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Abstract 
This digital drawing considers a signatory’s experience of some consent 
processes in health decision-making that might involve their 
biospecimens’ use in standard care, clinical research, or diagnostic 
research of the Undiagnosed Diseases Network. 
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Media 
Digital illustration made with Wacom Cintiq, Krita, and iPad Procreate. 
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This digital drawing of a long, spiraling document suggests a confusing and lengthy 
consent process. Prospective risks and benefits of a clinical intervention can be too 
numerous to cover in a single clinical encounter, and risks of participating in clinical 
trials can be unknown. In both standard care and research settings, genomic and 
genetic biospecimen sampling adds to a list of social, psychological, and physical risks 
that can permanently alter the lives of participants and, at times, their biological 
relatives or descendants.1 Psychological risks of participating in research, especially, 
can be “subtle and poorly defined” despite their importance.1 
 
In 2019, the US Department of Health and Human Services revised the Common Rule to 
“provide key information and promote [the] autonomy” of subjects.2 Revisions to 
informed consent regulations, in particular, also included an updated definition of the 
term human subject and updated informed consent exceptions.2,3 Improvements in 
regulations or consent forms, “including simplified language, illustrations, shorter 
length, and teach-back approaches, have led to only modest improvements” in subjects’ 
clearer understandings of research protocols and goals.1 Consent processes that 
prioritize personal interactions between clinician-investigators and patient-subjects tend 
to hold more promise for promoting patient-subjects’ understandings of their roles in 
research4 and of how their biospecimens might be used. 
 
References 

1. Botkin JR. Informed consent for genetic and genomic research. Curr Protoc Hum 
Genet. 2020;108(1):e104. 

2. Human and Animal Research Compliance Office. Common Rule 2019. Stanford 
University. Accessed July 15, 2025. 
https://researchcompliance.stanford.edu/panels/hs/common-rule  

3. Office for Human Research Protections. Revision of the Common Rule. US 
Department of Health and Human Services. Reviewed March 8, 2021. Accessed 
June 26, 2025. https://www.hhs.gov/ohrp/regulations-and-
policy/regulations/revision-of-the-common-rule/index.html  

4. Glaser J, Nouri S, Fernandez A, et al. Interventions to improve patient 
comprehension in informed consent for medical and surgical procedures: an 
updated systematic review. Med Decis Making. 2020;40(2):119-143. 

 
Anaid Kassidy Corona-Andaverde is a student at the School of the Art Institute of 
Chicago in Illinois who is studying architectural design. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

https://journalofethics.ama-assn.org/article/what-are-ethical-merits-and-drawbacks-viewing-medical-mysteries-human-subject-research/2025-10
https://journalofethics.ama-assn.org/article/how-should-students-and-trainees-be-taught-support-patients-undiagnosed-conditions/2025-10
https://researchcompliance.stanford.edu/panels/hs/common-rule
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/revision-of-the-common-rule/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/revision-of-the-common-rule/index.html


AMA Journal of Ethics, October 2025 763 

Citation 
AMA J Ethics. 2025;27(10):E761-763. 
 
DOI 
10.1001/amajethics.2025.761. 
 
Conflict of Interest Disclosure 
Contributor disclosed no conflicts of interest relevant to the content. 
 
The viewpoints expressed in this article are those of the author(s) and do not 
necessarily reflect the views and policies of the AMA. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Copyright 2025 American Medical Association. All rights reserved.  
ISSN 2376-6980 


