asked to sign a form to give your permission to [FOR STROKE include INSERT
PATIENT’S NAME in the INSERT STUDY NAME study?] [FOR MI: be a part of the [INSERT STUDY
NAME] study?] Sometimes these are called consent forms.
Yes [GO TO Q28]
No [GO TO Q27A]
Don’t know [GO TO Q27A]

1
2
3

Q27A. [ASK IF WAS NOT ASKED TO SIGN FORM (Q27=2)] Was someone else asked to sign the form
[FOR MI: for you]?
Yes [GO TO Q28]
No [GO TO Q31]
Don’t know [DO NOT READ] [GO TO Q31]
Refused [DO NOT READ] [GO TO Q31]

1
2
98
99

[ASK ONLY IF Q27=1 or Q27a=1]
Q28. Did you read the consent form right then, before [if Q27=1 you] [if Q27a=1: they] signed it?
Yes [GO TO Q28A]
No [GO TO Q29]
Don’t know [DO NOT READ] [GO TO Q29]
Refused [DO NOT READ] [GO TO Q29]

1
2
98
99
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Q28A. [ASK IF READ THE CONSENT FORM (Q28=1)] Which statement best describes how much of the
consent form you read prior to signing it…[READ RESPONSES]
I read almost none of it
I read or skimmed a little bit of it
I read or skimmed through most key parts
I read the full document
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
98
99

ASK IF Q27=1 OR Q27A=1 PERSON SAID THEY OR SOMONE ELSE WERE ASKED TO SIGN FORM
Q29. Did [IF Q27=1: you] [IF Q27a=1: they] receive a copy of the consent form to keep with you?
Yes [GO TO Q30]
No [GO TO Q31]
Don’t know [DO NOT READ] [GO TO Q31]
Refused [DO NOT READ] [GO TO Q31]

1
2
98
99

Q30. [ASK IF RECEIVED COPY OF CONSENT FORM (Q29=1)] Did you read the consent form later,
after it was signed?
Yes
No
2
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
98
99

Q31. [ASK ALL] After [FOR STROKE: PATIENTS NAME was] [FOR MI: you were] enrolled in the study,
did anyone talk with you about what the study involved?
Yes [GO TO Q32]
No [GO TO Q35]
Don’t know [DO NOT READ] [GO TO Q35]
Refused [DO NOT READ] [GO TO Q35]

1
2
98
99

Q32. [ASK IF ANYONE TALKED AT A LATER TIME (Q31=1)] Who was it that talked to you about the
study after [FOR STROKE: PATIENTS NAME was] [FOR MI: you were] enrolled? [ALLOW
MULTIPLE RESPONSES]
Study investigator/doctor [GO TO Q33]
1
Study nurse/coordinator [GO TO Q33]
2
Clinical doctor taking care of patient [GO TO Q33] 3
Other [SPECIFY] [GO TO Q33]
97
Don’t know [DO NOT READ] [GO TO Q35] 98
Refused [DO NOT READ] [GO TO Q35]
99
Q33. [ASK IF (Q32=1, 2, 3, 97)] And did this person(s) talk to you while you were still in the hospital or
after [FOR STROKE : INSERT PATIENT NAME was [FOR MI: you were] discharged?
While still in hospital
After discharge
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
98
99

Q34. [ASK IF (Q32=1, 2, 3, 97)] Did you wish that they had come to talk with you about the study sooner?
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Yes [GO TO Q35]
No [GO TO Q34A]
Don’t know [DO NOT READ] [GO TO Q35]
Refused [DO NOT READ] [GO TO Q35]

1
2
98
99

Q34A. [ASK IF DID NOT WISH PERSON HAD COME TO TALK SOONER (Q34=2)] Do you wish that
someone had come to talk with you later about the study?
Yes
No
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
98
99

[DECISION MAKING TO ENROLL PATIENT IN STUDY]
Q35. [READ TO ALL] Thinking specifically about your decision to [FOR MI: join” [FOR STROKE: include
INSERT PATIENT’S NAME in] the [INSERT STUDY NAME] study, please tell me how much you
agree with each of the following statements on a scale of 1 to 5, with 1 being strongly agree and 5
being strongly disagree.
[DO NOT RANDOMIZE VARIABLES]
1. I was clear about the best choice for [FOR STROKE: INSERT PATIENT’S NAME] [FOR MI: me]
2. I felt sure about what to choose.
3. The decision was easy for me to make.
Q36. On a scale of 1 to 5, with 1 being strongly agree and 5 being strongly disagree, how do the following
statements apply to you?
RANDOMIZE WITHIN 1,2,3 AS ONE SET; NEXT RANDOMIZE 4,5 AS THE NEXT SET]
1. I am glad that I was asked before [ FOR STROKE INSERT PATIENT’S NAME was included in the
[INSERT STUDY NAME study at the time he/she was being treated for stroke] [FOR MI: being included
in the INSERT STUDY NAME at the time I was being treated for my heart attack].
2. I wish that I had not had to sign a consent form when I was asked to [FOR STROKE include [INSERT
PATIENT’S NAME] in the [INSERT STUDY NAME] study at the time he/she was treated for stroke.]
[FOR MI: be a part of the [INSERT STUDY NAME] study while I was being treated for my heart attack]
3. FOR STROKE:
Instead of asking me before including [INSERT PATIENT’S NAME] in the study, I would have preferred it if
the doctor treating [INSERT PATIENT’S NAME] had made the decision for me about including [INSERT
PATIENT’S NAME] in the [INSERT STUDY NAME] study and asked me or [INSERT PATIENT’S NAME]
later whether we wanted to stay in the study.
FOR MI
Instead of asking me before including me in the study, I would have preferred it if the doctor treating me
had made the decision about including me in the [INSERT STUDY NAME] study and asked me later
whether I wanted to stay in the study.
4. It was important for me to read written information about the study at the time [FOR STOKE INSERT
PATIENT’S NAME was having a stroke and I was deciding whether to include him/her in the study]
[FOR MI: I was having a heart attack and was deciding to be a part of the study].
5. It would have been better to give me an information sheet about the study at a later time rather than
when deciding to [FOR STROKE: enroll PATIENT NAME in] [FOR MI: join] in the study
Q37. Other than what you have already told us, is there anything about the way that you were asked to
participate that you would have wanted to change?
Gave response [DO NOT READ]
No [DO NOT READ]

1
2
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Don’t know [DO NOT READ]
Refused [DO NOT READ]

98
99

[INFORMATION PREFERENCES]
Q38. Thinking back to when you were asked to make a decision about the study, do you feel like you were
given too much information, the right amount, or too little information before you had to decide
whether to [FOR STROKE: include INSERT PATIENT’S NAME] [FOR MI: join] in the study?
Too much information
The right amount
Too little information
Don’t know [DO NOT RED]
Refused [DO NOT READ]

1
2
3
98
99

Q39. What information about the study was most important to you in deciding whether to [FOR STROKE
include INSERT PATIENT’S NAME [FOR MI: join] in the study?
[DO NOT READ RESPONSES] [VOLUNTEERED MULTIPLE RESPONSES ACCEPTED, DO NOT
PROBE]
Chance for benefit (less injury/death)
Doctor’s belief this was best choice
Low risk / now likelihood of side effects
Other
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
98
99

Q40. Was there any information that would have made it easier for you to decide about whether to take
part in the study?
Yes [GO TO Q40A]
No [GO TO Q41]
Don’t know [DO NOT READ] [GO TO Q41]
Refused [DO NOT READ] [GO TO Q41]

1
2
98
99

Q40A. [ASK IF INFORMATION THAT WOULD HAVE MADE IT EASIER TO DECIDE (Q40=1)] What
information would have made it easier to decide?
Gave response [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
98
99

Q41. Was there any information that you were told that you wished you had not been told at that time?
Yes [GO TO Q41A]
No [GO TO Q42]
Don’t know [DO NOT READ] [GO TO Q42]
Refused [DO NOT READ] [GO TO Q42]

1
2
98
99

Q41A. [ASK IF (Q41=1)] What information did you wish you had not been told at the time?
Gave response [DO NOT READ]
Don’t know [DO NOT READ]

1
98
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Refused [DO NOT READ]

99

Q42. Do you feel like anything about the study was hidden from you at any time?
Yes [GO TO Q42A]
No [GO TO Q43]
Don’t know [DO NOT READ] [GO TO Q43]
Refused [DO NOT READ] [GO TO Q43]

1
2
98
99

Q42A. [ASK IF FEEL ANYTHING ABOUT STUDY WAS HIDDEN (Q42=1)] What do you feel was hidden?
[DO NOT READ, PRECODED OPEN END] [VOLUNTEERED MULTIPLE RESPONSES
ACCEPTED, DO NOT PROBE FOR MORE]
Lack of experience with this treatment
Risks
Need for follow up tests / procedures
Other
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
98
99

Q43. Do you remember whether there was any information that you were told at the time you were [FOR
STROKE deciding whether to include INSERT PATIENT’S NAME in the study] [FOR MI: deciding
whether to be a part of the study] that you would have preferred to be told about later?
Yes [GO TO Q43A]
NO [GO TO Q44]
Don’t know [DO NOT READ] [GO TO Q44]
Refused [DO NOT READ] [GO TO Q44]
Q44.

1
2
98
99

[IF Q43=1] What would you have preferred to be told about later?

Gave response [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
98
99

Q45. Were there any follow-up activities or tests that [FOR STROKE: NSERT PATIENT’S NAME was]
[FOR MI: you were] asked to do later on as part of participating in the [INSERT STUDY NAME]
study? [IF YES, PROBE WHAT WHERE THOSE]
Phone calls [GO TO Q45A]
Clinic visits [GO TO Q45A]
Tests/lab test/imaging [GO TO Q45A]
Yes, other [GO TO Q45A]
NO [GO TO Q46]
Don’t know [DO NOT READ] [GO TO Q46]
Refused [DO NOT READ] [GO TO Q46]

1
2
3
4
5
98
99

Q45A. [ASK IF ANY FOLLOW-UP ACTIVITIES OR TESTS (Q45=1 thru 4)]
FOR STROKE
Thinking back to when [INSERT PATIENT’S NAME] was having a stroke and you had to decide
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about whether to include [INSERT PATIENT’S NAME] as a part of the [INSERT STUDY NAME]
study, did the person who talked to you tell you about those follow-up activities at that time?
FOR MI
Thinking back to when you were having a heart attack and had to decide about whether to be a part of the
[INSERT STUDY NAME] study, did the person who talked to you tell you about those follow-up
activities at that time?
Yes
No
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
98
99

On a scale of 1 to 5, with 1 being strongly agree and 5 being strongly disagree, how does the following
statement apply to you.
Q46 It is important to tell people or their decision-makers at the beginning, while they are being treated for
their [FOR STROKE: stroke] [FOR MI: heart attack], about any follow-up activities that are part of the
study
[SELF-ASSESSED CAPACITY/PROTECTION OF INTERESTS]
Q47. At the time that you were asked to make a decision about whether to [FOR STROKE include INSERT
PATIENT’S NAME] [FOR MI: be included] in the [INSERT STUDY NAME] study, please tell me how
much you agree with each of the following statements on a scale of 1 to 5, with 1 being strongly
agree and 5 being strongly disagree.
RANDOMIZE VARIABLES]
1. I was able to participate in decisions about [FOR STROKE : PATIENT NAME’s medical treatment]
[FOR MI: treatment for my heart attack].
2. I was able to make [FOR STROKE: decisions for [PATIENT NAME] [FOR IMI: my own decisions] about
whether to be a part of the [INSERT STUDY NAME] study.
Q48. Would it have been easier to make a decision if someone else had been there with you to make a
decision about whether to [FOR STROKE: include INSERT PATIENT’S NAME in] [FOR MI: join] the
[INSERT STUDY NAME] study?
Yes
No
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
98
99

[OPPORTUNITY FOR AUTHORIZATION]
Q49. Thinking specifically about your decision to [FOR STROKE: include [INSERT PATIENT’S NAME] in]
[FOR MI: join] the [INSERT STUDY NAME] study, please tell me how much you agree with each of
the following statements on a scale of 1 to 5, with 1 being strongly agree and 5 being strongly
disagree.
[RANDOMIZE VARIABLES]
1. I felt pressure from doctors or other people to [FOR STROKE include PATIENT’S NAME in] [FOR MI:
join] the [INSERT STUDY NAME] study
2. If I had wanted to say no to [FOR STROKE including INSERT PATIENT’S NAME] [FOR MI: being
included] in the [INSERT STUDY NAME] study, I would have felt free to say no.
[DECISIONAL REGRET]
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Q50. Thinking specifically about your decision to join the study, please tell me how much you agree with
each of the following statements on a scale of 1 to 5, with 1 being strongly agree and 5 being strongly
disagree.
[DO NOT RANDOMIZE VARIABLES]
1. It was the right decision
2. I regret the choice that was made
3. I would go for the same choice if I had to do it over again
4. The choice did [FOR STROKE INSERT PATIENT’S NAME] [FOR MI: me] a lot of harm
5. The decision was a wise one
[AUTHENTICITY]
Q51. What was the main reason why you decided to [FOR STROKE: include INSERT PATIENT’S NAME
in] [FOR MI: join] the study? [PRE-CODED OPEN END; DO NOT READ RESPONSES]
[VOLUNTEERED MULTIPLE RESPONSES ACCEPTED, DO NOT PROBE FOR MORE]
Chance for benefit
Trust in doctor
Absence of risk
Desire to contribute to research
Other
Don’t know [DO NOT READ]

1
2
3
4
5
98

[RESPECT]
Q52. Thinking back about the time that you were asked to make a decision about whether to [FOR
STROKE: include [INSERT PATIENT’S NAME in] [FOR MI: join] the study, please tell me how much
you agree with each of the following statements on a scale of 1 to 5, with 1 being strongly agree and
5 being strongly disagree.
RANDOMIZE VARIABLES]
1. When talking to me about the [INSERT STUDY NAME] study, the person who asked me to sign the
consent form seemed to understand how I was feeling at the time.
2. The person who talked to me about the study acted in a caring way toward me.
3. The person who talked to me about the study explained how the study related to [FOR STROKE:
INSERT PATIENT’S NAME’s] [FOR MI: my own] medical situation.
4. The person who talked to me about the study treated me with dignity.
[FOR EACH ITEM IN Q52_1to4 WHERE ANSWER IS A 4 OR A 5, IMMEDIATELY FOLLOW UP WITH:]
Q52A. Can you tell me how you chose that answer?
Gave response [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
98
99

[PRIOR RESEARCH EXPERIENCE]
ASK STROKE ONLY
Q53. How many times, if at all, has [INSERT PATIENT’S NAME] ever been a part of any other medical
research study?
[RECORD NUMERIC RESPONSE
Don’t know [DO NOT READ]
Refused [DO NOT READ]

98
99
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ASK STROKE ONLY
Q53b. [ASK IF BEEN PART OF OTHER MEDICAL RESEARCH STUDY (Q53=1 thru 97)] Can you please
describe what [if q53=1 “that study was about”] [if Q53 =2 to 97 “those studies were about” What
was that study about?
Gave response [DO NOT READ]
1
Don’t know [DO NOT READ]
98
Refused [DO NOT READ]
99
Q54. Thinking about you personally, how many times, if at all, have YOU ever been a part of any other
medical research study?
[RECORD NUMERIC RESPONSE
Don’t know [DO NOT READ]
Refused [DO NOT READ]

98
99

Q54b. [ASK IF BEEN PART OF OTHER MEDICAL RESEARCH STUDY (Q54=1 thru 97)] Can you please
describe what [if q54=1 “that study was about”] [if Q54 =2 to 97 “those studies were about” What
was that study about?
Gave response [DO NOT READ]
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
98
99

[HEALTH LITERACY]
Q55. How confident are you filling out medical forms by yourself? Extremely, quite a bit, somewhat, a little
bit or not all confident?
Extremely
Quite a bit
Somewhat
A little bit
Not at all
Don’t know [DO NOT READ]
Refused [DO NOT READ]

1
2
3
4
5
98
99

DEMOGRAPHICS
B1. [RECORD FROM OBSERVATION
Female
Male

1
2

B2. What year were you born?
B3. Which of the following best describes your marital status?
Single
Married
Divorced or Separated
Unmarried living with partner
Widow or Widower

1
2
3
4
5
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B4. Do you consider yourself Hispanic?
No
Yes

0
1

B5. Which of the following best describes you?
Asian, Hawaiian, or Pacific Islander
Black or African-American
Native American/Aboriginal
White
Other (specify):

1
2
3
4
5

B6. What is the last grade or year that you completed in school?
Less than high school
Some high school
High school or GED
Some college
College graduate
Some post-graduate
Post-graduate or Professional degree
Other (specify):

1
2
3
4
5
6
7
8

B7. Which of the following describes your employment status?
Employed, full-time
Employed, part-time
Unemployed
Retired
Disabled
Other:

1
2
3
4
5
6

B8. How important to you are your religious/spiritual beliefs?
Not important
Slightly important
Somewhat important
Very important
Extremely important
Not applicable
C1.

1
2
3
4
5
6

In appreciation for your time, we would like to give you a $20 gift card. Can I please have the
address you would like me to send it to? [OPEN-END – CAPTURE VERBATIM]

Refused Gift Card (Do not read)

99

C2. That is the last question I have for you today. Thank you for taking the time to speak with me. Your
thoughts are greatly appreciated.
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ENRICH STUDY INFORMED CONSENT
You are having a stroke caused by bleeding in the brain. The standard treatment
involves admission to the ICU (Intensive Care Unit) with close monitoring and blood
pressure control. It also includes other medical (non-surgical) treatments to prevent
more bleeding or another stroke. Sometimes, doctors will recommend surgery to
remove the blood if medical treatment alone is not successful.
There is evidence that doing minimally invasive surgery very early to remove blood
through a small hole in the skull may help patients recover better. Doctors are not sure
whether doing this type of surgery very early is better than standard medical treatment,
which would only include surgery if it becomes necessary later. This study, called
ENRICH, is comparing standard treatment to very early surgical treatment so doctors
can know which is better for patients.
You are an appropriate candidate for this study, but you do not have to be in it. It is
your choice. Either way you will receive the high-quality care. This form tells you
about the study. Please ask questions about anything that is not clear.

What is the study about?
The purpose of this study is to evaluate how well patients recover after very early
surgery to remove blood from the brain compared to patients treated with standard
medical care.

How is this different from what will be done normally?
Standard medical treatment includes monitoring your condition and doing surgery if it
becomes necessary. This study will evaluate whether doing surgery very early, in
addition to standard medical treatment, is better than standard medical treatment alone,
which would only involve surgery if it becomes necessary later. The technology used to
do the surgery is cleared by the FDA.
This study has two treatment groups. One group will have standard medical treatment.
The other group will have very early surgery to remove the blood in addition to standard
medical treatment.

How is it decided which group you will be in?
A computer will randomly assign you to be in one treatment group or the other. You will
have an equal (50/50) chance of being in either group.

1
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If you are assigned to standard medical treatment without very early
surgery
You will receive all treatments that make up high quality standard care for a bleeding
stroke. This includes careful monitoring, use of medicines, surgery if it becomes
necessary, and any other treatments your doctor may recommend.

If you are assigned to standard medical treatment plus very early
surgery
You will receive all the treatments that make up high-quality standard care for a
bleeding stroke. You will also have very early surgery to remove the blood from your
brain. While you are under anesthesia, a neurosurgeon will create a small opening in
your skull and the blood removal device will be inserted to remove the blood. The small
piece of bone will be put back in the skull where it will heal in the coming days. When
the surgery is over, a CT scan (a form of X-ray) will be done.
If you are assigned to have the very early surgery, your doctor will come back to talk
with you again and ask for your permission before the surgery is done.

What will be required of you?
Regardless of which treatment group you are assigned to be in, you will be evaluated by
the study team several times before you leave the hospital. After you leave the hospital,
there will be several phone calls (lasting about 20 minutes) to see how you are doing.
Lastly, you will be asked to come for an in-person visit 6 months after discharge. Details
of these requirements are included in the accompanying ENRICH information sheet.

What are the possible benefits of being in the study?
It is possible that removing the blood with very early surgery may reduce disability or
impairment from the bleeding stroke. It is also possible that very early surgery will be no
better or not as good as standard medical treatment alone. Either way, the knowledge
gained from this study will help doctors to know more about what treatments are most
effective for a bleeding stroke.

What are the possible risks of being in the study?
If you are assigned to standard medical treatment, there are no added treatment-related
risks from being in the study.
If you are assigned to have very early surgery, the most common risks include further
bleeding in the brain and discomfort at the surgical site. Less common but serious risks
2

Appendix B
can include infection, death or worsened stroke. Your doctor will discuss these risks
with you in more detail before the surgery happens.

What is the alternative to being in the study?
The alternative to being in this study is to not have very early surgery. You will be
treated with standard medical treatment, just like the group not assigned to have very
early surgery.

What happens if you are harmed by being in the study?
If you get ill or injured from being in the study, the medical team will make sure that you
get medical treatment. Your insurance company will be billed for your care. If you do not
have insurance, or if your insurer does not cover treatment, you may be responsible for
these costs, like other costs of treatment. If you have questions about this, someone
from the study team can help to answer them.

Will insurance cover treatment in the study?
The costs of your care that relate to this study will be billed to your insurance just like
other parts of your care. If you have questions about what your insurance will and will
not pay for, or if you do not have insurance, please ask the study team.

Will you be paid for being in the study?
You will not receive extra payment for being a part of this study.

Will your information be kept private?
XXXX keep your information private in accordance with standard research regulations.
We will use a code rather than your name to label your information, and we will not
identify you in research reports. However, your records may be reviewed by study
sponsors or the federal FDA, as allowed by research regulations. See the ENRICH
Study information sheet for details on privacy rules and procedures if you have
questions.

What can you expect from the researchers?
If at any time the researchers find out about unexpected risks or dangers to you or
others in the study, they will inform you and may remove you from the study if needed,
in accordance with standard medical practice. They will also honor any decision you
may make to withdraw from the study at any time. Your medical care will not be
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compromised in any way. We want to answer questions you may have about the study
now or at any time. If you decide to participate, your doctor or someone from the study
team will talk with you again and answer any questions you may have about the study.

Whom can you contact if you have questions or concerns?
You can contact the study doctor XXXXXX

A description of this study is available on http://www.ClinicalTrials.gov. This website
does not identify patients. At most, it will include a summary of the results. You can
search this website at any time.
HIPAA Authorization
1) Your privacy is very important to us.

2) Your health information that identifies you is your “protected health information”
(PHI).
3) The PHI for this study includes your name, relationship to the patient (if
applicable), contact information, the fact that you were part of a study at a
participating hospital.
4) To protect your PHI, we will follow federal and state privacy laws, including the
Health Insurance Portability and Accountability Act (HIPAA).
5) The following persons or groups may use and /or disclose your PHI for this study:
• The Principal Investigator and the research staff.
• XXX who funds this Research, and people or companies they use to carry
out the study
• XXX offices who are part of the Human Research Participant Protection
Program, and those who are involved in research-related administration
and billing
• Any government agencies who regulate the research including the Office
of Human Subjects Research Protections (OHRP) and the US Food and
Drug Administration (FDA)
6) We will disclose your PHI when required to do so by law.
7) You may revoke your authorization at any time by calling the Principal
Investigator, Dr.
at XXX-XXX-XXXX, or by writing to the address listed on
the information sheet that you receive.
8) The remaining information will not be subject to the Privacy Rules. This means
that the information may be used or disclosed with other people or organizations,
and/or for other purposes.
9) If we share your PHI with other groups who do not have to follow the Privacy
Rule, then they could use or disclose your PHI to others without your
authorization. Let me know if you have questions about this.
10) If you do not give your authorization, you may still receive non-research related
treatment.
4
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11) We will put a copy of this informed consent form for the research study into any
medical record that you may have with XXX Healthcare facilities.
12) Your authorization will not expire because your PHI will need to be kept
indefinitely for research purposes.

Consent
Please print your name, sign, and date below if you agree to be in the study. By
signing this consent and authorization form, you will not give up any of your legal rights.

Name of Participant

Signature of Participant (18 or older and able to consent)

Date Time

Signature of Legally Authorized Representative with authority for

Date Time

research decisions

Relationship to Participant or Authority of Legally Authorized Representative

Phone number for Legally Authorized Representative

Name of Person Conducting Informed Consent Discussion

5

Appendix C: ENRICH Study Information Sheet—Surgical Treatment

94

Appendix C
ENRICH Study Information Sheet –Surgical Treatment
ABOUT THIS DOCUMENT

You have agreed to participate in a research study called ENRICH. The purpose of this
document is to give you some additional information about the ENRICH study. You can
use this sheet to learn more about the study and to answer questions you may have
about it. This is not another consent form. You do not need to sign it. It is just
designed to provide information for you. In addition to the information included about
the study, the last page lists contact information for people connected to the study. You
can contact them at any time if you have any additional questions or concerns.

What is the study about?
This study includes patients who have had bleeding strokes (also called ICH or intracerebral hemorrhage). The main purpose of this study is to evaluate whether patients
with bleeding strokes recover better if they have very early surgery to remove blood
from the brain or if they have standard treatment. Standard treatment only involves
surgery to remove the blood if it clearly becomes necessary later.
Standard treatment for bleeding strokes includes admission to an intensive care unit
(ICU), blood pressure control, and treatments to prevent more bleeding or strokes.
Sometimes, bleeding or swelling progresses, and doctors have to perform surgery to
remove the blood or blood clot.
Doctors do not know right now which form of treatment works best—very early surgery
before standard treatment, or standard treatment alone. This study is designed to
answer that question.

How many patients will be in this study?
Up to 300 patients will be enrolled in the study nationwide. XXX Hospital and XXX
Hospital are 2 of the sites participating in this study.

1
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Why was I assigned to have the very early surgery?
A computer randomly assigns each patient who agrees to be in the study into one of
two groups: either standard treatment without very early surgery or standard treatment
plus very early surgery. Every patient has an equal (50/50) chance of being assigned to
one group or the other. The doctor treating you did not make this choice.
You were randomly assigned to be in the standard treatment plus very early surgery
group.
Doctors do not know right now which form of treatment works best - very early surgery
in addition to standard treatment, or standard treatment alone. This study is designed
to answer that question.

What happens during the surgery?
In the surgical procedure, a neurosurgeon creates a small hole in the skull and a small
device is used to remove the blood or blood clot. The device is inserted through the
natural folds of the brain using CT scan (also called CAT scan) pictures to see where it
is going. A protective device called a sheath is used to protect surrounding brain tissue
while the blood and clot are suctioned/removed. After the blood and clot are removed,
the skull bone is replaced, and the skin is closed with stitches or staples. After the
surgery is over, a CT scan is done to evaluate the results. Patients are then transferred
to the ICU.

Will the surgery benefit me?
It is possible that the very early removal of blood and blood clot from the brain may stop
the stroke from progressing and reduce disability or impairment, but this is not known.
The results from patients like you (who were assigned to the very early surgery) will be
compared to the results of patients who were not assigned to the very early surgery.
This is the only way to know if the very early surgery really helps patients.
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Are there risks of having this surgery?
As the surgeon described to you or your family member, the most common risks and
discomforts related to this surgery include:
•

Standard risks of being under general anesthesia if you were not already under
general anesthesia as part of standard treatment.

•

Discomfort at the surgical site, which is treated with pain medications.

The less common but potentially serious risks and discomforts related to the
surgery, are:
•

Further bleeding in the brain, called “re-bleeding.” This is monitored closely on
CT scans.

•

Infections in the brain that can occur after opening the skull. This risk is very
unlikely. Antibiotics are given before, during and after the surgery to reduce this
risk.

•

Injury to surrounding brain tissue.

•

Death.

It is possible that the researchers will learn about new risks while doing this study. If
this happens, they will tell you about them.

What will I be asked to do in this study?
All study follow-up activities are limited to questions and interviews.
While in the hospital: After seven days in the hospital and/or discharge you or your
caregiver will be asked some questions. This is to see how your symptoms have
changed and how you are doing at that time.
Three Phone calls: We will also contact you by phone 30 days, 90 days, and 120 days
after you leave the hospital to ask you some simple questions and evaluate your
progress. These phone calls should take no longer than 20 minutes. If you have
routine visits with your doctor during these time periods we may try to see you in person
during those visits.
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One in-person visit: At 180 days (or about 6 months), you will be asked to come back
and be seen by your surgeon. During this visit, you will be asked some additional
questions by the research staff to determine your level of function.
Some of the follow-up interviews (by phone and in-person) will be audio-recorded. The
purpose of the recording is to allow an expert to evaluate your level of recovery without
knowing which treatment group you were in. These recordings will be securely stored
and will be kept strictly confidential as required by the regulatory agencies.
If you are admitted to another hospital or health-care facility after you are discharged,
we will request your medical records from those facilities. This is to determine if these
new visits have any relationship to this study.
Your continued participation in these follow-up interviews, as a patient who received
very early surgery, will allow researchers to learn how very early surgery affects patients
who have your type of stroke.
You can withdraw from the study at any time.

Who owns my study information?
Being in this study involves donating your information used in the study. You will not
receive any money, for example, if your information is used to make a new product or
refine an existing product. If you withdraw from the study, data that was already
collected will still be used for this study.

How is my information protected?
A study number, rather than your name, will be used on study records when possible.
Your name and other identifying information will not appear when we present or publish
the study results.
Study records can be opened by court order. They also may be provided in response to
a subpoena or a legally required request for the production of documents.
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Your health information will be stored and shared with other researchers. The
information will be available for any research question, such as research to understand
what causes strokes, what makes people do better or worse when they have a stroke,
or development of new scientific methods.
There is a slight risk in any research study that your personal information could be
accidentally released to people who are not supposed to have it or for reasons other
than the ones listed. The researchers will minimize this risk by handling your
information carefully, storing it securely, and sharing it only with authorized persons.

If you have Medicare or Medicaid: the sponsor may need information about your study
treatment to give to the government agencies that run these programs.

What happens if I get ill or injured from being in the study?
If you believe you have become ill or injured from this study, you should contact Dr.
at telephone number XXX-XXX-XXXX. If you get ill or injured from being in the
study, the medical team will help you get medical treatment. You should let the study
doctor know right away that you are ill or injured. It is important to let any other health
care provider who treats you know that you are in this research study.

If you get ill or injured as the direct result of being in this study, the sponsor will pay the
costs for your medical treatment of the illness or injury if it:
(a) is not a medical condition that you had before you started the study;
(b) is not the result of the natural progress of your disease or condition;
(c) is not caused by your failure to follow the study plan; and
(d) is not proven to be directly caused by the negligence of an XXX Hospital or
sponsor employee. “Negligence” is the failure to follow a standard duty of
care.

If your illness or injury is not related to your being in the study, your insurance will be
billed for your care.
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Your insurer may be told that you are in a research study. If you do not have insurance,
or if your insurance does not pay, then you may be charged for these costs. You can
always talk to members of the study team if you have questions about any costs. They
will help you talk to your insurance company if necessary.

XXX Hospital would pay for costs associated with injuries in this study if it is proved that
the injury or illness is caused by the negligence of an XXX Hospital or sponsor
employee.

Are there any costs to me from being in the study?
The costs of your treatment will be billed to your insurance. Whether you have
copayments, deductibles or co-insurance will depend on your plan. The hospital can
provide information for you to get in touch with financial services if you have questions.

If you have insurance
If you have insurance, the hospital will submit claims to your insurance for items and
services that are part of this study. The hospital will send in only those claims for items
and services that it reasonably believes your insurance will pay and that the sponsor
has not paid. How much you will have to pay for any co-payments, deductibles or coinsurance depends on your plan.

If you do not have insurance
If you do not have insurance, the hospital will review your case as part of its program for
low-income patient care. The standard policies of that program will apply. The program
will figure out if you have to pay costs for being in the study and what those costs will
be.

What if I want to leave the study?
You have the right to leave a study at any time without penalty. If you withdraw from the
study, data that was already collected will still be used for this study.
6

Appendix C

Who can I contact if I have questions?
Contact Information
Contact Dr.
at telephone number XXX-XXX-XXXX or the study coordinator
XXX-XXX-XXXX
•

if you have any questions about this study or your part in it,

•

if you feel you have had a research-related injury, or

•

if you have questions, concerns or complaints about the research

at

Contact the Institutional Review Board at XXX-XXX-XXXX or irb@xxx.edu:
•

if you have questions about your rights as a research participant.

•

if you have questions, concerns or complaints about the research.

Official Study Title: ENRICH (Early Minimally-invasive Removal of IntraCerebral
Hemorrhage (ICH))

Who is sponsoring this study?
XXX
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Appendix D
ENRICH Study Information Sheet – Standard Treatment

ABOUT THIS DOCUMENT

You have agreed to participate in a research study called ENRICH. The purpose of this
document is to give you some additional information about the ENRICH study. You can
use this sheet to learn more about the study and to answer questions you may have
about it. This is not another consent form. You do not need to sign it. It is just
designed to provide information for you. In addition to the information included about
the study, the last page lists contact information for people connected to the study. You
can contact them at any time if you have any additional questions or concerns.

What is the study about?
This study includes patients who have had bleeding strokes (also called ICH or intracerebral hemorrhage). The main purpose of this study is to evaluate whether patients
with bleeding strokes recover better if they have very early surgery to remove blood
from the brain or if they have standard treatment. Standard treatment only involves
surgery to remove the blood if it clearly becomes necessary later.
Standard treatment for bleeding strokes includes admission to an intensive care unit
(ICU), blood pressure control, and treatments to prevent more bleeding or strokes.
Sometimes, bleeding or swelling progresses, and doctors have to perform surgery to
remove the blood or blood clot.
Doctors do not know right now which form of treatment works best—very early surgery
before standard treatment, or standard treatment alone. This study is designed to
answer that question.

How many patients will be in this study?
Up to 300 patients will be enrolled in the study nationwide. XXX Hospital and XXX
Hospital are two of the sites participating in this study.
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Why didn’t I have the surgery?
A computer randomly assigns each patient who agrees to be in the study into one of
two groups: either standard treatment without very early surgery or standard treatment
plus very early surgery. Every patient has an equal (50/50) chance of being assigned to
one group or the other. The doctor treating you did not make this choice.

You were randomly assigned to be in the standard treatment without very early surgery
group. You will be treated with standard medical treatment and will only have surgery if
your doctor thinks you need it later.

Doctors do not know right now which form of treatment works best—very early surgery
in addition to standard treatment, or standard treatment alone. This study is designed
to answer that question.

Why should I continue to be in the study if I didn’t have surgery?
This study is designed to tell doctors whether very early surgery or standard medical
care is more effective for patients. The only way this question can be answered is to
follow-up with patients who had each treatment and compare their results. Your
continued participation, as a patient who received standard medical treatment, will allow
researchers to make those comparisons.

If your doctor decides you need surgery later on you will receive it.

Will I benefit from being in this study?

It is possible that standard medical treatment is better for patients than very early
surgery. If so, you may benefit from receiving standard medical treatment. This,
however, is not known, and the opposite is also possible. It may be that very early
surgery works better or does not make a difference. This study is designed to answer
these questions.
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What are the possible medical risks of being in the study?
Because you received standard medical treatment, there were no additional medical
risks that you faced because of being in the study.

What will I be asked to do in this study?

All study follow-up activities are limited to questions and interviews.
While in the hospital: After seven days in the hospital and/or discharge you or your
caregiver will be asked some questions. This is to see how your symptoms have
changed and how you are doing at that time.
Three phone calls: We will also contact you by phone 30 days, 90 days, and 120 days
after you leave the hospital to ask you some simple questions and evaluate your
progress. These phone calls should take no longer than 20 minutes. If you have
routine visits with your doctor during these time periods we may try to see you in person
during those visits.
One in-person visit: At 180 days (or about 6 months), you will be asked to come back
and be seen by your doctor During this visit, you will be asked some additional
questions by the research staff to determine your level of function.
Some of the follow-up interviews (by phone and in-person) will be audio-recorded. The
purpose of the recording is to allow an expert to evaluate your level of recovery without
knowing which treatment group you were in. These recordings will be securely stored
and will be kept strictly confidential as required by the regulatory agencies.
If you are admitted to another hospital or health-care facility after you are discharged,
we will request your medical records from those facilities. This is to determine if these
new visits have any relationship to this study.
You can withdraw from the study at any time.
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Who owns my study information?
Being in this study involves donating your information used in the study. You will not
receive any money, for example, if your information is used to make a new product or
refine an existing product. If you withdraw from the study, data that was already
collected will still be used for this study.

How is my information protected?
A study number, rather than your name, will be used on study records when possible.
Your name and other identifying information will not appear when we present or publish
the study results.
Study records can be opened by court order. They also may be provided in response to
a subpoena or a legally required request for the production of documents.
Your health information will be stored and shared with other researchers. The
information will be available for any research question, such as research to understand
what causes strokes, what makes people do better or worse when they have a stroke,
or development of new scientific methods.
There is a slight risk in any research study that your personal information could be
accidentally released to people who are not supposed to have it or for reasons other
than the ones listed. The researchers will minimize this risk by handling your
information carefully, storing it securely, and sharing it only with authorized persons.
If you have Medicare or Medicaid: the sponsor may need information about your study
treatment to give to the government agencies that run these programs.

What happens if I get ill or injured from being in the study?

Because you received standard medical treatment we do not expect you to become ill
or injured due to being in the study. If you believe you have become ill or injured from
this study, you should contact Dr.
at telephone number XXX-XXX-XXXX.
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Are there any costs to me from being in the study?

The costs of your treatment will be billed to your insurance. Whether you have
copayments, deductibles or co-insurance will depend on your plan. The hospital can
provide information for you to get in touch with financial services if you have questions.

If you do not have insurance
If you do not have insurance, the hospital will review your case as part of its program for
low-income patient care. The standard policies of that program will apply. The program
will figure out if you have to pay costs for being in the study and what those costs will
be.

What if I want to leave the study?

You have the right to leave a study at any time without penalty. If you withdraw from the
study, data that was already collected will still be used for this study.

Who can I contact if I have questions?

Contact Information
Contact Dr.

at XXX-XXX-XXXX or the study coordinator XXX-XXX-XXXX.

•

if you have any questions about this study or your part in it,

•

if you feel you have had a research-related injury, or

•

if you have questions, concerns or complaints about the research

Contact the Institutional Review Board at XXX-XXX-XXXX or irb@xxx.edu:
•

if you have questions about your rights as a research participant.

•

if you have questions, concerns or complaints about the research.
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Official Study Title: ENRICH (Early Minimally-invasive Removal of IntraCerebral
Hemorrhage (ICH))

Who is sponsoring this study?
XXX
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Appendix E – Baseline Pre-Implementation LAR Outcome Survey
We are interested in learning more about the experiences of patients and people who
make decisions for patients about research studies related to stroke treatment. We
know that this can be a difficult time to make decisions about research. We are doing
this survey to help us learn more about how best to communicate about research
studies.
The attached research survey contains questions about your experience being asked to
participate in the ENRICH study for bleeding stroke. You do not have to complete
this survey. If you do not want to do it, your medical care will not be affected in any
way. Completing the survey will not benefit you directly, but it may help researchers to
communicate better with patients and their decision-makers about research.
If you choose to complete this survey, we will send you $10 in appreciation of your time.
There are no medical risks from filling out the survey. The only potential risk would be
loss of confidentiality. However, we will not identify you in any research reports, and we
will label your survey and other information with a special code number rather than your
name.
The lead researcher for this survey study is Dr. XXX. If you have any questions, you
can contact his office at XXX-XXX-XXXX or the Institutional Review Board at XXX-XXXXXXX.

Patient’s name:
Hospital/Site:
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The person who signed the consent form:
Patient
Surrogate

Demographics
In what year were you born?
What is your gender?
Female
Male
Do you consider yourself Hispanic?
Yes
No
Which of the following best describes you:
American Indian/Alaska Native
Asian
Black or African-American
Hawaiian or Pacific Islander
White
Multi-race (please specify):
Other (please specify):
What is the last grade or year that you completed in school?
Less than high school
Some high school
High school graduate or GED
Some college
College graduate
Some post-graduate
Post-graduate or Professional degree
Other (please specify):
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We would like you to think back to when you were asked to decide whether to let the
patient be a part of the ENRICH study.
1. Please rate the following statement about your decision to include the patient in the
ENRICH study on a scale of 1 to 5, with 1 meaning strongly agree and 5 meaning
strongly disagree.
Strongly
Agree

1

Strongly
Disagree

2

3

4

5

I was able to understand the ENRICH research
study when I was asked to include the patient.

2. Which of the following statements best describes the ENRICH study? (Please
choose one answer)
It does not affect treatment at all. It only involves observing how well people do
after having a bleeding stroke.
It is testing whether early removal of blood from the brain helps people who have
a bleeding stroke.
3. Which of the following statements best describes potential benefits of being in the
ENRICH study? (Please choose one answer)
It is possible that early surgery to remove blood from the brain may help patients
recover better from the bleeding stroke.
There is no potential benefit to the patient from being in the study.
Doctors might learn things about the patient while in the study that could help the
doctor treat the patient for their stroke.
4. Which of the following statements best describes how being in the ENRICH study
affects the treatment a patient receives? (Please choose one answer)
All patients in the study will have surgery to remove blood from the brain.
Half the patients in the study will have early surgery to remove blood from the
brain, and half will have standard treatment. Who has which treatment is
decided at random.
Half the patients in the study will have early surgery to remove blood from the
brain, and half will have standard treatment. Who has which treatment is decided
by the doctor.
Being in the study does not affect patient treatment at all.
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5. For each of the following statements, please rate how much you agree on a scale of
1 to 5, with 1 meaning strongly agree and 5 meaning strongly disagree.
Strongly
Agree

1

Strongly
Disagree

2

3

4

5

The person who talked to me about the ENRICH
study was attentive to my needs.
The person who talked to me about the ENRICH
study explained how the study related to the
patient’s medical situation.
When talking to me about the ENRICH study,
the person seemed to understand how I was
feeling at the time.
The person who talked to me about the ENRICH
study cared about the patient’s best interests.
The person who talked to me about the ENRICH
study treated me with dignity.
I was given a choice whether to include the
patient in the ENRICH study.
I had an opportunity to ask questions before
making my decision about the ENRICH study.

6. For each of the following statements, please rate how much you agree on a scale of
1 to 5, with 1 meaning strongly agree and 5 meaning strongly disagree.
Strongly
Agree

1
The person who asked me about the ENRICH
study told me everything I needed to know to
decide whether to include the patient in it.
Instead of asking for permission, I wish that the
doctors had made a decision about whether to
include the patient in the ENRICH study and
talked to me about it later.

Strongly
Disagree

2

3

4

5
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7. For each of the following statements about participation in the ENRICH study, please
rate how much you agree on a scale of 1 to 5, with 1 meaning strongly agree and 5
meaning strongly disagree.
Strongly
Agree

Strongly
Disagree

1

2

3

4

5

I was clear about the best choice for the patient.
I felt sure about what to choose.
The decision was easy for me to make.
It was the right decision.
I regret the choice that was made.
I would go for the same choice if I had to do it
over again.
The choice did the patient a lot of harm.
The decision was a wise one.

8a. You were given a form to sign that described the ENRICH study (a consent form).
Did you read this form before signing it? (Please choose one answer)
Yes, I read the whole form
Yes, I skimmed the form
No, I did not read the form before signing it but I read it later (skip to question 9)
No, I never read the form (skip to question 9)
8b. If yes, please rate how much you agree with the following statement on a scale of 1
to 5, with 1 meaning strongly agree and 5 meaning strongly disagree.
Strongly
Agree

1

Strongly
Disagree

2

3

4

5

Reading the consent form helped me to
understand the ENRICH study.

9. Please rate how much you agree with the following statement on a scale of 1 to 5,
with 1 being strongly agree and 5 being strongly disagree.
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Strongly
Agree

1

Strongly
Disagree

2

3

4

5

I did not like having to actually sign my name on
a consent form for the ENRICH study.

10a. Did anyone from the ENRICH study come back to talk with you about the study
after the initial treatment?
Yes
No (skip to question 11)
10b. If yes, please rate how helpful that conversation was for you on a scale of 1 to 5,
with 1 being extremely helpful and 5 being not helpful at all. (Please circle your answer)

1
Extremely helpful

2

3

4

5
Not helpful at all

11. How confident are you filling out medical forms by yourself?

Extremely

Quite a bit

Somewhat

A little bit

Not at all

12. Please tell us about anything you would have wanted to change about the way you
were told about the ENRICH study and the way you were asked to include the patient in
it.

13. Thank you for completing the survey. We would like to send you $10 in
appreciation for your time. To what address would you like us to send this payment?
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Name:
Address:

14. We will be contacting some people for follow-up interviews to learn more about
their experiences making decisions about the ENRICH study. If you are asked to
complete a follow-up phone interview, you do not have to do so. It is your choice.
If you decide to do a follow-up phone interview, you would be paid $25 for your time
talking with the research team.
Would it be ok for us to contact you for a follow-up interview? (Please choose
one answer)
Yes. It is ok to contact me about a follow-up interview. I can still say ‘no’ when you
contact me.
Best telephone number (s):
No. Please do not contact me for a follow-up interview
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Appendix F – Post-Implementation LAR Outcome Survey
Study site
We are interested in learning more about the experiences of patients and people who
make decisions for patients about research studies related to stroke treatment. We
know that this can be a difficult time to make decisions about research. We are doing
this survey to help us learn more about how best to communicate about research
studies.
The attached research survey contains questions about your experience being asked to
participate in the ENRICH study for bleeding stroke. You do not have to complete
this survey. If you do not want to do it, your medical care will not be affected in any
way. Completing the survey will not benefit you directly, but it may help researchers to
communicate better with patients and their decision-makers about research.
If you choose to complete this survey, we will send you $10 in appreciation of your time.
There are no medical risks from filling out the survey. The only potential risk would be
loss of confidentiality. However, we will not identify you in any research reports, and we
will label your survey and other information with a special code number rather than your
name.
The lead researcher for this survey study is Dr. XXX. If you have any questions, you
can contact his office at XXX-XXX-XXXX or the Institutional Review Board at XXX-XXXXXXX.

Patient’s name:
Hospital/Site:
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The person who signed the consent form:
Patient
Surrogate

Demographics
In what year were you born?
What is your gender?
Female
Male
Do you consider yourself Hispanic?
Yes
No
Which of the following best describes you:
American Indian/Alaska Native
Asian
Black or African-American
Hawaiian or Pacific Islander
White
Multi-race (please specify):
Other (please specify):
What is the last grade or year that you completed in school?
Less than high school
Some high school
High school graduate or GED
Some college
College graduate
Some post-graduate
Post-graduate or Professional degree
Other (please specify):
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We would like you to think back to when you were asked to decide whether to let the
patient be a part of the ENRICH study.
1. Please rate each of the following statements about your decision to include the
patient in the ENRICH study on a scale of 1 to 5, with 1 meaning strongly agree and 5
meaning strongly disagree.
Strongly
Agree

1

Strongly
Disagree

2

3

4

5

I was able to understand the ENRICH research
study when I was asked to include the patient.

2. Which of the following statements best describes the ENRICH study? (Please
choose one answer)
It does not affect treatment at all. It only involves observing how well people do
after having a bleeding stroke.
It is testing whether early removal of blood from the brain helps people who have
a bleeding stroke.
3. Which of the following statements best describes potential benefits of being in the
ENRICH study? (Please choose one answer)
It is possible that early surgery to remove blood from the brain may help patients
recover better from the bleeding stroke.
There is no potential benefit to the patient from being in the study.
Doctors might learn things about the patient while in the study that could help the
doctor treat the patient for their stroke.
4. Which of the following statements best describes how being in the ENRICH study
affects the treatment a patient receives? (Please choose one answer)
All patients in the study will have surgery to remove blood from the brain.
Half the patients in the study will have early surgery to remove blood from the
brain, and half will have standard treatment. Who has which treatment is
decided at random.
Half the patients in the study will have early surgery to remove blood from the
brain, and half will have standard treatment. Who has which treatment is decided
by the doctor.
Being in the study does not affect patient treatment at all.
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5. For each of the following statements, please rate how much you agree on a scale of
1 to 5, with 1 meaning strongly agree and 5 meaning strongly disagree.
Strongly
Agree

1

Strongly
Disagree

2

3

4

5

The person who talked to me about the ENRICH
study was attentive to my needs.
The person who talked to me about the ENRICH
study explained how the study related to the
patient’s medical situation.
When talking to me about the ENRICH study,
the person seemed to understand how I was
feeling at the time.
The person who talked to me about the ENRICH
study cared about the patient’s best interests.
The person who talked to me about the ENRICH
study treated me with dignity.
I was given a choice whether to include the
patient in the ENRICH study.
I had an opportunity to ask questions before
making my decision about the ENRICH study.

6. For each of the following statements, please rate how much you agree on a scale of
1 to 5, with 1 meaning strongly agree and 5 meaning strongly disagree.
Strongly
Agree

1
The person who asked me about the ENRICH
study told me everything I needed to know to
decide whether to include the patient in it.
Instead of asking for permission, I wish that the
doctors had made a decision about whether to
include the patient in the ENRICH study and
talked to me about it later.

Strongly
Disagree

2

3

4

5
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7. For each of the following statements about participation in the ENRICH study, please
rate how much you agree on a scale of 1 to 5, with 1 meaning strongly agree and 5
meaning strongly disagree.
Strongly
Agree

Strongly
Disagree

1

2

3

4

5

I was clear about the best choice for the patient.
I felt sure about what to choose.
The decision was easy for me to make.
It was the right decision.
I regret the choice that was made.
I would go for the same choice if I had to do it
over again.
The choice did the patient a lot of harm.
The decision was a wise one.

8a. You were given a form to sign that described the ENRICH study (a consent form).
Did you read this form before signing it? (Please choose one answer)
Yes, I read the whole form
Yes, I skimmed the form
No, I did not read the form before signing it but I read it later (skip to question 9)
No, I never read the form (skip to question 9)
8b. If yes, please rate how much you agree with the following statement on a scale of 1
to 5, with 1 meaning strongly agree and 5 meaning strongly disagree.
Strongly
Agree

1
Reading the consent form helped me to
understand the ENRICH study.

Strongly
Disagree

2

3

4

5
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9. Please rate how much you agree with the following statement on a scale of 1 to 5,
with 1 being strongly agree and 5 being strongly disagree.
Strongly
Agree

1

Strongly
Disagree

2

3

4

5

I did not like having to actually sign my name on
a consent form for the ENRICH study.

10a. You were also were given an information sheet that described the ENRICH study
in more detail. Did you read this information sheet? (Please mark one answer)
Yes, I read it all
Yes, I skimmed it
No, I never read the information sheet (skip to question 11)
10b. If yes, please rate how much you agree with the following statement on a scale of 1
to 5, with 1 meaning strongly agree and 5 meaning strongly disagree.
Strongly
Agree

1

Strongly
Disagree

2

3

4

5

Reading the information sheet helped me to
understand the ENRICH study.

11a. Did anyone from the ENRICH study come back to talk with you about the study
after the initial treatment?
Yes
No (skip to question 12)
11b. If yes, please rate how helpful that conversation was for you on a scale of 1 to 5,
with 1 being extremely helpful and 5 being not helpful at all. (Please circle your answer)

1
Extremely helpful

2

3

4

5
Not helpful at all

12. How confident are you filling out medical forms by yourself?

Extremely

Quite a bit

Somewhat

A little bit

Not at all
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13. Please tell us about anything you would have wanted to change about the way you
were told about the ENRICH study and the way you were asked to include the patient in
it.

14. Thank you for completing the survey. We would like to send you $10 in
appreciation for your time. To what address would you like us to send this payment?
Name:
Address:

15. We will be contacting some people for follow-up interviews to learn more about their
experiences making decisions about the ENRICH study. If you are asked to complete a
follow-up phone interview, you do not have to do so. It is your choice.
If you decide to do a follow-up phone interview, you would be paid $25 for your time
talking with the research team.
Would it be ok for us to contact you for a follow-up interview? (Please choose
one answer)
Yes. It is ok to contact me about a follow-up interview. I can still say ‘no’ when you
contact me.
Best telephone number (s):
No. Please do not contact me for a follow-up interview

Appendix G: SA3 Follow-up Interview Guide

125

Appendix G – SA3 Follow-up Interview Guide
General
You recently made decisions for someone who was in the EnRICH study and filled out a survey about
your experiences. I’d like to ask you a few more questions so that we can learn more about your
experiences, thoughts, and feelings during the EnRICH study.
-

Can you tell me what you remember about the EnRICH study?

When the patient was diagnosed with the stroke, how would you describe your level of emotional stress
on a scale of 1 – 10, with 1 being not stressed at all and 10 being extremely stressed?

Before the person had the stroke, would you have considered him/her healthy?

Asking for Consent
Can you walk me through what you remember about being asked to participate in the study? [PROBE
FOR WHO APPROACHED; SAME AS PERSON WHO ASKED PERMISSION?]
What was your initial reaction to being told about the EnRICH study?
What was the major reason you decided to enroll

in the study?

What mattered the most to you about the way you were asked to participate?
Do you remember asking any questions about the EnRICH Study? [PROBE: WHAT QUESTIONS DID YOU
ASK ABOUT THE EnRICH STUDY?]
What was your impression of the person who asked your permission to enroll

in the study?

Are there things you thought that person did well/poorly?
Was there anything that was confusing to you at the time? [PROBE WHAT BOUT THE STUDY WAS HARD
TO UNDERSTAND?]
From your perspective, what were the potential benefits of the patient being enrolled in the EnRICH
Study?
From your perspective, what were the potential risks of the patient being enrolled in the EnRICh Study?
You were given a form to sign to allow the patient to be in the EnRICH Study, a consent form. What do
you remember about that form?
-

Did you read it?
Do you remember finding it helpful?
How did you feel about being asked to sign a form?
If didn’t read at all- Is there anything that would have made you read it?

Appendix G – SA3 Follow-up Interview Guide
Follow-Up Visit
REFERENCE PREVIOUS QUESTIONAIIARRE:
IF NO ONE FROM EnRICH STUDY TEAM FOLLOWED UP:
-

Would it have been helpful/you have liked it if someone from the EnRICH study team had come
back to talk with you about the study while the patient was still in the hospital?
§ In what ways?

IF SOMEONE FROM THE EnRICH TEAM FOLLOWED UP:
-

In what ways was the follow up-conversation helpful to you?
o Do you remember what you talked about?

For Post-intervention Participants
Information Sheet
You were given an information sheet that told you details about the study.
o
o
o
o

Do you remember reading the information sheet?
o When?
Did you look at the information sheet in the days after enrollment?
o Was it helpful?
What did you find most helpful about it?
Was there anything in the information sheet you wished was in the consent form?

Copyright © 2020. Emory University School of Medicine. All Rights Reserved.
Disclaimer:
The [views, statements, opinions] presented in this report are solely the responsibility of
the author(s) and do not necessarily represent the views of the Patient-Centered
Outcomes Research Institute® (PCORI®), its Board of Governors or Methodology
Committee.
Acknowledgment:
Research reported in this report was funded through a Patient-Centered Outcomes
Research Institute® (PCORI®) Award (#ME-1402-10638). Further information available at:
https://www.pcori.org/research-results/2014/understanding-and-improving-informedconsent-clinical-trials-during-health

128

