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Abstract
Background: Exception from informed consent (EFIC) enables the enrollment of re-
search subjects with emergent conditions to clinical trials without prior consent. EFIC 
study approval requires community consultation and public disclosure. We hypothe-
sized that the integration of social media with targeted emails and in-person outreach 
is an effective community consultation strategy.
Methods: We utilized social media with targeted emails and in-person outreach for 
the community consultation of the ACCESS cardiac arrest trial. Study advertisements 
were disseminated using Facebook and Instagram, and targeted emails were sent to 
emergency medicine, prehospital, and cardiology providers. We also interviewed at-
risk individuals with cardiac conditions, their caretakers, and patient advocacy groups. 
Participants were asked to complete a survey about their opinions about the study.
Results: We collected 559  surveys over an 8-week period, and 70.5% of the sur-
veys were obtained using social media. The median (IQR) age of survey respondents 
was 44 (33-57) years; 89.9% were White and 60.1% were women. A total of 91.3% 
believed ACCESS was an important study. Compared to the in-person group, more 
from social media (81.8% vs. 63.3%, p < 0.05) and targeted email (77.4% vs. 63.3%, 
p < 0.05) groups said they would include their loved ones in the study. More from the 
in-person group believed that their opinion would be considered seriously compared 
to the social media (75.9% vs. 62.6%, p < 0.05) and targeted email (75.9% vs. 54.5%, 
p < 0.05) groups. The incorporation of social media and targeted emails for commu-
nity consultation reduced the cost per survey by fourfold compared to an in-person–
only strategy.
Conclusions: The integration of social media with targeted emails and in-person 
outreach was a feasible and cost-saving approach for EFIC community consultation. 
Future work is necessary to determine the perception and best utilization of social 
media for community consultation.
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INTRODUC TION

The time-sensitive nature of acute illnesses limits the ability to rap-
idly enroll research subjects using the traditional informed consent 
method. The subjects are often incapacitated, and their legally au-
thorized representatives are either not present or too distressed 
to consider enrollment in research studies on behalf of the sub-
jects.1-3 In 1996, the Food and Drug Administration (FDA) and the 
Department of Health and Human Services developed the Final 
Rules (21 CFR 50.24), which included a regulation known as excep-
tion from informed consent (EFIC) to enable research without in-
formed consent in emergency circumstances.4 To utilize EFIC for a 
research study, investigators need to demonstrate that: 1) the sub-
ject has an acutely life-threatening condition, 2) currently available 
treatments are untested or unsatisfactory, 3) the potential subject 
cannot consent because of the acute condition, 4) there must not be 
time within the proposed therapeutic window to contact the legally 
authorized representatives to obtain prospective consent, and 5) the 
subject might directly benefit from participation.4,5

The FDA mandates that all study sites complete community con-
sultation and public disclosure before an EFIC study can be approved 
to start enrollment. Community consultation is a two-way process 
involving the investigators and community representatives designed 
to provide the institutional review boards with community attitude 
and cultural beliefs regarding the research. Public disclosure is a one-
way process by which the investigators inform the potential study 
population about the study.6 EFIC studies from the past two decades 
have enrolled patients into clinical trials in cardiac arrest, trauma, sta-
tus epilepticus, stroke, and acute coronary syndrome.7 Yet, there is a 
continued lack of standardized approach to community consultation 
in part due to differences in perception about its goals and metrics. 
The implementation of community consultation is often challenged 
by significant cost8-10 and ineffective community engagement.9 
Furthermore, significant variabilities in approach occur even within 
the sites of the same trial due to differences in interpretation by insti-
tutional review boards.6,9,11 As such, little is known regarding the best 
strategies to implement EFIC community consultation. This problem 
became even more evident during the COVID-19 pandemic, during 
which direct contact with the community was substantially reduced 
due to social distancing and restrictions in human subjects research.

We hypothesized that the integration of social media with tar-
geted emails and in-person outreach would be a feasible and effec-
tive strategy to conduct EFIC community consultation. We report 
our experience implementing this multifaceted approach for the 
community consultation of the ACCESS trial, a multicenter random-
ized controlled study that examined the effect of immediate versus 
delayed cardiac catheterization for patients who suffered from ven-
tricular fibrillation out-of-hospital cardiac arrest.

METHODS

Study design

We utilized social media, targeted emails, and in-person outreach 
for the EFIC community consultation of the ACCESS to the Cardiac 
Catheterization Laboratory in Patients Without ST-Segment 
Elevation Myocardial Infarction Resuscitated From Out-of-hospital 
Ventricular Fibrillation Cardiac Arrest Trial (NCT03119571). 
This study was approved by the institutional review board of the 
University of Michigan.

Social media

We disseminated Facebook and Instagram study advertisements 
(Figure  1) to subscribers who resided in Washtenaw (population 
367,601, density 488/sq mi)12 and Livingston counties (population 
191,995, density 320/sq mi)13 in Michigan. Facebook and Instagram 
determine the location of its subscribers when users enable location 
services voluntarily, through checking in and tagging of posts and 
pictures and from Internet Protocol (IP) addresses.14 The advertise-
ments contained a link to an electronic survey that provided infor-
mation about the study and an opt-out option on the study website. 
There were two methods for opting out of ACCESS—through a 
Medic Alert membership or by calling the study team to request 
an opt-out bracelet. The survey also inquired about the partici-
pants’ opinions about the study and their demographic information 
(Table 1). The American Heart Association also posted the link to the 
advertisements on its Facebook page. The survey was developed 
using Qualtrics.

Targeted emails

The electronic survey was sent to emergency department (ED) staff 
including physicians, physician assistants, nurses, technicians, and 
clerical staff via a group email. Separate survey links were also sent 
to cardiologists and prehospital providers through their email dis-
tribution lists. These separate links allowed us to differentiate their 
responses from that of the general population.

Targeted in-person outreach

We approached individuals with cardiac conditions and their care-
takers in the waiting room area of our cardiology clinic to dissemi-
nate information about ACCESS over a period of 4 days. We did the 

K E Y W O R D S
cardiac arrest, community consultation, email, exception from informed consent, social media, 
targeted interviews

https://umichumhs.qualtrics.com/jfe/form/SV_5vyngKaauErXLHD
https://medicine.umich.edu/dept/emergency-medicine/access-trial
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same to two-patient family advisory groups during two 30-minute 
sessions. All individuals were given the opportunity to ask questions 
about the study. We also asked the in-person participants to com-
plete the same study survey in a paper format.

Cost analysis

To estimate the cost of the social media campaign, we compared 
the total costs and cost per survey of community consultation for 
ACCESS to that for the Extracorporeal CPR for Refractory Out-of-
Hospital Cardiac Arrest (EROCA) trial (NCT03065647).15 EROCA 
was a single-center, pilot phase II cardiac arrest EFIC study with 
similar community at risk and eligibility criteria that had relied solely 
on in-person outreach for community consultation. We defined the 
total cost as the sum of personnel cost and direct expenditures (i.e., 
social media charge) associated with community consultation. The 
personnel costs were calculated by multiplying the personnel effort 

in hours by their respective hourly salaries. The hourly salaries were 
estimated by dividing the annual salaries by annual work hours, 
which were 1,920 h for a research coordinator and 1,152 h for an 
investigator (full-time assistant professor in emergency medicine). 
The personnel annual salaries were $87,204.95 for research coor-
dinator and $225,000 for investigator. A $350 direct expenditure 
for Facebook/Instagram (cost of $0.80 per opened link for total of 
438 opened survey links) was also added to the cost of social media 
campaign. The total costs of community consultation and cost per 
completed survey were then calculated for both trials.

Qualitative analysis

The answers to the open-ended question, “Please provide below, 
any additional comments, concerns or questions you would like to 
share with the ACCESS study team” were coded iteratively and ana-
lyzed thematically by two of the authors (C.H.H. and J.F.).

F I G U R E  1  Study advertisements on Facebook and Instagram
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TA B L E  1  Survey questions

1. Have you or has anyone you know ever experienced a sudden cardiac arrest? (check all that apply): [Me, A family member or loved one, Someone 
else, No]

2. ACCESS is an important study to do: [Strongly agree, Agree, Neutral, Disagree, Strongly Disagree]
3. If you had an out-of-hospital cardiac arrest, you would be okay with being included in ACCESS? [Strongly agree, Agree, Neutral, Disagree, Strongly 

Disagree]
4. If a loved one had an out-of-hospital cardiac arrest, you would be okay with including your loved one in ACCESS? [Strongly agree, Agree, Neutral, 

Disagree, Strongly Disagree]
5. Do you think that ACCESS researchers will seriously consider what community members like you have to say about this study before starting 

it? [Yes, No, I don't know]
6a. Do you feel that you have been given enough information to give your informed opinion about whether you think it is ok for researchers to do 

the ACCESS study? [Yes, No]
6b. What additional information would you still like to know? [Free text]
7. Would you like to tell doctors that you do not want to participate in ACCESS? [Yes, No]
8. Lastly, so that we can make sure we are hearing from a wide range of residents in the Washtenaw and Livingston County area, please complete 

the following final five questions about yourself. What is your age (in years)? [Free text]
9. Are you: [Male, Female]
10. Are you Hispanic or Latino? [Yes, No]
11. Which one or more of the following would you say is your race: (Check all that apply) [White, Black or African American, American Indian or 

Alaska Native, Asian, Native Hawaiian or Pacific Islander, Other (please list)]
12. What is the highest grade or year of school you completed? [Never attended school or only attended kindergarten, Grades 1 through 8 

(Elementary), Grades 9 through 11 (Some high school), College 1 year to 3 years (Some college or technical school), College 4 years or more (College 
graduate)]

13. Please provide below, any additional comments, concerns or questions you would like to share with the ACCESS study team: [Free text]

TA B L E  2  Survey respondent demographics

Overall Social media
Targeted 
email In person p value

Collected surveys 559 394 (70.5) 84 (15) 81 (14.5) <0.0001

Answered question 1 only 200 169 (42.9) 30 (35.7) 1 (1.2) <0.0001

Completed surveys

Age (years) (N = 356) (n = 222) (n = 54) (n = 80) <0.0001

Median (IQR) 44 (33–57) 39 (31–53) 44 (36–56) 59 (46–68)

Gender (N = 353) (n = 222) (n = 54) (n = 77) <0.0001

Women 215 (60.1) 161 (72.5) 10 (18.5) 44 (57.1)

Men 138 (39.1) 61 (27.5) 44 (81.5) 33 (42.9)

Race (N = 351) (n = 221) (n = 54) (n = 76) 0.0797

White 315 (89.7) 201 (91) 50 (93) 64 (84)

Black/African American 13 (3.7) 4 (2) 1 (2) 8 (11)

Asian 10 (2.8) 7 (3) 2 (4) 1 (1)

Native Hawaiian/ Pacific Islander 1 (0.3) 1 (<1) 0 (0) 0 (0)

American Indian/Alaskan Native 5 (1.4) 5 (2) 0 (0) 0 (0)

Hispanic/Latino 11 (3.1) 8 (4) 1 (2) 2 (3)

Other race 7 (2.0) 3 (1) 1 (2) 3 (4)

Education (N = 352) (n = 222) (n = 54) (n = 76) <0.0001

College 1 to 3 years (some college or technical school) 95 (27.0) 50 (23) 25 (46) 20 (26)

College 4 years or more (college graduate) 242 (68.8) 167 (74) 28 (52) 47 (62)

Grade 12 or GED (high school graduate) 16 (4.5) 8 (4) 0 (0) 8 (11)

Grades 9 through 11 (some high school) 1 (0.3) 0 (0) 0 (0) 1 (1)

Never attended school or only attended kindergarten 1 (0.3) 0 (0) 1 (2) 0 (0)

Note: Data are reported as n (%) unless otherwise specified. Kruskal-Wallis with post hoc Dunn test was used to compare the median age between 
groups. Modified chi-square tests for small sample size were used for between-group comparisons of proportions.
Abbreviation: IQR = interquartile range.
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Statistical analysis

To ensure independence of observations, survey responses were 
checked to ensure that there were no duplicates or multiple re-
sponses by the same individual using their IP addresses and response 
ID. The normality of continuous variables (e.g., age) was assessed 
with Shapiro-Wilk test and found to depart from normality due to 
its right skewness. Thus, Kruskal-Wallis with post hoc Dunn test was 
used to compare the age between groups. Between-group compari-
sons of proportions were tested using modified chi-squared test for 
small sample size, and statistically significant chi-square tests were 
followed-up with post hoc comparisons of proportions.16 Statistical 
analyses were conducted using SAS 9.4. For all analyses, p < 0.05 
was considered statistically significant.

RESULTS

Community consultation for the ACCESS trial was conducted using 
combination of social media, targeted emails, and targeted in-person 
outreach over an 8-week period, from February 28 to April 30, 2018. 
A total of 559 surveys were collected, with 394 (70.5%) surveys ob-
tained using social media, 84 (15%) using targeted emails, and 81 
(14.5%) using in-person outreach. Of these surveys, 200 respond-
ents answered only the first question, “Have you or has anyone you 
know ever experienced a sudden cardiac arrest?” More respondents 

from the social media group completed only the first question (169 
[42.9%]) than the targeted email (30 [35.7%]) and in-person group (1 
[1.2%]; p < 0.0001; Table 2). Of the 359 remaining survey respond-
ents, all of them answered at least one closed-ended questions and 
22% at least one open-ended question. The reach of our Facebook 
study advertisements, or the number of times the advertisements 
was opened, was 24,742 subscribers. The impression, or the num-
ber of times the advertisements was displayed, was 49,683. The fre-
quency, or average number of times our advertisement was served 
to each person, was 2.01.

Demographic data were available for 98%–99% (352 to 356 of 
359) of the completed surveys (Table 2). The overall median age of 
survey respondents was 44 years (interquartile range [IQR] = 33–57 
years); 89.7% were White and 60.1% were women. The in-person 
group was older (median age = 59 years) than social media (median 
age = 39 years) and targeted email groups (median age = 44 years, 
p  <  0.0001). There were more women in the social media group 
(72.5%) than in the targeted email (18.5%) and in-person groups 
(57.1%; p < 0.0001). No one opted out from the study.

Of all the survey respondents, 35% had loved ones or knew of 
someone who suffered from sudden cardiac arrest, and 2% were 
cardiac arrest victims (Table  3). The in-person group had more 
loved ones with cardiac arrest than the social media (50% vs 36.7%, 
p  <  0.05) or targeted email (50% vs 23.6%, p  <  0.005) group. Of 
the completed surveys, 91.3% believed that ACCESS was an im-
portant study. Compared to the in-person group, more from social 

TA B L E  3  Comparisons of opinions about the ACCESS trial between different groups

Opinions about the ACCESS trial N Overall

Group p-valuea 

Social media
Targeted 
emails In person A B C

Had family member or loved ones 
who suffered from sudden cardiac 
arrest

521 194 (37) 143/390 
(36.7)

13/55 (23.6) 38/76 
(50.0)

0.06 0.03 0.002

Agreed that ACCESS is an important 
study to do

356 325 (91.3) 206/223 
(92.4)

47/55 (85.5) 72/78 
(92.3)

0.11 0.98 0.21

Agreed to being included in ACCESS if 
they had an out-of-hospital cardiac 
arrest

354 273 (77.1) 175/222 
(78.8)

45/55 (81.8) 53/77 
(68.8)

0.62 0.08 0.09

Agreed to include loved ones in 
ACCESS if their loved ones had an 
out-of-hospital cardiac arrest

355 266 (74.9) 171/221 
(77.4)

45/55 (81.8) 50/79 
(63.3)

0.48 0.01 0.02

Thought ACCESS researchers 
would seriously consider what 
community members have to say 
about the study before starting it

356 229 (64.3) 139/222 
(62.6)

30/55 (54.5) 60/79 
(75.9)

0.21 0.03 0.01

Did not feel that they were given 
enough information to give an 
informed opinion

352 70 (19.9) 52/222 (23.4) 8/54 (14.5) 10/75 
(13.3)

0.15 0.06 0.84

Would tell their doctors that they did 
not want to participate in ACCESS

346 66 (19.1) 36/214 (16.8) 10/54 (18.5) 20/78 
(25.6)

0.77 0.09 0.34

Note: Data are reported as n (%) or n/N (%). Modified chi-square tests for small sample size were used for between-group comparisons of proportions. 
Statistically significant chi-square tests were followed up with post hoc comparisons of proportions.
aA = social media versus targeted email; B = social media versus in person; C = targeted email versus in person.
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TA B L E  4  Thematic responses to the question, “Please provide below, any additional comments, concerns or questions you would like to 
share with the ACCESS study team”

Themes Social media Targeted email In person

Concerns about 
lack of 
informed 
consent

•	 I do NOT (want) doctors, CNAs, RNs/LPN, PAs, or any 
other medical professional performing anything to my body 
without prior consent!

•	 I think informed consent is an absolutely critical thing. If 
you can't get informed consent from a patient or family 
member, they shouldn't be a part of the study, no matter 
how important it is.

•	 It would be my preference for myself or my loved one to 
be taken to the Cath lab if their cardiac arrest met those 
requirements and for that reason would prefer not to be 
enrolled.

•	 Code status should be 
determined first. Informed 
consent whenever possible 
from next of kin. If both are 
not possible, send to the 
most appropriate area for 
intervention.

None

Concerns about 
clinical 
equipoise and 
randomization

•	 ACCESS is a bad idea and people will die because they are 
not receiving treatment they may need

•	 I think it would help if, in this survey, you explained more 
about a) what is the difference between the two treatments 
and b) why there is a reason someone would Decline to 
enroll in the survey.

•	 I would want the best option for my loved one and would be 
concerned that I might not be given the best choice if in the 
study

•	 How are the outcomes with both of these treatments in the 
past? Has one already shown to be superior?

•	 For myself/loved one for whom I was Health POA, I would 
authorize that treatment(s) that provided greatest chance of 
survival and quality of life.

•	 This hardly gives me any information about the study. I 
don't know what the procedures are for either standard 
treatment. If they're existing treatments, there also must be 
some data for their outcomes …

•	 They will be randomly assigned to one of two treatment 
options. Random means assigned by chance, like 
the flip of a coin. THIS STATEMENT CONCERNS 
ME BECAUSE IT SOUNDS LIKE YOU MAY NOT 
DELIVER THE BEST TREATMENT OPTION BASED ON 
SYMPTOMS BUT BASED ON A "COIN TOSS". UNDER 
THESE CIRCUMSTANCES, I WOULD NOT WANT TO 
PARTICIPATE OR GIVE CONSENT FOR A LOVED ONE. IF 
THEY WERE GIVEN THE BEST TREATMENT POSSIBLE 
AND DATA COULD STILL BE COLLECTED, THAT'S A 
DIFFERENT STORY.

•	 I'm wondering why if you say 
v-fib cardiac arrest patients 
can actually have a clot that 
doesn't show up on the ekg, 
why wouldn't you always do 
the catherization that can 
actually save the heart? Send 
them to the ICU only after it 
is proven there is no clot. That 
is the only treatment I would 
agree to.

•	 Concerned that the 
study is choosing 
my care.

•	 Very experienced 
ICU RN with 
29 years and not 
sure I am a fan of 
randomizing care 
when it can be so 
life threatening

•	 V-Fib [is a] strong 
predictor of 
coronary occlusion

Confusion about 
study design

•	 I don't see language in this proposal as to patient privacy 
practices, is this a controlled, randomized study, double-
blind study, what or who is the control (group) for this 
study?

•	 Publish a transparent article 
describing the equipoise of 
the two treatment options 
and financial implications of 
each arm assignment. This 
may be better described as 
comparative effectiveness 
research.

•	 I would like to see 
ACCESS referred 
to as a "Study" 
and not "trial" or 
"research" which 
both trigger 
out of the norm 
treatments.

•	 Be clear that this 
is comparison of 
standard of care 
procedures

(Continues)
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media (81.8% vs. 63.3%, p  <  0.05) and targeted email (77.4% vs. 
63.3, p < 0.05) groups said they would include their loved ones in 
the study. More from the in-person group believed that their opinion 
would be considered seriously compared to the social media (75.9% 
vs. 62.6%, p < 0.05) and targeted email (75.9% vs. 54.5%, p < 0.05) 
groups.

Several important themes emerged from answers to the open-
ended question, “Please provide below, any additional comments, 
concerns or questions you would like to share with the ACCESS 
study team” (Table 4). Overall, the social media group provided the 
most qualitative comments to this question. The survey respondents 
from all three groups raised several concerns regarding the study, 

Themes Social media Targeted email In person

Comments about 
eligibility 
criteria

•	 I don't even want out of hospital CPR, otherwise would be 
happy to participate.

•	 I think there should be an 
age limit. Having worked 
pre-hospital as a Paramedic 
for 10 years and in the ED for 
10 years I feel that more times 
than not the elderly just want 
to be "let go".

•	 Young people 
<45 years old less 
likely to have CAD 
so why randomize 
them? (Drug effect, 
?arrhythmias, etc)

Survey design 
issues

•	 CHANGE/CLARIFY the wording of this question: "Would 
you like to tell doctors that you do not want to participate in 
ACCESS?"; instead, say "Would you be willing to participate 
in ACCESS? Yes or No"

•	 I think it would help if, in this survey, you explained more 
about a) what is the difference between the two treatments 
and b) why there is a reason someone would Decline to 
enroll in the survey.

•	 Is cardiac arrest the same as a heart attack?
•	 I wanted to re-read information but the survey wouldn't 

let me go back one or more pages. Even whey I went out 
of survey and came back, it put me back in the same spot I 
began. As a result, my answers may be impacted by lack of 
understanding.

•	 I think this survey should go into more detail to provide a 
better explanation.

•	 Your survey design is flawed, if strongly agree is an option, 
strongly disagree should be included as well.

•	 I was asked my background 
such as age, gender, race, 
education, etc. how would this 
information impact ACCESS 
selection if allegedly it doesn't 
impact the treatment selection 
(lab vs ICU) choice. Treatment 
transparency relative to 
Insurance coverage limits is my 
great concern with ACCESS.

•	 I find this 
questionnaire 
confusing

•	 Not enough 
information for 
decision making

Suggestions 
for study 
improvement

None None •	 A video or website 
would be helpful

•	 Would like to see 
a better system in 
place to opt-out, 
such as a database 
to query before 
approaching 
patient

Support the study •	 Great idea! Great study! Good luck!
•	 I believe this is an important study. The rate of survival of 

someone having a cardiac arrest is low, so it's important to 
know and understand how we can increase the survival rate 
and the most effective treatment.

•	 I think this is important in order to help someone. I have had 
high enzymes and had to go in but no heart attack. I have 
got some plaque buildup. It is concerning.

•	 Important study

•	 I think this is an important 
study anything to improve the 
out of hospital cardiac arrest 
patient is beneficial

•	 Best wishes on 
your study

•	 Good Luck!

Knew someone 
who suffered 
from cardiac 
arrest

•	 My father died of cardiac arrest walking through the store. 
I'm sure he would have signed up for any research that 
would have allowed him to live longer! He was 59.

•	 My dad had v fib w cardiac arrest and is lucky to be alive 
today!

None None

Clarification 
of survey 
respondents’ 
demographics

•	 I don't live in Washtenaw or Livingston Counties - I live in 
West Michigan but work for C.S. Mott Congenital Heart 
Center so spend a fair amount of time in Ann Arbor.

•	 I am an ER doctor at UMICH •	 I am a Cath Lab 
Registered Nurse

•	 I am multiracial
•	 Race is N European

TA B L E  4  (Continued)
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including the lack of informed consent as well as uncertainty about 
clinical equipoise of the treatments and randomization. Specifically, 
several respondents questioned whether immediate and delayed 
cardiac catherization after ventricular fibrillation out-of-hospital 
cardiac arrest should both be considered as standards of care and 
whether randomization could potentially deprive themselves or 
their loved ones from the appropriate care. Some respondents were 
confused about the study design, while others pointed out survey 
design issues including the lack of study details and flaws to the 
questions. Finally, the remaining respondents supported the study, 
commented on the study eligibility criteria, made recommendations 
for study improvement, knew cardiac arrest survivors, and clarified 
their demographics.

To estimate the cost savings achieved by incorporating the so-
cial media and targeted email strategies, we compared the total 
cost for ACCESS community consultation to that for the EROCA 
Trial (NCT03065647;17 Table  5). EROCA community consultation 
required 51  h of study coordinator time and 8.5  h of investigator 
time, which yielded 137 surveys. In contrast, ACCESS needed 30 h 
of study coordinator time and 3.5 h of investigator time and yielded 
359 completed surveys. Importantly, we were also able to reduce the 
time our study coordinators spent unsuccessfully soliciting commu-
nity groups’ permission to present the study from 20 h for EROCA to 
8 h for ACCESS. We found that the incorporation of social media and 
targeted email strategies reduced the cost per survey by fourfold, 
from $29.03 per survey for EROCA to $7.56 per survey for ACCESS. 
In addition, the social media campaign was the least expensive strat-
egy for ACCESS at $3.63 per survey, compared to $4.46 per survey 
for targeted email and $20.69 per survey for in-person outreach.

DISCUSSION

This study compared our community's opinions toward an EFIC 
study solicited using different methods of community consultation. 
To our knowledge, our study was also the first to incorporate and 
compare the opinions of health care staff with other members of 
the community at risk for EFIC community consultation. We showed 
that our Facebook/Instagram campaign reached more members in 

our communities than the targeted emails or in-person approach. 
The majority surveyed thought that ACCESS was an important study 
(91.3%) and would agree to enroll themselves (77.1%) or their loved 
ones (74.9%). These findings were consistent with a systematic re-
view of dockets from 27 EFIC trials submitted to the FDA from 1996 
to 2017,7 which found that more people were willing to approve ini-
tiation of EFIC trials in their community (86.5%) than personal enroll-
ment (73%), enrollment of a family member (68.6%), or principle of 
enrollment without consent (58.4%). Interestingly, more survey re-
spondents from our social media group said they would enroll their 
loved ones in the study than the in-person group, while more from 
the in-person group believed that their opinion would be considered 
seriously. The etiology of these differences in opinion is likely multi-
factorial and requires further investigation.

It is possible that the social media respondents felt less informed 
about the study and less engaged with the study investigators. The 
fact that more respondents from the in-person group believed that 
their opinion would be considered seriously compared to the other 
two groups may reflect the differences in the level of community 
engagement. Based on the open-ended responses, several respon-
dents from the social media group expressed concerns about the 
lack of informed consent and clinical equipoise between the two 
treatment arms. They also brought up issues about the survey design 
and lack of details about the study. Although the in-person group 
also raised similar concerns, some of these issues could have been 
addressed by the study team in person or with more interactive vir-
tual platforms. For example, Zoom or Facebook Live can be used to 
engage the community in real time. Multimedia platforms such as 
YouTube or Vimeo can be used to disseminate informational videos, 
which can be incorporated within electronic surveys.

The results of our study add to emerging evidence that a multi-
faceted approach to community consultation may be less costly than 
traditional in-person approach9,18 or random-digital dialing.8,19 Our 
findings are consistent with those from prior studies, which showed 
that social media campaign for EFIC community consultation could 
increase the number of community members reached at a reduced 
cost.19-22 However, while some of these prior studies20-22 utilized 
Facebook for their community consultation, their study advertise-
ments only provided links to study websites rather than surveys. 

TA B L E  5  Cost analysis of community consultation for ACCESS and EROCA trials

Trial

Research coordinator effort Investigator effort

Social 
media cost Total cost

Surveys 
collected

Cost per 
survey

Hourly 
salary Hours Cost

Hourly 
salary Hours Cost

ACCESS

Social media $45.42 6 $272.52 $195.31 1 $195.31 $350 $817.83 225 $3.63

Targeted 
email

$45.42 1 $45.42 $195.31 1 $195.31 NA $240.73 54 $4.46

In-person $45.42 30 $1,362.60 $195.31 1.5 $292.97 NA $1,655.57 80 $20.69

Total 37 $1,680.54 3.5 $683.59 $2,714.13 359 $7.56

EROCA

In person $45.42 51 $2,316.42 $195.31 8.5 $1,660.14 NA $3,976.56 137 $29.03
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Therefore, they were only able to assess average time spent viewing 
the sites, not community engagement or opinions toward the study. 
Our cost analysis results differed from those of Eubank et al.,19 who 
found in-person outreach at two large public events to have lower 
cost per survey than online surveys. However, they only included 
direct expenditures in their cost analysis,19 therefore likely to have 
significantly underestimated the cost of their in-person outreach 
events. It is important to note that the cost and level of community 
engagement from in-person events could differ between small gath-
erings such as those in our study and large public group events such 
as fairs and sporting events like those in Eubank et al.19

It is worth noting that 19.1% of our survey respondents did not 
want to participate in the study, yet no one opted out from the study. 
This finding was consistent with prior EFIC trials, with one study re-
porting only a 3.6% opt-out rate out of 4,335 patients from 15 study 
sites.9 It is unclear if this discrepancy was due to sampling error, 
logistic barriers, or the survey respondents not feeling strongly 
enough to opt out of ACCESS. The inconsistency between survey 
results and opt-out rates also suggests that the survey instrument 
and opt-out process can be better optimized. For example, future 
surveys can automatically direct survey respondents to the study 
website that provide instructions on how to opt out of the study if 
they express desire to not participate in the study. While commu-
nity consultation should not be mistaken for community consent, 
they are not mutually exclusive. Consulting with a community in-
cludes soliciting feedback, criticism, and suggestions, but does not 
include asking for approval or permission.23 As such, community 
consultation is designed to recognize and accommodate the relevant 
particularities of a given community for a specific project. Dickert 
and Sugarman23 proposed the ethical goals of community consul-
tation as enhanced protection, enhanced benefits, legitimacy, and 
shared responsibility. The question remains, can social media help to 
achieve both regulatory and ethical goals of community consultation 
through enhancement of community outreach and engagement?

Recent evidence suggested that social media utilization has 
steadily increased in recent years. In 2019, 72% of the U.S. adults 
used at least one social media site.24 In the same year, 69% used 
Facebook in 2019, with more women (75%) using Facebook than 
men (63%). However, only 40% of those 65 years and older used 
social media, compared to 90% of 18- to 29-year-olds, 82% of 30- to 
49-year-olds, and 69% of 50- to 64-year-olds.24 As such, if the com-
munity at risk includes those above 65 years of age, relying solely on 
social media for community consultation will likely be insufficient.25 
In that scenario, our approach of integrating social media with tar-
geted in-person outreach may be more effective. Potential socioeco-
nomic and racial disparities should also be considered when utilizing 
social media for community consultation, as access to smartphones 
and Internet may be more limited in certain populations.

The COVID-19 pandemic introduced additional barriers to con-
ducting in-person outreach for community consultation due to social 
distancing and restrictions in human research conduct. Just as the 
pandemic has transformed how health care is delivered by shifting 
toward telehealth,26 future studies can explore how different virtual 

platforms can be strategically incorporated to conduct effective 
EFIC community consultation virtually. Specific platforms can be 
utilized to target particular demographics based on the community 
at risk, such as using Facebook to solicit more opinions from women 
or using Twitter, TikTok, and Snapchat to disseminate study informa-
tion to those aged 12–34, since only 34% in this age group identified 
Facebook as their social media platform of choice in 2020.27 Google 
Analytics can be used to monitor website visitor traffic and demo-
graphics. The ability to leave comments on all these platforms would 
enable two-way communications between community members and 
study investigators.

It is important to accurately define and identify the community 
at risk prior to initiation of community consultation process. Federal 
regulations require consultation with “representatives of the com-
munities in which the clinical investigation will be conducted and 
from which the subjects will be drawn.”4 How the at-risk community 
is defined, however, is dependent on the institution conducting the 
research based on geography, patient characteristics, or population 
served by participating emergency medical services or hospitals.5 
Understanding the target audience is essential for the determination 
of the most effective community consultation and public disclosure 
approaches. For example, the mean (±SD) age of out-of-hospital car-
diac arrest victims was 62.4 (±XX) years and 61.7% were men from 
2013 to 2019.28 Feldman et al.7 found in their systematic review that 
African Americans made up 29.3% of those enrolled in EFIC trials 
that reported data on race, but only 16.7% of those surveyed for 
community consultation. Men made up 42.9% of the surveyed pop-
ulation but 65.6% of those enrolled in EFIC trials. Groups surveyed 
with higher proportions of African Americans and male respondents 
had lower rates of EFIC approval.7 It is also important to note that le-
gally authorized representatives, which often include the spouses or 
adult children of the research subjects, are more likely to be women 
and of different age demographic than the population at risk. Our 
study demonstrated no statistically significant differences in racial 
distributions between groups, but the sample sizes were relatively 
small. It is possible that there were proportionally fewer Black/
African American respondents in the social media and targeted email 
groups compared to the in-person group. These differences could 
also reflect the underlying demographic differences between our 
two counties, as Black/African Americans consist of 12.3% of the 
population in Washtenaw county and 0.7% in Livingston county.12,13

LIMITATIONS

This study has several limitations. It is a single-center study with rela-
tively small sample size, thus limiting our ability to perform multivari-
able analysis to determine the associations between the method of 
community consultation and opinion toward the ACCESS trial and 
EFIC. Due to the lack of preliminary data on using social media and 
targeted email strategies for EFIC community consultation in our com-
munity at risk, our study was designed as a pilot study. As such, a power 
analysis to detect a discrete difference in our primary outcomes using 
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well-defined variability was not feasible. The surveys were distributed 
to convenience samples, and results might not reflect the overall opin-
ion of our community at risk due to selection bias and sampling error. 
Furthermore, we only utilized Facebook and Instagram as our social 
media platforms, which might have limited engagement of certain de-
mographics such as those who were older than 65 years of age.

We distributed the survey electronically via Qualtrics to the so-
cial media and targeted email groups while handed out paper surveys 
to the in-person group, thereby introducing a potential confounder. 
In addition, we were not able assess the reasons why participants 
failed to complete certain survey questions. Given that we utilized 
the survey obtained from the study sponsor, we were unable to mod-
ify its content and format to enhance the survey validity and respon-
dent engagement. It was likely that 200 respondents answered only 
the first question because a lengthy study description was located 
between the first and second question, leading to attrition. Finally, 
our cost analysis was limited to comparison with a single prior study 
conducted at a single center. Future validation studies are necessary 
to confirm the cost and cost saving of social media integration for 
other sites and EFIC studies. As multicenter emergency care trials 
shift from individual to centralized institutional review boards with 
oversight of a robust network infrastructure such as the Strategies 
to Innovate Emergency Care Clinical Trials Network, future EFIC 
community consultation efforts will benefit from standardized sur-
vey instruments, reporting, and clarification of the survey function 
in the trial protocol development and modification.7

CONCLUSIONS

The integration of social media with targeted emails and in-person 
outreach was a feasible and cost-saving approach for exception 
from informed consent community consultation. Future research is 
necessary to determine the community's perception toward the use 
of social media for community consultation, strategies to optimize 
virtual platforms to improve study dissemination and community en-
gagement, and to identify potential disparities in these approaches.
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