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　［Short Communication］

A Survey of the General Population’s Attitude
towards Clinical Trial Participation in  

Emergency Situations:
What Decision Would You Like to Make?

■

Etsuko Arita＊＊,＊1　　Rieko Takehira＊1　　Yuko Masamura＊1　　Mayumi Fukuda‒Doi＊2

ABSTRACT
Background　Obtaining informed consent（IC）from study participants is essential for con-
ducting clinical trials. However, in disorders with a narrow window of opportunity for treat-
ment, such as acute cerebral stroke, obtaining proper IC at the right time is difficult. Thus, 
depending on the patient’s condition, a family member may become the patient’s legal repre-
sentative. We investigated whether individuals would want to participate in a clinical trial even 
if they were in a situation where they could not make the decision themselves due to a medical 
emergency and explored the reasons for their choice.
Methods　A questionnaire survey was conducted during March 3‒6, 2023. Participants were 
members of the general population aged≥20 years. Medical professionals and their families 
and people with prior experience of decision‒making during a medical emergency were 
excluded. The participants were asked whether they would participate in a clinical trial and 
their reasons. Subsequently, text mining of the reasons was conducted. IC was obtained for 
publication.
Results　Three hundred individuals participated in the survey. Regarding participation in a 
clinical trial should they experience a medical emergency, 46（15％）, 109（37％）, 84（28％）, 
36（12％）, and 25（8％）responded“Definitely want to participate”, “Don’t mind participat-
ing”, “Can’t decide to participate”, “Prefer not to participate”and“Definitely don’t want to 
participate”, respectively.
Conclusions　The level of understanding and image of clinical trials vary greatly among the 
general population, and this subject must be addressed suitably to build trust and obtain proper 
IC.
（Jpn Pharmacol Ther 2024；52 suppl 2：s74‒79）
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INTRODUCTION

Obtaining informed consent（IC）from study participants 
is essential for conducting clinical trials1）,2）. However, in 
disorders with a narrow window of opportunity for treat-
ment, such as acute cerebral stroke, obtaining proper IC 
at the right time is difficult3）,4）. Thus, depending on the 
patient’s condition, a family member may become the 
patient’s legal representative5）,6）. We had previously con-
ducted a survey among the general population regarding 
the decisions they would make as surrogates when asked 
to consent to a family member’s participation in a clinical 
trial during a medical emergency. The findings indicated 
that insufficient knowledge and information about clinical 
trials, along with the lack of prior discussions about the 
family member’s wishes, made the decision‒making pro-
cess challenging7）. Hence, we investigated whether indi-
viduals would want their families to decide on their partici-
pation in a clinical trial should they experience a medical 
emergency and explored the reasons for their choice.

METHODS

This survey was conducted online from March 3 to 6 2023 
by Cross Marketing Group Inc., a major online survey 
company in Japan（https://www.cm-group.co.jp/com-
pany/profile/）. Participants, randomly selected from the 
company’s pool, were members of the general population 
aged≥20 years excluding medical professionals and their 
families and people with prior experience of decision‒
making during a medical emergency（such as cerebral 
hemorrhage or myocardial infarction）.
　　The participants were asked whether they would par-
ticipate in the clinical trial in a hypothetical situation
（Table 1）. They had to choose from the following multi-

ple choices,“Definitely want to participate”,“Don’t mind 
participating”,“Can’t decide to participate”,“Prefer not to 
participate”,“Definitely don’t want to participate”and 
write their reasons in the free descriptions space.
　　Text mining was used to analyze the reasons behind 
their choices using the User Local AI text‒mining tool
（https://textmining.userlocal.jp/）, which calculates the 

frequency of extracted words and importance score. This 
score reflects how“important”each word is, typically 
calculated using statistical processing through the Term 
Frequency‒ Inverse Document Frequency method. Words 

that only appear frequently in the specific documents 
being analyzed（feature words）will have higher scores.

ETHICAL CONSIDERATION

We displayed the summar y in a browser window and 
asked the participants to click the star t button if they 
agreed to participate in the survey. The survey did not 
obtain their personal information, and the results were 
published with consent. Our survey falls outside the scope 
of the Japanese government’s Ethical Guidelines for Life 
Science and Medical Research Involving Human Subjects 
and there are no national guidelines in Japan for social and 
behavioral research. Therefore, we conducted this survey 
following the Ethical Principles of the declaration of Hel-
sinki.

RESULTS

Data was collected from 300 par ticipants（Male: 188, 
Female: 112）. Regarding participation in a clinical trial 
should they experience a medical emergency, 46（15％）, 
109（37％）, 84（28％）, 36（12％）, and 25（8％）responded
“Definitely want to participate”,“Don’t mind participat-

ing”,“Can’t decide to participate”,“Prefer not to partici-
pate”and“Definitely don’t want to participate”, respec-
tively（Fig.　1）.
　　An analysis of the reasons showed that for those who 
chose“Definitely want to participate”, the most frequent 
word was“possibility”, and the most featured word was
“Useful”（Fig.　2‒1）. For those who chose“Don’t mind 

participating”, the most frequent word was“possibility”, 
and the most featured word was“Treatment method”
（Fig.　2‒2）. For those who chose“Can’t decide to partici-
pate”, the most frequent and most featured word was
“Don’t know”（Fig.　2‒3）. And for those who chose“Pre-

fer not to par ticipate”, the most frequent words were
“Experimental guinea pig”,“Don’t know”and“Treat-

ment”. Additionally, the most featured words were“Exper-
imental guinea pig”and“Don’t know”（Fig.　2‒4）. Who 
chose“Definitely don’t want to participate”, the most fre-
quent word and the most featured word was“Experimen-
tal guinea pig”（Fig.　2‒5）. In Fig.　2b）, words with higher 
scores have a larger font size and the word positioning has 
no special meaning.
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Table 1　Hypothetical Situation

You suddenly get a headache, lose the ability to move your right leg, and collapse. You have slurred speech 
and cannot speak well.
You are taken by ambulance to a university hospital and diagnosed with a cerebral hemorrhage.
Since you are unconscious, treatment must begin as soon as possible. There is currently no established 
effective treatment for cerebral hemorrhage.
The university hospital to which you were taken is conducting a clinical trial to develop a new treatment, 
and your doctor has suggested that you participate in the clinical trial.

Fig.　1　Number and percentage of respondents（N＝300）
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Fig.　2‒1　“Definitely want to participate”（N＝46）
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DISCUSSION

Our results showed that the level of understanding and 
perception of clinical trials vary greatly among the general 
population. Those who chose“Definitely want to partici-
pate”and“Don’t mind participating”perceived clinical 
trials as a treatment method and hoped for the possibility 
of recovery. It is a natural human emotion to hope for 

recovery and view participation in a clinical trial as a form 
of treatment when no other treatment option is available. 
However, without fully understanding the risks and mak-
ing an informed decision based on adequate explanation, 
there is a concern that this could lead to therapeutic mis-
conceptions8）. Particularly in emergency situations, where 
decisions must be made under time constraints and with-
out sufficient leeway, greater caution and consideration 
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Fig.　2‒2　“Don’t mind participating”（N＝109）
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Fig.　2‒3　“Can’t decide to participate”（N＝84）
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are required.
　　In our previous survey on decision‒making as surro-
gates when asked to consent to a family member’s partici-
pation in a clinical trial during a medical emergency, the 
most frequently selected response was“Can’t decide to 
participate”7）. Similarly, in this survey, which explored 
participants’ preferences for joining a trial themselves, 
many selected“Can’t decide to participate（28％）”, with 

the primary reason being a lack of knowledge about clini-
cal trials. To address the general public’s lack of under-
standing about clinical trials, it is essential to provide edu-
cation through various means, such as workshops, semi-
nars, informational brochures, videos, and community 
meetings. Providing education from an early stage, partic-
ularly during junior high school, is deemed crucial for fos-
tering foundational understanding.
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Fig.　2‒4　“Prefer not to participate”（N＝36）
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　　Furthermore, to ensure that family members follow 
the patient’s wishes in emergency situations where the 
patient is unable to express them, as was the case in this 
study, it is important to encourage Advance Care Planning 
among the general population. It is recommended that 
individuals discuss their wishes with their family before 
the need arises, specifying their preferred treatments if 
they are no longer able to express their own intentions.
　　And lastly, those who chose“Prefer not to partici-
pate”and“Definitely don’t want to participate”, had a 
negative image of clinical trials, associating participation 
with being experimental guinea pigs due to a lack of trust 
in medical professionals. To build trust in medical profes-
sionals, we must ensure clear communication about clini-
cal trials, clearly explain the purpose, process, risks, and 
benefits of clinical trials.
　　A limitation of this study is that, while we extracted 
frequently occurring and characteristic terms from the 
given reasons for participation and non‒participation in 
clinical research, other terms might emerge in groups 
with a small number of respondents. Moreover, the con-
text and relationships between the terms were not ana-
lyzed.

CONCLUSIONS

Since the level of understanding and image of clinical tri-
als vary greatly among the general population, it is neces-
sary to address these issues appropriately to build trust 
and obtain proper IC. Since it has been repor ted that 
experience in participating in clinical research affects IC, 
we plan to conduct further research focusing on individu-
als with experience in clinical trials regarding decision‒
making during emergencies9）. Such research could pro-
mote a correct understanding of clinical trials among the 
population.

【FUNDING】
This work was supported by the AMED project,“Research on Estab-
lishing Appropriate Consent Procedures in Hyperacute Stroke Clini-
cal Trials”（Principal Investigator: Mayumi Fukuda‒Doi）.

REFERENCES

 1） World Medical Association, WMA Declaration of Helsinki‒ Ethi-
cal Principles for Medical Research Involving Human Subjects; 
2013.

  Available from: https://www.wma.net/policies-post/wma-
declaration-of-helsinki-ethical-principles-for-medical-research-
involving-human-subjects/.

 2） Emanuel E J, Wendler D, Grady C. What Makes Clinical 
Research Ethical?. JAMA 2000; 283: 2701‒11.

 3） Valentijn J Z, Jos P L S, Frank de B, et al. Practice variation in the 
informed consent procedure for thrombolysis in acute ischemic 
stroke: a survey among neurologists and neurology residents. 
BMC Med Ethics 2021; 22: 114.

 4） Hanzhang X, Deidre A D S, Fung P W, et al. Changes in Informed 
Consent Policy and Treatment Delays in Stroke Thrombolysis. J 
Stroke Cerebrovasc Dis 2021; 30: 105551.

 5） Wenfeng F, Caixia Y, Li‒na G, et al. Characteristic Clustering of 
Thrombolytic Agent Decision‒making in Acute Ischemic Stroke 
and Analysis of Influencing Factors. DOI: 

  https://doi.org/10.21203/rs.3.rs-4141626/v1
 6） Ethical Guidelines for Medical and Health Research Involving 

Human Subjects. 2023（Japanese）,
  Available from: https://www.mhlw.go.jp/file/06-Seisakujouhou-

10600000-Daijinkanboukouseikagakuka/0000080278.pdf.
 7） Takehira R, Ujihara A, Fukuda‒doi M, Arita E, et. al. A survey of 

general population attitudes toward clinical trial participation in 
emergency situations. Journal of Pharmaceutical Communica-
tion（Japanese）2024; 22: 6‒14.

 8） Henderson G E, Churchill L R, Davis A M, Easter M M, Grady C, 
Joffe S, et. al. Clinical Trials and Medical Care: Defining the 
Therapeutic Misconception. PLoS Med 2007; 4（11）: e324.

 9） Nakada H, Yoshida S, Arita E, Muto K. The timing of decision‒
making and informed consent: Patients’s Perspective and Expe-
riences of Clinical trials in Japan（Japanese）. Jpn J Clin Pharcl 
Ther 2017; 48（2）: 31‒9.

Jpn Pharmacol Ther（薬理と治療）vol. 52　suppl. 2　2024

YC52S205 下.indd　2024 年 12 月 9 日 午前 10 時 46 分


