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Please note that we maintain a glossary, an inventory of tools for assessment, as well as standards and 
guidance documents on our website.  
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BIOMEDICAL RESEARCH 
 
Publication ethics: Patient consent for publishing case reports of adverse drug reactions is 
important yet absent from several recent manuscripts 
A. Kumar 
Ethics, Medicine and Public Health, October 2022; 24 
Summary 
Background 
Case reports of adverse drug reactions (ADRs) constitute an important source of medication safety 
information. Detailed description of patients in such reports could potentially make subjects identifiable, 
thereby emphasizing the importance of consent for publication. The Committee on Publication Ethics and the 
International Committee of Medical Journal Editors recommend obtaining patient consent prior to publishing 
potentially identifiable patient information. However, this report shows absence of information regarding 
patient consent for publication from several recently-published ADR case reports. 
Methodology 
A sample of 100 most-recent ADR case reports with free full-text indexed in PubMed was qualitatively 
reviewed for information regarding publication consent and other ethical disclosures. 
Results 
Of the 100 most-recently-published ADR case reports, only 52 (52%) manuscripts clearly described obtaining 
patient consent for publication. Thirty-seven (37%) manuscripts made no mention of such consent or 
approval from an ethics committee. Eleven (11%) manuscripts contained ethical disclosures such as patient 
consent to undergo treatment and study approval from an institutional ethics committee, but without a clear 
statement regarding patient consent for publication. 
Conclusion 
A significant number of recently-published ADR case reports do not clearly describe if patient consent for 
publication was obtained. This could be attributable to various factors, including lack of clarity in journals’ 
guidelines regarding publication consent for case reports and dilemma regarding what constitutes 
identifiable patient information. This report calls for diligence of all stakeholders involved in medical 
manuscript publishing, viz. authors, manuscript reviewers, editors, and journal publishers to ensure that 
information regarding patient consent for publication is properly disclosed in ADR case reports. 

 
 
Consensus on informed consent for participants in cancer clinical studies  
Dawei Wu, Meimei Chen, Jing Liang, Shuang Li, Weijing Zhang, Yu Lei, Jing Ding, Yumeng Wang, Zhen Chen, 
Ning Li, Suxia Luo, Jie Li, Minghuang Hong, Zhao Yan 
Asia-Pacific Journal of Oncology Nursing, 15 September 2022 
Abstract 
To fully protect the rights of participants in cancer clinical studies and clarify the key points for the ethics 
review of the content of informed consent forms and the process of collecting informed consent, the Medical 
Ethics Professional Committee of the China Anti-Cancer Association engaged in joint discussions with the 
ethics committees of well-known cancer hospitals in China to formulate this consensus, along with the 
attached general template for informed consent forms for cancer clinical studies. This work is expected to 
provide guidance and suggestions for the practice of the sponsors, researchers, and ethics committees. 

about:blank
https://www.sciencedirect.com/science/article/abs/pii/S235255252200086X
https://www.sciencedirect.com/science/article/abs/pii/S235255252200086X
https://www.sciencedirect.com/science/article/pii/S2347562522001883#!
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Identification and Re-consent of Existing Cord Blood Donors for Creation of Induced Pluripotent 
Stem Cell Lines for Potential Clinical Applications  
Keren M Abberton, Tricia L McDonald, Mary Diviney, Rhonda Holdsworth, Stephen Leslie, Martin B Delatycki, 
Lin Liu, Guy Klamer, Phillip Johnson, Ngaire J Elwood 
Stem Cells Translational Medicine, 8 September 2022 
Abstract 
We aim to create a bank of clinical grade cord blood-derived induced pluripotent stem cell lines in order to 
facilitate clinical research leading to the development of new cellular therapies. Here we present a clear 
pathway toward the creation of such a resource, within a strong quality framework, and with the appropriate 
regulatory, government and ethics approvals, along with a dynamic follow-up and re-consent process of cord 
blood donors from the public BMDI Cord Blood Bank. Interrogation of the cord blood bank inventory and 
next generation sequencing was used to identify and confirm 18 donors with suitable HLA homozygous 
haplotypes. Regulatory challenges that may affect global acceptance of the cell lines, along with the quality 
standards required to operate as part of a global network, are being met by working in collaboration with 
bodies such as the International Stem Cell Banking Initiative (ISCBI) and the Global Alliance for iPSC Therapies 
(GAiT). Ethics approval was granted by an Institutional Human Research Ethics Committee, and government 
approval has been obtained to use banked cord blood for this purpose. New issues of whole-genome 
sequencing and the relevant donor safeguards and protections were considered with input from clinical 
genetics services, including the rights and information flow to donors, and commercialization aspects. The 
success of these processes has confirmed feasibility and utility of using banked cord blood to produce 
clinical-grade iPSC lines for potential cellular therapies. 

Editor’s note: BMDI Cord Blood Bank is one of three public cord blood banks in Australia, which form 
the AusCord network.  

 
 
Informed Consent for Placebo-Controlled Trials: Do Ethics and Science Conflict? 
Hope A. Feldman, James A. Feldman, Charles C. Miller, Garrett Walsh, Jon E. Tyson 
Ethics & Human Research, 1 September 2022 
Abstract 
The use of a placebo has been considered the best method for controlling bias in a prospective randomized 
clinical trial and provides the most rigorous test of treatment efficacy for evaluating a medical therapy. 
Placebos commonly produce clinically important effects particularly in studies where the primary outcomes 
are subjective. Yet the potential beneficial or harmful effects of placebos are often not addressed in 
designing a clinical trial, calculating the sample size, seeking consent, or interpreting clinical trial results. In 
this manuscript, we use an actual study to indicate three approaches that might be considered in seeking 
informed consent for placebo-controlled trials, and we explore the fundamental ethical and scientific 
complexities involved with each. 

 
 
An Expanded Role for IRBs in the Oversight of Research Biopsies 
Laura A. Levit, Julie Kaneshiro, Jeffrey Peppercorn, Mark J. Ratain 
Ethics & Human Research, 1 September 2022 
Abstract 
Research biopsies included in cancer clinical trials have the goal of advancing scientific understanding of the 
biological bases of cancer and its treatments, but may offer no prospect of direct benefit to participants and 
often pose more than minimal risk. The research community is examining the ethics of research biopsies 
increasingly often, especially when they are mandatory for study participation but do not support primary 
study objectives and thus are “nonintegral” to the study. Ethical concerns center on the limited scientific 

https://academic.oup.com/stcltm/advance-article/doi/10.1093/stcltm/szac060/6693980
https://academic.oup.com/stcltm/advance-article/doi/10.1093/stcltm/szac060/6693980
https://onlinelibrary.wiley.com/doi/abs/10.1002/eahr.500142
https://onlinelibrary.wiley.com/doi/abs/10.1002/eahr.500141
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justification supporting some biopsies, risks to research participants, and the potential for coercion and 
therapeutic misconception during the informed consent process. There is also a lack of comprehensive 
oversight of research biopsies by regulatory agencies and institutions. This paper reviews these ethical 
concerns, discusses the scope of federal oversight, and suggests that institutional review boards (IRBs) should 
assume a larger role in ensuring the ethical conduct of research biopsies. It concludes with guidance to IRBs 
on how to weigh the risks, benefits, and acceptability of such biopsies in different contexts that is based on a 
framework the American Society of Clinical Oncology developed for the inclusion of research biopsies in 
oncology clinical trials. 

 
 
Initial Steps in Creating a Patient-Centric Addendum to Clinical Trial Informed Consent Forms 
B. King-Kallimanis, A. Ferris, L. Dropkin, M. Molina, L. Redway, U. Basu Roy 
Journal of Thoracic Oncology, September 2022; 17(9) pp S71-S72 
Abstract  
Introduction 
The purpose of the informed consent form (ICF) is to outline risks and benefits of an interventional clinical 
trial to a patient. In reality, most ICFs are written using scientific jargon, are long, and include extraneous 
information not pertinent to the patient (e.g., legalities of trial participation). Using lung cancer as a case 
study, we are conducting a multi-step project involving patients and caregivers, trialists, regulators, and 
clinical trial sponsors to streamline the informed consent process by creating a 1-2 page template addendum 
to the ICF summarizing key points relevant to patients. 
Methods 
Step 1 included an audit of 20 ICFs guided by 45 CFR 46, HHS regulations for the protection of human 
subjects in research, which requires the ICF to explain elements like which procedures are experimental. Step 
2 included focus groups and in-depth interviews with patients with lung cancer (n=9) to learn what 
information was critical when considering a hypothetical ICF. In this abstract key, findings from steps 1/2 are 
summarized. Additional steps are planned to reach our final outcome. 
Results 
The 20 ICFs reviewed were from phases 1, 2, and 3, expanded access and single patient trials covering 
predominantly non-small cell lung cancer and 60% were global trials. Average length of the ICFs was 21 
(range 15-34) pages and most required CFR topics were covered. “What would happen if the trial failed” was 
least often covered (14 of 20). Average reading level was 10th grade, whereas average US reading level is 8th 
grade. Readability varied by section, “the purpose of the study” section had the highest reading level (11.5). 
In the qualitative research component (step 2), all participants were “overwhelmed” by the hypothetical ICF. 
When asked the intent of the forms, one participant noted “to cover their butts”. The idea of an addendum 
that provides a summary with reference to page numbers in the ICF for more details was well received. 
Participants were asked to list information they wanted included in the addendum (table). Suggestions 
broadly map to HHS regulations. 
Conclusions 
While ICFs place greatest emphasis on trial procedures and risks, variations in ICF architecture and readability 
mean it is difficult for patients to make an informed decision to participate in a clinical trial. Our study 
implications extend beyond lung cancer, highlighting key areas for improvements to the ICFs and providing a 
clear roadmap for developing a patient-centric addendum for ICFs in all cancer clinical trials. 

 
:::::: 
:::::: 

 
SOCIAL SCIENCE RESEARCH 
 

https://www.sciencedirect.com/science/article/pii/S1556086422004610
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Web-Based Perspectives of Deemed Consent Organ Donation Legislation in Nova Scotia: Thematic 
Analysis of Commentary in Facebook Groups 
Alessandro R Marcon, Darren N Wagner, Carly Giles, Cynthia Isenor  
JMIR Infodemiology, 14 September 2022; 2(2) 
Abstract 
Background 
The Canadian province of Nova Scotia recently became the first jurisdiction in North America to implement 
deemed consent organ donation legislation. Changing the consent models constituted one aspect of a larger 
provincial program to increase organ and tissue donation and transplantation rates. Deemed consent 
legislation can be controversial among the public, and public participation is integral to the successful 
implementation of the program. 
Objective 
Social media constitutes key spaces where people express opinions and discuss topics, and social media 
discourse can influence public perceptions. This project aimed to examine how the public in Nova Scotia 
responded to legislative changes in Facebook groups. 
Methods 
Using Facebook’s search engine, we searched for posts in public Facebook groups using the terms “deemed 
consent,” “presumed consent,” “opt out,” or “organ donation” and “Nova Scotia,” appearing from January 1, 
2020, to May 1, 2021. The finalized data set included 2337 comments on 26 relevant posts in 12 different 
public Nova Scotia–based Facebook groups. We conducted thematic and content analyses of the comments 
to determine how the public responded to the legislative changes and how the participants interacted with 
one another in the discussions. 
Results 
Our thematic analysis revealed principal themes that supported and critiqued the legislation, raised specific 
issues, and reflected on the topic from a neutral perspective. Subthemes showed individuals presenting 
perspectives through a variety of themes, including compassion, anger, frustration, mistrust, and a range of 
argumentative tactics. The comments included personal narratives, beliefs about the government, altruism, 
autonomy, misinformation, and reflections on religion and death. Content analysis revealed that Facebook 
users reacted to popular comments with “likes” more than other reactions. Comments with the most 
reactions included both negative and positive perspectives about the legislation. Personal donation and 
transplantation success stories, as well as attempts to correct misinformation, were some of the most “liked” 
positive comments. 
Conclusions 
The findings provide key insights into perspectives of individuals from Nova Scotia on deemed consent 
legislation, as well as organ donation and transplantation broadly. The insights derived from this analysis can 
contribute to public understanding, policy creation, and public outreach efforts that might occur in other 
jurisdictions considering the enactment of similar legislation. 

Editor’s note: JMIR Infodemiology focuses on determinants and distribution of health information and 
misinformation on the internet, and its effect on public and individual health. 

 
:::::: 
:::::: 

 
HEALTH DATA  
 
Your Consent Is Worth 75 Euros A Year – Measurement and Lawfulness of Cookie Paywalls  
Conference Paper 
Victor Morel, Cristiana Santos, Yvonne Lintao, Soheil Human 
Workshop on Privacy in the Electronic Society [Los Angeles, USA], 7 November 2022 
Open Access 

https://infodemiology.jmir.org/2022/2/e38242
https://infodemiology.jmir.org/2022/2/e38242
https://arxiv.org/pdf/2209.09946.pdf
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Abstract 
Most websites offer their content for free, though this gratuity often comes with a counterpart: personal 
data is collected to finance these websites by resorting, mostly, to tracking and thus targeted advertising. 
Cookie walls and paywalls, used to retrieve consent, recently generated interest from EU DPAs and seemed 
to have grown in popularity. However, they have been overlooked by scholars. We present in this paper 1) 
the results of an exploratory study conducted on 2800 Central European websites to measure the presence 
and practices of cookie paywalls, and 2) a framing of their lawfulness amidst the variety of legal decisions and 
guidelines. 

 
 
Data Medicine: ‘Broad’ or ‘Dynamic’ Consent?  
Journal Article 
Henri-Corto Stoeklé, Elisabeth Hulier-Ammar, Christian Hervé 
Public Health Ethics, 2 September 2022 
Abstract 
The General Data Protection Regulation imposes, at European level, a need to seek express or explicit 
consent for the processing of health data. In the framework of biomedical research, some favor the use of 
express ‘broad’ consent, whereas other maintain, or wish to maintain the use of presumed or implicit 
consent, often referred to as ‘non-opposition’ in conditions in which such consent is still authorized. In our 
view, broad consent and presumed consent are likely to prove to be easy solutions in the short term but 
much less relevant in the long term, for both hospital and patients, if the bioethical objective remains the 
improvement of patient quality of life and/or survival, regardless of the disease considered. Dynamic consent 
could be the best way to achieve this objective because only this type of consent could improve hospital 
transparency and increase patient confidence by allaying certain fears. 

 
 
Broad Consent—Are We Asking Enough? 
Lisa E. Smilan 
Ethics & Human Research, 1 September 2022 
Abstract 
Biobanks and health data repositories provide rich reservoirs of information for use in biomedical research. 
These repositories depend on participants donating identifiable health data and biospecimens that may be 
used in perpetuity by unlimited numbers of researchers for unnamed research topics. Since 1991, U.S. 
federal regulatory provisions, collectively known as the Common Rule, have required informed consent of 
participants in federally funded human subjects research, but recent changes to the Common Rule now 
sanction “broad consent” in the repository research context. Broad consent is not defined in the revised 
Common Rule; thus, researchers and their institutions are left to determine ad hoc what broad consent 
means and requires. Without leadership and guidance from the U.S. Department of Health and Human 
Services, stakeholders with potential conflicts of interest will reach their own conclusions and craft new and 
varied standards for consent. The result will be uneven protections for participants. 

 
:::::: 
:::::: 
 

BIOBANKING 
 

Blanket Consent and Trust in the Biobanking Context 
Original Research 
Morten Ebbe Juul Nielsen, Nana Cecilie Halmsted Kongsholm  
Journal of Bioethical Inquiry, 6 September 2022 

https://academic.oup.com/phe/advance-article-abstract/doi/10.1093/phe/phac014/6687184?redirectedFrom=fulltext
https://onlinelibrary.wiley.com/doi/abs/10.1002/eahr.500140
https://link.springer.com/article/10.1007/s11673-022-10208-5
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Abstract 
Obtaining human genetic samples is vital for many biobank research purposes, yet, the ethics of obtainment 
seems to many fraught with difficulties. One key issue is consent: it is by many considered ethically vital that 
consent must be fully informed (at least ideally speaking) in order to be legitimate. In this paper, we argue for 
a more liberal approach to consent: a donor need not know all the specifics of future uses of the sample. We 
argue that blanket consent is ethically defensible, and that this is buttressed by considerations of (justified) 
trust-relations. Given robust institutional oversight, blanket consent is a permissible form of consent in the 
bio-banking context. 
 
 

Ten years of dynamic consent in the CHRIS study: informed consent as a dynamic process 
Deborah Mascalzoni, Roberto Melotti, Cristian Pattaro, Peter Paul Pramstaller, Martin Gögele, Alessandro De 
Grandi, Roberta Biasiotto  
European Journal of Human Genetics, 5 September 2022 
Open Access 
Abstract 
The Cooperative Health Research in South Tyrol (CHRIS) is a longitudinal study in Northern Italy, using 
dynamic consent since its inception in 2011. The CHRIS study collects health data and biosamples for 
research, and foresees regular follow-ups over time. We describe the experience with the CHRIS study 
dynamic consent, providing an overview of its conceptualization and implementation, and of the participant-
centered strategies used to assess and improve the process, directly linked to participation and 
communication. In order to comply with high ethical standards and to allow broadness in the areas of 
research, CHRIS dynamic consent was conceived as an interactive process: based on a strong governance and 
an ongoing tailored communication with participants, it aims to promote autonomy and to develop a trust-
based engaged relationship with participants, also relevant for retention. Built within an online platform, the 
consent allows granular choices, which can be changed over time. In a process of co-production, participants 
views have been investigated and kept into account in policy development. Participants showed a high 
degree of participation, thus enabling the consolidation of the CHRIS resources. Even though a low change 
rate was reported in the baseline, participants valued the possibility of changing their informed consent 
choices. Communication (language-tailored, ongoing, multimedia) was important for participants, and for 
participation and retention. In our experience, dynamic consent was proven to be a flexible consent model, 
which allowed to meet ethical and legal standards for participation in research, and to accommodate 
participants’ and researchers’ needs. 
 
:::::: 
:::::: 
 

GENOMIC MEDICINE/GENE EDITING  
 

How Australia's Policymakers Can Ethically Approach Human Germline Genome Editing 
Technology 
Mangiapane M, Foong P 
Journal of law and Medicine, 1 August 2022; 29(3) pp 740-759 
Abstract  
This article undertakes an analysis of Australia's laws affecting human germline genome editing (HGGE). It 
draws on research from various ethical frameworks to analyse the values underpinning existing policy and 
which could underpin future approaches on HGGE. The article emphasises the importance of protecting 
egalitarianism, mitigating inequality risks, and ensuring stigmas around people with genetic conditions 
targeted by HGGE are not perpetuated. Doing so makes the philosophical case for a policy allowing HGGE for 
research use and considers the potential for limited clinical uses as we advance. The article recommends law 
reform in Australia in the form of an ongoing legislative review every three years, with the first review 

https://www.nature.com/articles/s41431-022-01160-4
https://europepmc.org/article/med/36056664
https://europepmc.org/article/med/36056664
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considering research and informed consent. The second considers appropriate clinical uses based on medical 
risk and what is agreed upon to be a list of considerations of a severe enough disease to be treated by HGGE. 
It gives examples of what the reform might look like, pending public engagement methodologies advocated. 
Finally, this article recommends considering ancillary legal issues raised by HGGE, including anti-
discrimination and potential protections from liability. 
 
:::::: 
:::::: 
 

CAPACITY TO CONSENT 
 

Appropriate inclusion of adult research participants with intellectual disability: an in-depth review 
of guidelines and policy statements 
Review 
Klara Meierer,Pascal Borry, Virginia Sanchini 
Accountability in Research, 7 September 2022 
Abstract 
The history of human-subject experimentation has shown the need for safeguards to protect participants 
from abuse. Balancing participant protection with adequate representation of the adult intellectual disability 
population in research presents an important challenge. Our study aimed to analyze guidance on the 
appropriate inclusion of adults with intellectual disability who are or are not able to consent to biomedical 
research participation. Terminology, consent and type of ethically acceptable research provisions relevant to 
adult participants with intellectual disability were comprehensively reviewed in a selection of 17 
international and national ethical research guidelines and statements. Most guidelines and statements 
recommend that adult participants with intellectual disability who are unable to consent be included when it 
is not possible to conduct the same research with adults capable of independent decision-making, or when 
there is therapeutic benefit and only minimal risk. Instead of naming specific requirements, the Australian 
statement stands out by asserting the “individual right” to participate. Assent requirements for incapacitated 
adults are not explicitly mentioned in most documents reviewed. There appears to be room for further 
description of the importance of careful capacity assessments and solid assent requirements in ethical 
research guidance documentation to promote meaningful participation of adults with intellectual disability. 
 
 

Surrogate consent for surgery among older adult patients 
Samuel M. Miller, Nupur Nagarkatti, Vanita Ahuja, Eric B. Schneider, Sanjay Mohanty, Ronnie A. Rosenthal, 
Lisa M. Kodadek 
Surgery, 2 February 2022; Academic Surgical Congress Presentation 
Abstract  
Background 
Surrogate consent for surgery is sought when a patient lacks capacity to consent for their own operation. The 
purpose of this study is to describe older adults who underwent surgical interventions with surrogate 
consent. 
Methods 
A descriptive analysis was performed using data from the American College of Surgeons National Surgical 
Quality Improvement Program Geriatric Surgery Pilot collected from 2014 to 2018. All patients included were 
≥65 years old and underwent a surgical procedure. Demographic and preoperative health characteristics 
were evaluated to examine differences between those with and without surrogate consent. 
Results 
In total, 51,618 patients were included in this study, and 6.6% underwent an operation with surrogate 
consent. Surrogate consent was more common among older patients (median age 83 vs 73, P < .001), female 
patients (7.7% vs 5.3%, P < .001), patients undergoing emergency as opposed to elective procedures (21.9% 

https://www.tandfonline.com/doi/abs/10.1080/08989621.2022.2119136
https://www.tandfonline.com/doi/abs/10.1080/08989621.2022.2119136
https://www.sciencedirect.com/science/article/abs/pii/S0039606022006092
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vs 1.6%, P < .001), patients with cognitive impairment (50.5% vs 2.4%, P < .001), and patients who were 
dependent on others for activities of daily living (41.9% vs 4.1%, P < .001). Nearly half of patients with a 
diagnosis of cognitive impairment signed their own consent. 
Conclusion 
Surrogate consent was more common among patients who were older, female, had a higher comorbidity 
burden, and had preoperative disability. Nearly half of patients with documented cognitive impairment 
signed their own consent. These results indicate that further research is needed to understand how surgeons 
determine which patients require surrogate consent. 
 
 

Inclusive Design: Exploring Accessible Informed Consent for People With Aphasia 
Masters Thesis 
Geena June Stanley 
Auckland University of Technology, Master of Design, 2022 
Abstract 
This research explores how information design and typographic approaches can help create accessible 
participant information sheets for people with aphasia to ensure they can be included in research. There are 
worrying statistics that individuals with communication impairments post-stroke are often excluded from 
research due to perceptions of vulnerability, and that they do not have the decision-making capacity to 
provide informed consent. These exclusions have the potential to create health disparities for people with 
aphasia and contribute to existing generalisations in stroke research that can have a negative impact on the 
care they receive. Participant information sheets were prototyped using a human-centred design approach 
by adhering to the information design principles of accessibility and inclusiveness. The prototypes were 
presented to people with aphasia for feedback to ensure the readability, comprehension, and design 
preferences were appropriate and accessible to the targeted audience. The outcome of the research was a 
refined set of prototype participant information sheets that ensure greater accessibility to research for 
people with aphasia. This research found that implementing information design and typographic principles to 
participant information sheets for people with aphasia can facilitate their inclusion in research through their 
readability. 
 
:::::: 
:::::: 
 

YOUNG PERSONS 
 
Ethical issues concerning the use of commercially available wearables in children: Informed 
consent, living in the spotlight, and the right to an open future 
Andrie G. Panayiotou, Evangelos D. Protopapadakis 
European Journal of Bioethics, 19 August 2022; 13(1) 
Open Access 
Summary 
Wearable and mobile technology has advanced in leaps and bounds in the last decade with technological 
advances creating a role from enhancing healthy living to monitoring and treating disease. However, the 
discussion about the ethical use of such commercial technology in the community, especially in minors, is 
lagging behind. In this paper, we first summarize the major ethical concerns that arise from the usage of 
commercially available wearable technology in children, with a focus on smart watches, highlighting issues 
around the consent process, mitigation of risk and potential confidentiality and privacy issues, as well as the 
potential for therapeutic misconceptions when used without medical advice. Then through a relevant 
thought experiment we move on to outline some further ethical concerns that are connected to the use of 
wearables by minors, to wit the issue of informed consent in the case of minors, forcing them to live in the 
spotlight, and compromising their right to an open future. We conclude with the view that mitigating 

https://openrepository.aut.ac.nz/handle/10292/15449
https://philpapers.org/archive/PROEIC.pdf
https://philpapers.org/archive/PROEIC.pdf
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potential pitfalls and enhancing the benefits of wearable technology especially for minors requires brave and 
comprehensive moral debates. 

 
:::::: 
:::::: 

 
TECHNOLOGY/OTHER MEDIATION 
 
Patient Decision Aids Before Informed Consent Conversations for Image-Guided Procedures: 
Controlled Trials at Two Institutions 
Shanmukha Srinivas, Isabel G. Newton, Maciej Waradzyn, Nishita Kothary, Eric J. Keller 
American Journal of Roentgenology, October 2022 
Abstract 
Background 
Patient decision aids (PDAs) improve informed consent practices. Available PDAs for image-guided 
procedures are of limited quality. 
Objective  
To evaluate the impact of PDAs on understanding and satisfaction among patients undergoing informed 
consent conversations before outpatient image-guided procedures. 
Methods 
This prospective study included patients awaiting an interventional radiology clinic visit to discuss and obtain 
informed consent for an image-guided procedure. The study was conducted at two academic medical centers 
(site A: visits from August, 2020 to July, 2021; site B: January, 2021 to October, 2021). Patients were assigned 
systematically at site A, and randomly at site B, to electronically receive or not receive a 2-page PDA before 
the visit. PDAs described procedures and their benefits, risks, and alternatives at a 6th-8th grade health 
literacy level, and vetted by diverse patient focus groups. Patients completed a post visit survey (site A: 
phone; site B: online) assessing understanding of the procedure and satisfaction with the consent 
conversation using 5-point scales. Data were pooled between sites. 
Results 
The study included 105 patients (59 male, 46 female; median age, 67 years; 51 from site A, 54 from site B; 53 
who received PDA, 52 who did not). Survey response rate was 100% (51/51) at site A and 67% (62/92) at site 
B. Patients who received, versus not received, a PDA reported greater understanding of benefits (4.5 vs 4.0, 
p<.001), risks (4.4 vs 3.6, p<.001), and alternatives (4.0 vs 3.3, p<.001), and of what procedures involved (4.4 
vs 4.1, p=.02); and were more likely to feel that they were provided with enough time with the clinician (4.7 
vs 4.5, p=.03), listened to carefully (4.8 vs 4.4, p<.001), free to choose any option including not to have the 
procedure (4.7 vs 4.3, p<.001), given enough time to make a decision (4.8 vs 4.3, p<.001), encouraged to ask 
questions (4.8 vs 4.5, p<.001), and had questions answered (4.8 vs 4.4, p=.001). 
Conclusion 
Well-vetted plain-language PDAs provided before image-guided procedure consent conversations improve 
patients' self-perceived understanding of the procedure and satisfaction with the conversation. 

 
 
Video Consent for Upper Endoscopy and Colonoscopy Improves Patient Comprehension in a 
Safety-net, Multi-lingual Population 
Original Paper 
Zoe Lawrence, Gabriel Castillo, Janice Jang, Timothy Zaki, Demetrios Tzimas, Alexandra Guttentag, Adam 
Goodman, Andrew Dikman, Renee Williams  
Journal of Immigrant and Minority Health, 24 September 2022 
Open Access 
Abstract 

https://www.ajronline.org/doi/abs/10.2214/AJR.22.28165
https://www.ajronline.org/doi/abs/10.2214/AJR.22.28165
https://link.springer.com/article/10.1007/s10903-022-01398-6
https://link.springer.com/article/10.1007/s10903-022-01398-6
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The challenges of consenting for procedures are well documented and are compounded when patients have 
limited English proficiency (LEP). Standardized video consent has been studied, but research in 
gastroenterology is limited. We created educational videos in English and Spanish covering the elements of 
traditional consent for colonoscopy and upper endoscopy. All participants underwent traditional verbal 
consent and a subset viewed the language and procedure specific video. Participants from a multilingual, 
safety-net hospital patient population were then given a questionnaire to assess their comprehension and 
satisfaction. Participants who watched the video had higher comprehension scores than those who received 
traditional verbal consent alone. This difference persisted when data was stratified by language and 
procedure, and when controlled for educational level and prior procedure. Video consent improves 
comprehension and satisfaction for endoscopy and may mitigate some of the challenges encountered when 
consenting patients with LEP. 
 
:::::: 
:::::: 
 

RIGHTS/LEGAL/LEGISLATIVE 
 
Psychiatric advance directives and consent to electroconvulsive therapy (ECT) in Australia: A 
legislative review and suggestions for the future 
Kay Wilson, Subramanian Purushothaman, Uday Kolur 
International Journal of Law and Psychiatry, November–December 2022; 85 
Abstract 
Psychiatric Advance Directives (PADs) have been adopted in many jurisdictions around the world and in most 
Australian states and territories. They are seen as a less restrictive and patient-centered approach to the 
provision of mental health care. Electroconvulsive therapy (ECT) is a restricted treatment in most jurisdictions 
in Australia and across the world. This paper explores the history, regulation and use of ECT and PADs and 
the intersections between them. It provides an overview of the legislative framework in each Australian state 
and territory and explores some of the issues which have arisen such as complexity of the regulatory 
framework, making PADs binding for refusing and consenting to ECT, involving treating teams in how PADs 
are made, using restrictive interventions to implement PADs, and the role of the Tribunal. While PADs are 
often framed as an important legal tool for allowing patients to refuse psychiatric treatment (especially ECT), 
the paper emphasizes that they can also be an innovative way for people to consent to psychiatric treatment 
in advance and an empowering option to access mental health care. It then makes some suggestions for 
future reform. 

 
 
What Cookie Consent Notices Do Users Prefer: A Study In The Wild 
Ashutosh Kumar Singh, Nisarg Upadhyaya, Arka Seth, Xuehui Hu, Nishanth Sastry, Mainack Mondal 
EuroUSEC '22: Proceedings of the 2022 European Symposium on Usable Security, 29 September 2022; pp 
28 - 39 
Abstract 
Laws like GDPR in the EU mandated all websites operating in their jurisdiction to obtain users’ informed 
consent before tracking those users and collecting their data. Today, this is achieved by showing users cookie 
consent notices. These notices are ubiquitous (often permeating the geographical boundaries of GDPR 
enforcement), even though their exact user interface (UI) designs vary. These designs are provided by 
Consent Management Platforms (CMPs) to different websites, effectively resulting in a handful of cookie 
consent notice designs being shown to a majority of internet users. Naturally, not all designs are uniformly 
liked by the users. Thus the first step of improving cookie consent notice UI design and moving to a better 
consent mechanism is to understand whether users prefer one design over another in the wild and why. To 
answer these questions, in this work, we conduct an in the wild comparative survey with 98 participants 

https://www.sciencedirect.com/science/article/abs/pii/S0160252722000620
https://www.sciencedirect.com/science/article/abs/pii/S0160252722000620
https://dl.acm.org/doi/abs/10.1145/3549015.3555675
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where 64.3% of the participants were from the EU (i.e., GDPR is applicable), and the rest were self-reported 
to be located outside of the EU. In this within-subjects study, our participants ranked five different popular 
cookie consent UI designs (leveraged by CMPs used in Alexa UK Top500 websites) and gave rationale for their 
choices. Our analysis found that the slider design is statistically significantly better ranked (and thus most 
liked) than all other designs. Our further qualitative analysis identifies and unpacks five key design factors 
which impacted our participants’ liking/disliking of consent notice UI designs (as captured by the ranks given 
to these designs by our participants) – ease of use, amount of information, customisability, decision-making 
time, and clarity/transparency. We conclude this work by discussing the implications of our findings on future 
cookie consent notice UI designs. 

 
 
Physicians’ legal knowledge of informed consent and confidentiality. A cross-sectional study 
Research 
Maria Cristina Plaiasu, Dragos Ovidiu Alexandru, Codrut Andrei Nanu  
BMC Medical Ethics, 16 September 2022; 23(93) 
Open Access 
Abstract 
Background 
Only a few studies have been conducted to assess physicians’ knowledge of legal standards. Nevertheless, 
prior research has demonstrated a dearth of medical law knowledge. Our study explored physicians’ 
awareness of legal provisions concerning informed consent and confidentiality, which are essential 
components of the physician-patient relationship of trust. 
Methods 
A cross-sectional study assessed attending physicians’ legal knowledge of informed consent and 
confidentiality regulations. The study was conducted in nine hospitals in Dolj County, Romania. Physicians 
were given a questionnaire with ten scenarios and instructed to select the response that best reflected their 
practice. We assessed the responses of physicians who claimed their practice to be entirely legal. Their legal 
knowledge was evaluated by comparing their answers to applicable laws. We also calculated a score for the 
physicians who admitted to committing a legal breach. 
Results 
Of the 305 respondents, 275 declared they never committed any law violation. However, their median 
correct answer score was 5.35 ± 1.66 out of 10. The specialty was the strongest predictor of legal knowledge, 
with emergency physicians rating the lowest and non-surgical physicians scoring the highest. Physicians who 
worked in both private and public sectors were better knowledgeable about legal issues than those who 
worked exclusively in the public sector. Results indicate that physicians are aware of the patient’s right to 
informed consent but lack comprehensive understanding. While most physicians correctly answered simple 
questions, only a tiny minority identified the correct solution when confronted with ethical dilemmas. The 
physicians who acknowledged breaching the law, on the other hand, had a slightly higher knowledge score at 
5.45 ± 2.18. 
Conclusion 
Legal compliance remains relatively low due to insufficient legal awareness. Physicians display limited 
awareness of legal requirements governing patient autonomy, confidentiality, and access to health data. Law 
should be taught in all medical schools, including undergraduate programs, to increase physicians’ legal 
knowledge and compliance. 
 
:::::: 
:::::: 
 

CULTURAL/COUNTRY CONTEXT 
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Evaluate the practice of preoperative informed consent for elective surgical patients at the 
university hospital, Ethiopia, in 2022 
Misganaw Terefe Molla, Yosef Belay Bizuneh, Yonas Addisu Nigatu, Debas Yaregal Melesse 
International Journal of Surgery Open, 15 September 2022 
Abstract 
Background 
Obtaining preoperative informed consent is considered an integral part of modern clinical practice. It works 
as a safeguard of the patient's rights and minimizes the chances of legal action against the surgical team 
members. This study was to evaluate the practice of informed consent in patients undergoing elective 
surgery. 
Methods 
The study was approved by the ethical committee of the school of medicine. The patients were reassured 
about the anonymity of their information. A study was conducted at different surgical departments of a 
teaching university hospital for one month. Participants were selected based on consecutive sampling from 
patients over the age of 18 years who had undergone elective surgery. 
Results 
The overall adherence of our study to standard guidelines was 48.5%. During informed consent, 51% of 
patients were informed about their current condition; 49% of patients were informed about the nature and 
purpose of the proposed surgery; and 25% of patients were informed about the estimated duration of 
surgery and anesthesia. 
Conclusion and recommendation 
The overall adherence of our study to standard guidelines was 48.5%. The quality of the makeshift informed 
consent process in this study is less than the standards. There is a great need to educate the surgical team 
members regarding the importance of patients' autonomy and their right to information about the proposed 
surgical procedure and anesthesia. 
 
 

Ethically acceptable consent approaches to adolescent research in South Africa 
Marian Loveday, Ameena Goga, Ames Dhai, Melodie Labuschaigne, Theresa Roussouw, Theresa Burgess, Ann 
Strode, Melissa Wallace, Marc Blockman, Brodie Daniels, Elizabeth Spooner, Linda-Gail Bekker 
Southern African Journal of HIV Medicine, 5 September 2022 
Open Access 
Abstract 
Background 
Adolescents are a unique population with significant unmet health needs. They are often excluded from 
research that may benefit them as they are perceived as vulnerable and needing protection from research 
participation. For Research Ethics Committees, conflicting positions in statutes, regulations and ethical 
guidelines about who provides informed consent for adolescent involvement in health research can be a 
significant barrier to approving adolescent research. For researchers, the requirement for parental/guardian 
proxy consent or prolonged approval processes may potentially result in the exclusion of those adolescents 
most vulnerable and at risk, particularly if issues such as gender-based violence, gender identity, sexuality 
and sexual practices are in question. 
Objectives 
To describe the challenges to adolescent research and suggest strategies to address these. 
Method 
We consider the legal and ethical framework in South Africa regarding the consenting age for adolescents in 
research, outline the challenges and, using examples of best practices, suggest strategies to address the 
current conundrum. 
Results 
We suggest three principles to guide Research Ethics Committees on their approach to reviewing health 
research involving adolescents. Strategies to develop ethically acceptable approaches to adolescent research 

https://www.sciencedirect.com/science/article/pii/S2405857222001097
https://www.sciencedirect.com/science/article/pii/S2405857222001097
https://scholar.google.co.uk/scholar_url?url=https://sajhivmed.org.za/index.php/hivmed/article/download/1385/2849&hl=en&sa=X&d=6414142758998222359&ei=wL8bY7OiHrLGsQL22IS4Aw&scisig=AAGBfm2B4RRwbxyx7PM6rTeqFZV3-jhvaw&oi=scholaralrt&hist=SqhM5vMAAAAJ:7929683463790031804:AAGBfm0z6jDpsbpxdW-OglQ_oFbBKMMrUQ&html=&pos=4&folt=kw
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and consent processes are described, which include community involvement. We elaborate on examples of 
nuanced approaches to adolescent research. 
Conclusion 
The inclusion of adolescents in research is critical in informing appropriate and effective health services for 
this vulnerable population, whilst providing an opportunity to link them into care and services where 
relevant. 
 
 

The Convolutions of the Concept of Age of Consent amongst Primary School Teachers in 
Zimbabwe 
Agnes Pakombwele, Kwashirai Zvokuomba 
International Journal of Educational Development in Africa, 30 August 2022; 7(1) 
Abstract 
The world over the age of consent is used as a child empowerment and protective tool. It has been argued 
that the age of consent supports teenagers as they negotiate the most profound aspect of childhood 
transition into adulthood. During this period, children and teenagers face abuse, bodily violence and 
exploitation. The study sought to analyse the perceptions and views of primary school teachers about age of 
consent within the educational setting. The study was guided by the interpretivist philosophy and was 
methodologically underpinned by the qualitative research design, particularly regarding data, which was 
collected utilising in-depth interviews and focus group discussions to solicit research participants’ opinions, 
feelings, and thoughts that represent their world views. The study established that teachers had little 
knowledge about the age of consent due to misrepresentation in the legal frameworks and inconsistencies in 
the law on the matter.  In addition, customary, cultural, and religious practices remain “blind” in the way 
they approach children’s rights issues. Thus, the article advocates for a child-centred framework when 
dealing with issues that affect the well-being of children as a way of demystifying the age of consent in the 
educational sector, which should also be informative not only to teachers but traditional leaders and legal 
practitioners so as to have a shared understanding of the concept.  It is recommended that the age of 
consent should be the same for both boys and girls just as the age of majority, which is at 18 years. 
 
 

Informed Consent to Online Standard Form Agreements 
Rob Nicholls 
Global Privacy Law Review, 2022; 3(3) pp 163-176 
Abstract 
This article examines the issues associated with online consent to ‘take it or leave it’ contracts, also known as 
standard form agreements. It does this by describing the concepts of standard form agreement and their 
deviations from bilateral contracts. It also sets out the meaning of informed consent. With these concepts 
established, the article analyses informed consent in online standard form agreements and provides an 
analysis of the factors impacting informed consent. The article also draws a distinction between unfairness 
and unconscionability. The article demonstrates that courts and regulators look the other way when it comes 
to recognizing substantive unfairness and unconscionability in online standard form agreements. It discusses 
the legal, economic, behavioural and social dynamics of informed consent in the context of the Australian 
marketplace. The article demonstrates that, in Australia, the focus on procedural unfairness and procedural 
unconscionability as threshold requirements have prevented the notion of informed consent from voiding 
particular terms. That is, as long as there was notice and an opportunity to read, in Australia the actual 
content of the terms seems to have limited importance. 
 
 

Reform in Australia: A Focus on Informed Consent 
Rob Nicholls 
Global Privacy Law Review, 2022; 3(3) pp 177-189 
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Abstract 
This article analyses the Australian privacy framework in the context of both the Australian Competition and 
Consumer Commission’s Digital Platforms Inquiry (DPI) and the Consumer Data Right (CDR). This analysis 
extends to informed consent and attitudes to unfairness and unconscionability. The article offers potential 
solutions to the current patchwork approach which go further than the Government response to the DPI. It 
argues that the Australian Government’s response is not an adequate response nor a set of suitable solutions 
to the problem. The article proposes a two-pronged approach that recognizes the urgency of the issue 
through the suggestion of a series of ‘quick policy wins’ that will result in more meaningful and effective 
protection for consumers and further systemic, long-term recommendations for change that can be achieved 
through policy development, further consultation and integration with other existing legislation. The quick 
policy wins centre on three specific changes, including definitional updates, content and structure of online 
standard form agreements and enforcement, penalties and sanctions, and long-term solutions. The long-
term solutions are proposed to include regulation of website design, better integration of the laws, 
regulators and enforcement bodies, a faster, more consistent pace of policy review and recognition of the 
societal and human benefit of informed consent to online standard form agreements. 
 
:::::: 
:::::: 
 

MEDICAL/SURGICAL  
 

Qualitative documentary analysis of guidance on information provision and consent for the 
introduction of innovative invasive procedures including surgeries within NHS organisations’ 
policies in England and Wales 
Original research  
Cynthia A Ochieng, Hollie Richards, Jesmond Zahra, Sian Cousins, Daisy Elliott, Nicholas Wilson, Sangeetha 
Paramasivan, Kerry N L Avery, Johnny Mathews, Barry G Main, Robert Hinchliffe, Natalie S Blencowe, Jane M 
Blazeby 
BMJ Open, 1 September 2022 
Open Access 
Abstract 
Objective  
To review guidance, included in written local UK National Health Service (NHS) organisation policies, on 
information provision and consent for the introduction of new invasive procedures- including surgeries, and 
devices (IPs/Ds). 
Design  
A qualitative documentary analysis of data on patient information provision and consent extracted from 
policies for the introduction of IP/Ds from NHS organisations in England and Wales. 
Setting  
NHS trusts in England and health boards in Wales, UK. 
Participants  
Between December 2017 and July 2018, 150 acute trusts in England and 7 health boards in Wales were 
approached for their policies for the introduction of new IP/Ds. In total, 123 policies were received, 11 did 
not fit the inclusion criteria and a further policy was included from a trust website resulting in 113 policies 
included for review. 
Results  
From the 113 policies, 22 did not include any statements on informed consent/information provision or 
lacked guidance on the information to be provided to patients and were hence excluded. Consequently, 91 
written local NHS policies were included in the final dataset. Within the guidance obtained, variation existed 
on disclosure of the procedure’s novelty, potential risks, benefits, uncertainties, alternative treatments and 
surgeon’s experience. Few policies stated that clinicians should discuss the existing evidence associated with 
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a procedure. Additionally, while the majority of policies referred to patients needing written information, this 
was often not mandated and few policies specified the information to be included. 
Conclusions  
Nearly a fifth of all the policies lacked guidance on information to be provided to patients. There was 
variability in the policy documents regarding what patients should be told about innovative procedures. 
Further research is needed to ascertain the information and level of detail appropriate for patients when 
considering innovative procedures. A core information set including patients’ and clinicians’ views is required 
to address variability around information provision/consent for innovative procedures. 
 
 

How readable are orthognathic surgery consent forms? 
Original Article 
Maurice J.Meade, Craig W. Dreyer 
International Orthodontics, 16 September 2022 
Summary 
Background/objective 
The valid consent process for medical intervention requires the disclosure of information in a format that is 
easily understandable by the patient. The aim of this investigation was to assess the readability of 
orthognathic surgery informed consent forms (OSICFs). 
Methods 
An online search methodology was conducted to identify OSICFs for analysis. The forms that satisfied 
inclusion/exclusion criteria were evaluated according to a standardised protocol. The readability of the 
content was assessed using three validated tools: the Simple Measure of Gobbledegook (SMOG) score, 
Flesch-Kincaid Grade-Level (FKGL) score and Flesch Reading Ease (FRE) score. 
Results 
Most of the 26 evaluated OSICFs were sourced from websites within the United States (69.2%) and from oral 
and maxillo-facial surgery practices (76.9%). Two of the assessed forms were template OSICFs available from 
oral and maxillo-facial professional societies to its members. The scores from the three tools found that the 
content of 84.6% to 92.3% of the forms were “difficult” to read. The mean (SD) SMOG score for all evaluated 
OSICFs was 12.31(2.22) [95% CI: 11.42 to 13.21]. The SMOG and FKGL scores were closely correlated (r = 
0.99, P < 0.0001; 95% CI: 0.9864 to 0.9973). There was no association between SMOG scores and the number 
of words contained within each consent form (r = −0.047;95% CI: −0.44 to 0.36). 
Conclusions 
The OSICFs surveyed in this investigation failed to meet recommended readability levels. A significant 
number of patients are not likely to understand the information contained within the forms. Orthodontists 
are advised that poor literacy skills of their patients may preclude them from validly consenting to 
orthognathic surgery treatment procedures. 
 
 

Concepts in Emergency Research Exception from Informed Consent 
Book Chapter 
Christine S. Cocanour, Isabelle A. Struve  
The Acute Management of Surgical Disease, 16 September 2022; pp 113–123 [Springer] 
Abstract 
Informed consent is an ethical concept, codified in the law, and is in daily practice at every healthcare 
institution. It is the process of communication between patients and treating physicians that results in an 
agreement that allows the treating physician to perform a specific medical intervention. A valid informed 
consent requires disclosure, capacity, and voluntariness. In the emergency setting this consent process is not 
possible. Ethical concerns involving subjects who cannot provide consent was a barricade to emergency 
research. Standard, accepted medical therapy was not tested for either safety or efficacy in the emergency 
setting. In recognition of this potential harm, the government eventually permitted exception from informed 
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consent in certain emergency research trials in order to (1) provide individuals in life-threatening situations 
access to potentially life-saving therapies, (2) advance knowledge through collection of information about 
effectiveness and safety, and (3) improve therapies used in emergency medical situations that currently have 
poor clinical outcomes. This chapter will explore the history behind informed consent, informed consent for 
human subject research, and exception from informed consent (EFIC)/waiver of informed consent (WIC). 
 
 

An evaluation of patient informed consent for dental extractions 
Richa Arya, Sarah Jadun, Aneesha Shah 
Primary Dental Surgery, 7 September 2022; 11(3) 
Abstract 
Dental practitioners are well versed in informing patients of the risks and benefits associated with dental 
extractions. The purpose of this service evaluation was to determine whether patients understood and 
recalled information relevant to their planned oral surgery procedure, prior to second stage consent. A 
questionnaire was distributed to patients who were attending for their elective treatment appointment. This 
explored their ability to recall the planned intervention, the modality of treatment (local anaesthetic, 
intravenous sedation, or general anaesthetic), understanding of alternative treatment options and the risks 
associated with the procedure. Completed responses were received from 29 of the distributed 
questionnaires (response rate=58%). The majority of patients were not aware of the following risks with their 
procedure: pain, bleeding, bruising, swelling, infection, damage to adjacent structures. Despite a well-
documented consent form and comprehensive discussion, we identified that patients may not comprehend 
or recollect the risks associated with their dental extraction. As dental professionals we have a duty to seek 
ways to facilitate patient understanding and maximise their autonomy. 
 
 

Fertility clinic consent forms and the disposition of reproductive material upon a fertility patient’s 
death 
Legal reflections 
D W Thaldar 
South African Medical Journal, September 2022; 112(9) pp 744-746 
Open Access 
Abstract 
South African fertility clinics often include a provision in their consent forms that deals with the disposition of 
reproductive material (gametes and embryos) after a fertility patient’s death. This practice is problematic as 
such a provision is not legally valid. If the clinic acts in pursuance of such a provision upon a fertility patient’s 
death, the fertility clinic may be committing a civil wrong and a crime. Accordingly, consent forms should not 
include any provision that deals with the disposition of reproductive material after a fertility patient’s death. 
Instead, to address the practical concern of keeping reproductive material cryopreserved without receiving 
payment, fertility clinics’ storage agreements should use non-payment by fertility patients (or their 
successors in title) as the trigger event for the disposition of reproductive material. The importance of 
dealing with reproductive material in both its property rights dimension and its personality rights dimension 
is highlighted. 
 
 

Patient experience and decisional satisfaction with the informed consent process for elective 
gynecologic surgeries: A cross-sectional study 
Glaiza S.de Guzman, Melissa D.L. Amosco 
Annals of Medicine and Surgery, September 2022; 81 
Abstract 
Background 
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The informed consent process is a vital component of daily medical practice. It involves providing patients 
with sufficient, accurate, and understandable information to decide on a contemplated therapy. The study 
aims to evaluate the patient experience and satisfaction with the preoperative informed consent process. 
Methods 
A cross-sectional study was performed on adult women admitted for elective gynecologic surgery in a 
tertiary training hospital. Participants were recruited on their second postoperative day and were asked to 
answer a structured questionnaire assessing decisional satisfaction and experience with the informed 
consent process. Satisfaction was measured using a 6-item Satisfaction with Decision Scale. Knowledge of the 
surgery and experience with the informed consent were measured using an Informed Consent 
Questionnaire. Bivariate associations between highly satisfied and not highly satisfied groups were tested 
using Fisher exact test. 
Results 
A total of 150 patients were enrolled in the study with a mean age of 44.5 years. The resident-in-charge 
provided the information and assisted in the documentation of the informed consent in 86.7% and 67.3% of 
patients, respectively. There was an overall high decisional satisfaction with a mean score of 27.4 and 52.7% 
of patients strongly agreeing to all statements of the Satisfaction with Decision Scale. The majority of the 
respondents were informed and acknowledged comprehension of the surgery including its risks, benefits, 
and alternative treatment options. Knowing the success rate and benefits of the procedure as well as being 
informed of the need for postoperative catheterization were significantly associated with high satisfaction. 
Conclusion 
Knowledge and understanding of the key components of informed consent influence patient satisfaction. The 
current study highlights the high decisional satisfaction rates of patients who underwent elective gynecologic 
surgery. Strategies to further improve this patient-physician encounter include the establishment of standard 
policies on personnel involved, timing, and quality of information given to patients. Patient satisfaction 
should serve as an indicator of the quality of healthcare rendered and guide for continuous improvement of 
services. 
 
:::::: 
:::::: 
 

GENERAL/OTHER 
 

Towards a Design Toolkit of Informed Consent Models Across Fields: A Systematic Review 
Original Research/Scholarship  
Iris Loosman, Philip J. Nickel  
Science and Engineering Ethics, 30 August 2022; 28(42) 
Open Access 
Abstract 
In the 60+ years that the modern concept of informed consent has been around, researchers in various fields 
of practice, especially medical ethics, have developed new models to overcome theoretical and practical 
problems. While (systematic) literature reviews of such models exist within given fields (e.g., genetic 
screening), this article breaks ground by analyzing academic literature on consent models across fields. Three 
electronic research databases (Scopus, Google Scholar, and Web of Science) were searched for publications 
mentioning informed consent models. The titles, abstracts, and if applicable, full publications were screened 
and coded. The resulting data on fields, models, and themes were then analyzed. We scanned 300 sources 
from three databases to find 207 uniquely named consent models, and created a network visualization 
displaying which models occur primarily in one field, and which models overlap between fields. This analysis 
identifies trends in the consent debate in different fields, as well as common goals of consent models. The 
most frequently occurring consent models are identified and defined. The analysis contributes toward a 
cross-disciplinary “consent design toolkit” and highlights that there are more interrelationships between 
models and fields than are acknowledged in the literature. Where some models are designed to solve 
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distinctively field-specific issues and are specific to biomedical ethics, some may be adaptable and applicable 
for other fields including engineering and design. 
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