
 
 

1 

 
 

 
Center for Informed Consent Integrity 

 

Informed Consent: A Monthly Review 
 

April 2022 
 

_______________________________________________________________________________________________ 

 
This digest aggregates and distills key content addressing informed consent from a broad spectrum of peer-
reviewed journals and grey literature, and from various practice domains and organization types including 
international agencies, INGOs, governments, academic and research institutions, consortiums and 
collaborations, foundations, and commercial organizations.  
 

Each month we monitor Google Scholar for the search terms “consent”, “informed consent”, and “assent” in 
title and available text. After careful consideration, a selection of these results appear in the digest. We also 
monitor other research analysis and guidance beyond the journal literature globally. We acknowledge that 
this scope yields an indicative and not an exhaustive digest product.  
 

Informed Consent: A Monthly Review is a service of the Center for Informed Consent Integrity (CICI), a 
program of the GE2P2 Global Foundation. The Foundation is solely responsible for its content. Comments 
and suggestions should be directed to: 
 

Editor 
Paige Fitzsimmons, MA 
Associate Director, Center for Informed Consent Integrity 
GE2P2 Global Foundation 
paige.fitzsimmons@ge2p2global.org 
 

_____________________________________________________________________________________________ 
 

  

We organize content in each edition using subject categories to help readers navigate. We expect that these 
categories will evolve over time. Active subject areas in this edition include:  
 

Subject Area      Page   
BIOMEDICAL RESEARCH     2    
SOCIAL SCIENCE RESEARCH    4    
HEALTH DATA      5  
BIOBANKING      7 
CAPACITY TO CONSENT     7    
YOUNG PERSONS     9 
RIGHTS/LEGAL/LEGISLATIVE    11   
FREE PRIOR INFORMED CONSENT (FPIC)   12 
CULTURAL/COUNTRY CONTEXT    12 
MEDICAL/SURGICAL     15 
GENERAL/OTHER     18 

 
No new content was identified for the following established categories:                 

COMPASSIONATE USE/EXPANDED ACCESS  
  COVID-19 

GENOMIC MEDICINE/GENE EDITING 
HUMANITARIAN CONTEXT  

file:///C:/Users/ge2p2global/Dropbox/GE2P2%20-%20Sentinel/ge2p2.0rg
mailto:paige.fitzsimmons@ge2p2global.org


 
 

2 

POLICY GUIDANCE/PROGRAM ACTION 
TECHNOLOGY/OTHER MEDIATION   

 
Please note that we maintain a glossary, an inventory of tools for assessment, as well as standards and 
guidance documents on our website.  
 

_______________________________________________________________________________________________ 

 
BIOMEDICAL RESEARCH 
 
Evaluating models of consent in changing health research environments 
Scientific Contribution 
Svenja Wiertz, Joachim Boldt  
Medicine, Health Care and Philosophy, 14 March 2022 
Open Access 
Abstract 
While Specific Informed Consent has been the established standard for obtaining consent for medical 
research for many years, it does not appear suitable for large-scale biobank and health data research. Thus, 
alternative forms of consent have been suggested, based on a variety of ethical background assumptions. 
This article identifies five main ethical perspectives at stake. Even though Tiered Consent, Dynamic Consent 
and Meta Consent are designed to the demands of the self-determination perspective as well as the 
perspective of research as a public good, they are still also criticized from both perspectives. In addition, 
criticisms based on concerns of justice, participation and democratic deliberation, and relational concerns 
have been levelled at each of the models. As all of these perspectives have valid points to make, the task at 
hand lies in balancing these ethical perspectives. What constitutes an adequate balancing depends on 
contextual factors. These factors include digital infrastructure and digital literacy, data safety regulation, 
good scientific and clinical practice, transparent debates on ethically relevant features of research, social 
inequalities, anti-discrimination laws and practices, trust in health care institutions and recognition of patient 
preferences, and consensus on unethical research. We argue that the role of context in determining 
acceptable models of consent puts the ethical importance of models of consent into perspective. Since 
altering contextual factors can help to live up to the ethical concerns at stake in debates about models of 
consent, opting for such a shift of focus comes without ethical loss. 
 
 

Four reasons why too many informed consents to clinical research are invalid: a critical analysis of 
current practices  
Communication 
Anne Wisgalla, Joerg Hasford 
BMJ Open - Ethics, 4 March 2022 
Open Access 
Abstract 
Objective  
Informed consent (IC) is a central ethical and legal requirement for clinical research that aims to protect the 
autonomy of participants. To enable an autonomous decision and valid consent, adequate understanding 
must be ensured. However, a considerable proportion of participants do not understand the relevant aspects 
about participation in research, for example, approximately 45% could not name at least one risk. As such, 
the inadequate understanding of IC has been known for several decades, and it still constitutes a severe 
problem for the ethical conduct of research. Through delineating the most pressing deficits of current IC 
procedures that lead to insufficient understanding, we aim to encourage the discussion among stakeholders, 
for example, clinical researchers, and to provide the grounds for practical solutions. 
Main arguments  

https://ge2p2global-centerforinformedconsentintegrity.org/
https://link.springer.com/article/10.1007/s11019-022-10074-3
https://bmjopen.bmj.com/content/12/3/e050543
https://bmjopen.bmj.com/content/12/3/e050543
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(1) IC documents are too long to be read completely, thus, make it very difficult for potential participants to 
identify the material facts about the trial. (2) The low readability of the IC documents disadvantages persons 
with limited literacy. (3) The therapeutic misconception frequently prevents participants to realise that the 
primary purpose of clinical research is to benefit future patients. (4) Excessive risk disclosures, insufficient 
information about expected benefits and framing effects compromise a rational risk/benefit assessment. 
Conclusion  
Due to these deficits, practices of IC in clinical research too often preclude adequate understanding of 
prospective participants, thus, invalidating IC. The gap between the well-specified ethical norm to enable IC 
and its insufficient translation into practice can no longer be accepted, as participant rights and the public 
trust in responsible research are at stake. Hence, immediate action is needed to address the prevailing 
deficits. 
 
 

Streamlined versus traditional consent for low-risk comparative effectiveness trials: a randomized 
experimental study to measure patients' and public attitudes 
Research Article 
Nancy E Kass, Ruth R Faden, Stephanie R Morain, Kristina Hallez, Rebecca A Stametz, Amanda R Milo, 
Deserae Clarke 
Journal of Comparative Effectiveness Research, 3 March 2022 
Abstract 
Aim 
Streamlining consent for low-risk comparative effectiveness research (CER) could facilitate research, while 
safeguarding patients' rights.  
Materials & methods 
2618 adults were randomized to one of seven consent approaches (six streamlined and one traditional) for a 
hypothetical, low-risk CER study. A survey measured understanding, voluntariness, and feelings of respect.  
Results 
Participants in all arms had a high understanding of the trial and positive attitudes toward the consent 
interaction. Highest satisfaction was with a streamlined approach showing a video before the medical 
appointment. Participants in streamlined were more likely to mistakenly think a signature was required.  
Conclusion  
Streamlined consent was no less acceptable than traditional, signed consent. Streamlined and traditional 
approaches achieved similar levels of understanding, voluntariness and a feeling that the doctor–patient 
interaction was respectful. 
 
 

Getting the Most out of Consent: Patient-Centered Consent for an Acute Stroke Trial 
Article 
Neal W. Dickert, Kathleen Metz ,S. Iris Deeds, Michael J. Linke, Andrea R. Mitchell, Candace D. Speight, 
Opeolu M. Adeoye 
Ethics & Human Research, 26 February 2022 
Abstract  
Informed consent for clinical trials in acute stroke is characterized by challenges related to urgency, cognitive 
impairment, and geographical separation. Context-appropriate approaches are needed for this setting. We 
conducted a mixed-methods project involving focus groups and interviews as well as collaboration with a 
patient advisory panel and a central institutional review board (CIRB) to design and implement a patient-
driven consent process for a multicenter trial incorporating adaptive randomization. Remote consent was 
recognized as challenging but acceptable. Adaptive randomization was viewed positively, but significant 
potential for misunderstanding was appreciated. Collaboration between the patient advisory panel and the 
CIRB resulted in a shortened, more patient-centered consent form that was approved at all sites with few 
modifications. An information sheet was developed as a resource for patients and surrogates after 

https://www.futuremedicine.com/doi/abs/10.2217/cer-2021-0173
https://www.futuremedicine.com/doi/abs/10.2217/cer-2021-0173
https://onlinelibrary.wiley.com/doi/abs/10.1002/eahr.500122
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enrollment. Collaboration between investigators, patient partners, and a CIRB can facilitate innovation and 
implementation of patient-centered, context-appropriate consent strategies. 
 
 

Reshaping the review of consent so we might improve participant choice 
Research Article 
Hugh Davies  
Research Ethics, 15 September 2021  
Abstract 
Consent is one necessary foundation for ethical research and it’s one of the research ethics committee’s 
major roles to ensure that the consent process meets acceptable standards. Although on Oxford ‘A’ REC (an 
NHS Research Ethics Committee based in the UK) we’ve been impressed by the thought and work put into 
this aspect of research ethics, we’ve continued to have concerns about the suitability and effectiveness of 
consent processes in supporting decision making, particularly for clinical trials. There’s poor understanding of 
what people want to help them decide; current processes don’t provide the best grounding for informed 
consent and there’s inadequate public involvement. We’ve also found a lack of proportionality with 
researchers failing to adapt consent procedures in proportion to the burdens and consequences of the study. 
As a result, people are often not best helped to make an informed choice when asked to join a research 
study. To address these concerns, we considered how we might improve this aspect of research ethics 
review. Recognising the central importance of the dialogue between the volunteer and researcher, we’ve 
drawn up a model or flowchart of what we deem good consent practice, proposing consent should be built 
around four simple steps: 
Step 1: Introducing the study and the choices: helping the potential participants get an overview of the 
proposal and introducing the key issues. 
Step 2: Explaining all the details of the study using the detailed Participant Information Sheet. 
Step 3: After a gap, if necessary, reviewing and checking understanding. 
Step 4: Reaching agreement and recording consent. 
These steps, we believe, could help all involved and this article lays out ways we might improve participant 
choice while complying with accepted principles and current regulations. 

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

 
SOCIAL SCIENCE RESEARCH 
 
The Effect of Digital Literacy on Participation in Social Media Clinical Trials in Cancer: Tailoring an 
Informed Consent Process 
Debra Parker Oliver, George Demiris, Karla T. Washington, Kyle Pitzer, Connie Ulrich 
Telemedicine and e-Health, 21 Mar 2022  
Abstract 
Introduction 
This study asked: (1) How does digital literacy influence one's decision to consent to a social media 
intervention study? (2) What is a brief way to assess individual digital literacy before an individual's decision 
to participate in a trial? and (3) How can a consent process be tailored around an individual's digital literacy 
level? 
Methods 
We used an assessment tool to investigate digital literacy of those who chose to consent to a clinical trial and 
those who did not consent to the clinical trial but agreed to participate in a digital literacy study. 
Results 

https://journals.sagepub.com/doi/full/10.1177/17470161211043703
https://www.liebertpub.com/doi/full/10.1089/tmj.2021.0555
https://www.liebertpub.com/doi/full/10.1089/tmj.2021.0555
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A total of 161 hospice caregivers completed the digital literacy assessment. Older individuals and those who 
rated themselves as more proficient in the use of technology and social media were more likely to consent to 
the social media clinical trial. 
Conclusions 
We found that asking participants to rate their technology skills and social media skills allows researchers to 
tailor a consent process. For those who are comfortable with technology and social media the traditional 
process is appropriate. For individuals that rate themselves with weaker technology and social media skills it 
is important that the consent process includes assurance they will receive adequate support in the use of the 
technology and the media. The next step is to test the assessment and tailoring of consent processes for a 
social media clinical trial. Clinical Trial # NCT02929108. 

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

 
HEALTH DATA 
 
Trust and digital privacy in healthcare: a cross-sectional descriptive study of trust and attitudes 
towards uses of electronic health data among the general public in Sweden 
Research 
Sara Belfrage, Gert Helgesson, Niels Lynøe  
BMC Medical Ethics, 4 March 2022; 23(19) 
Open Access 
Abstract 
Background 
The ability of healthcare to protect sensitive personal data in medical records and registers might influence 
public trust, which in turn might influence willingness to allow healthcare to use such data. The aim of this 
study was to examine how the general public’s trust relates to their attitudes towards uses of health data. 
Methods 
A stratified sample from the general Swedish population received a questionnaire about their willingness to 
share health data. Respondents were also asked about their trust in the management and protection of 
electronic health data. 
Results 
A large majority (81.9%) of respondents revealed high levels of trust in the ability of healthcare to protect 
electronic patient data. Good health was associated with significantly higher levels of trust compared to bad 
health. Respondents with low levels of trust were significantly less willing to allow personal data to be used 
for different purposes and were more inclined to insist on being asked for permission beforehand. Those 
with low levels of trust also perceived risks of unauthorized access to personal data to be higher and the 
likely damage of such unauthorized access worse, compared to those with high levels of trust. 
Conclusions 
Trust in the ability of healthcare to protect electronic health is generally high in Sweden. Those with higher 
levels of trust are more willing to let their data be used, including without informed consent. It thus seems 
crucial to promote trust in order to be able to reap the benefits that digitalization makes possible through 
increased access and use of data in healthcare. 
 
 

Informed consent and algorithmic discrimination – is giving away your data the new vulnerable? 
Research Article 
Hauke Behrendt, Wulf Loh 
Review of Social Economy, 1 March 2022 
Abstract 

https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-022-00758-z
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-022-00758-z
http://tandfonline.com/doi/abs/10.1080/00346764.2022.2027506
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This paper discusses various forms and sources of algorithmic discrimination. In particular, we explore the 
connection between – at first glance – ‘voluntary’ sharing or selling of one’s data on the one hand and 
potential risks of automated decision-making based on big data and artificial intelligence on the other. We 
argue that the implementation of algorithm-driven profiling or decision-making mechanisms will, in many 
cases, disproportionately disadvantage certain vulnerable groups that are already disadvantaged by many 
existing datafication practices. We call into question the voluntariness of these mechanisms, especially for 
certain vulnerable groups, and claim that members of such groups are oftentimes more likely to give away 
their data. If these existing datafication practices exacerbate prior disadvantages, they ‘compound historical 
injustices’ (Hellman, 2018) and thereby constitute forms of morally wrong discrimination. To make matters 
worse, they are even more prone to further algorithmic discriminations based on the additional data 
collected from them. 
 
 

A Blockchain-Based Consent Mechanism for Access to Fitness Data in the Healthcare Context 
May Alhajri, Carsten Rudolph, Ahmad Salehi Shahraki 
IEEE Access, 24 February 2022; 10 pp 22960 - 22979 
Open Access 
Abstract 
Wearable fitness devices are widely used to track an individual’s health and physical activities to improve the 
quality of health services. These devices sense a considerable amount of sensitive data processed by a 
centralized third party. While many researchers have thoroughly evaluated privacy issues surrounding 
wearable fitness trackers, no study has addressed privacy issues in trackers by giving control of the data to 
the user. Blockchain is an emerging technology with outstanding advantages in resolving consent 
management privacy concerns. As there are no fully transparent, legally compliant solutions for sharing 
personal fitness data, this study introduces an architecture for a human-centric, legally compliant, 
decentralized and dynamic consent system based on blockchain and smart contracts. Algorithms and 
sequence diagrams of the proposed system’s activities show consent-related data flow among various 
agents, which are used later to prove the system’s trustworthiness by formalizing the security requirements. 
The security properties of the proposed system were evaluated using the formal security modeling 
framework SeMF, which demonstrates the feasibility of the solution at an abstract level based on formal 
language theory. As a result, we have shown that blockchain technology is suitable for mitigating the privacy 
issues of fitness providers by recording individuals’ consent using blockchain and smart contracts. 
 
 

Value-based Consent Model: A Design Thinking Approach for Enabling Informed Consent in 
Medical Data Research 
Simon Geller, Sebastian Müller, Simon Scheider, Christiane Woopen, Sven Meister 
Proceedings of the 15th International Joint Conference on Biomedical Engineering Systems and 
Technologies - HEALTHINF, 2022; pp 81-92 
Open Access 
Abstract 
Due to new technological innovations, the increase in lifestyle products, and the digitalisation of healthcare 
the volume of personal health data is constantly growing. However, in order to use, re-use, and link 
personalised health data and, thus, unlock their potential benefits in health research, the authors of the data 
need to voluntarily give their informed consent. That is a major challenge to health data research, because 
the classic informed consent process requires the immense administrative burden to ask for consent, every 
time personal health data is accessed. In this paper we argue that all alternative consent models that have 
been developed to tackle this problem, either do not reduce administrative burdens significantly or do not 
conform to the informed consent ideal. That is why we used the design thinking approach to develop an 
alternative consent model that we call the value-based consent model. This model has the potential to 

https://ieeexplore.ieee.org/abstract/document/9721062/authors#authors
https://www.researchgate.net/profile/Sven-Meister-2/publication/358844157_Value-based_Consent_Model_A_Design_Thinking_Approach_for_Enabling_Informed_Consent_in_Medical_Data_Research/links/621cb45e9947d339eb70a82a/Value-based-Consent-Model-A-Design-Thinking-Approach-for-Enabling-Informed-Consent-in-Medical-Data-Research.pdf
https://www.researchgate.net/profile/Sven-Meister-2/publication/358844157_Value-based_Consent_Model_A_Design_Thinking_Approach_for_Enabling_Informed_Consent_in_Medical_Data_Research/links/621cb45e9947d339eb70a82a/Value-based-Consent-Model-A-Design-Thinking-Approach-for-Enabling-Informed-Consent-in-Medical-Data-Research.pdf
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reduce administrative burdens while empowering research subjects to autonomously translate their values 
into consent decisions. 

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

 
BIOBANKING  
 
Personalized medicine and research biobanking: From traditional to new informed consent 
generating a need for participatory governance [BOOK CHAPTER] 
Antonella Ficorilli 
Personalized Medicine in the Making, 8 March 2022; pp 249-267 [Springer] 
Abstract 
Emerging personalized medicine necessitates the collection, storage and processing of an increasing number 
and type of human biological samples and associated data within research biobanks throughout the world, 
materials and data which will be used in future large-scale health-related studies. Hence, ethical concerns 
regarding biobanks have increased. Here, issues pertaining to autonomy and privacy will be considered, as 
well the related debate mainly focused on whether or not maintaining the informed consent model used in 
traditional health research sufficiently guarantees the dignity and rights of subjects, while at the same time 
serving as a good tool to obtain an appropriate balance between the research subjects’ interests and the 
public interest. The present paper aims to illustrate the evolutionary path of ethical reflection in this regard 
towards new models of informed consent, such as broad consent, dynamic consent, and meta consent. At 
the same time, this path generates the need for new types of governance that take into account the 
necessity of involving subjects in the decision-making process, especially in light of advancements in data 
mining and big data technologies. 

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

 
CAPACITY TO CONSENT  
 

Inclusion of people living with Alzheimer’s disease or related dementias who lack a study partner 
in social research: Ethical considerations from a qualitative evidence synthesis 
Research Article 
Kate de Medeiros, Laura M. Girling, Nancy Berlinger 
Dementia, 1 March 2022  
Open Access 
Abstract 
Background 
Because use of a study partner (proxy decision-maker) to give informed consent on behalf of someone living 
with Alzheimer’s disease or related dementias (ADRD) is common in nearly all clinical research, people living 
with ADRD who lack a study partner are regularly excluded from participation. Social research presents 
different opportunities and risks than clinical research. We argue that guidelines developed for the latter may 
be unduly restrictive for social research and, further, that the automatic exclusion of people living with ADRD 
presents separate ethical challenges by failing to support extant decision-making capacity and by 
contributing to underrepresentation in research. 
Purpose 
The study objective was to identify key components related to including cognitively vulnerable participants 
who lack a study partner in social research. 
Research design/Study sample 

https://link.springer.com/chapter/10.1007/978-3-030-74804-3_13
https://link.springer.com/chapter/10.1007/978-3-030-74804-3_13
https://journals.sagepub.com/eprint/ETVKBAPAGXTUY8H3GXDI/full?utm_source=Master+List&utm_campaign=e4940a3f57-EMAIL_CAMPAIGN_2020_10_26_05_57_COPY_01&utm_medium=email&utm_term=0_5c9274ec4d-e4940a3f57-62045551
https://journals.sagepub.com/eprint/ETVKBAPAGXTUY8H3GXDI/full?utm_source=Master+List&utm_campaign=e4940a3f57-EMAIL_CAMPAIGN_2020_10_26_05_57_COPY_01&utm_medium=email&utm_term=0_5c9274ec4d-e4940a3f57-62045551
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We conducted an adaptive qualitative evidence synthesis (QES) and subsequent content analysis on 49 
articles addressing capacity and research consent for potentially cognitively compromised individuals, to 
include people living with ADRD, who lack a study partner. 
Results 
We identified four major topic areas: defining competency, capacity, and consent; aspects of informed 
consent; strategies to assess comprehension of risks associated with social research; and risks versus 
benefits. 
Conclusions 
Based on findings, we suggest new and ethically appropriate ways to determine capacity to consent to social 
research, make consent processes accessible to a population experiencing cognitive challenges, and consider 
the risks of excluding a growing population from research that could benefit millions. 
 
 

The Capacity to be an Expert: Considerations of decision-making assessment for geriatric 
psychiatrists 
Greg Sullivan, Greg Lannuzzi, Joel Kamper 
The American Journal of Geriatric Psychiatry, April 2022; 30(4) pp S13-S14 
Abstract 
     Obtaining valid consent for treatment is predicated on a patient's ability to make an informed decision, 
and capacity decisions involve a balance between respecting patients’ autonomy with protecting those with 
cognitive (and other) impairments. Given the importance of informed consent and the low rates with which 
clinical teams identify incapacity, it is critically important for geriatric mental health providers to competently 
identify and evaluate patients with capacity concerns. This need is particularly acute for complex cases, 
where the presence of medical and cognitive comorbidities can make capacity determination challenging. 
     Furthermore, while statutes often provide physicians with a legal means for civil commitment of patients 
lacking decisionmaking capacity, these mechanisms typically mandate the presence of a contributory mental 
illness. However not all conditions which affect medical decision-making capacity are psychiatric. 
Hospitalized medically ill patients frequently request discharge prior to being medically appropriate to do so, 
placing themselves at risk. To proceed with discharge respects a patient's right to autonomy at the expense 
of patient safety and provider liability. To detain the patient against their wishes may be medically justifiable, 
but can be detrimental. State statutes provide little guidance about how to proceed in this situation, and 
geriatric providers should be aware of the pertinent legal and practical considerations for clinicians facing 
this arduous decision. 
    An additional challenge to geriatric mental health involves sexual decision-making and questions of 
incapacity. Supporting the need for intimacy remains a vital element of long-term care, and great 
responsibility rests upon the care team to ensure that autonomy, the right to sexual expression, and freedom 
of intimacy are allowed. However while these principles must be respected, they may present unique 
challenges in settings where one or more of the participants are diagnosed with a neurocognitive disorder 
and in long-term care settings. In these instances the traditional elements of informed consent required to 
demonstrate decision-making capacity must be expanded and adapted. 
 
 

Negotiating Research Participant Consent With, for and by Adults With Developmental Disabilities 
in Interaction With Their Third-Party Consent Providers 
Research Article 
Nick Boettcher, Camille Duque, Bonnie M. Lashewicz 
International Journal of Qualitative Methods, 13 March 2022  
Open Access 
Abstract 
We illuminate third-party research participant consent with, for, and by adults with developmental 
disabilities by examining consent as an iterative, ongoing process. We use an instrumental case study of 

https://www.sciencedirect.com/science/article/abs/pii/S1064748122002913
https://www.sciencedirect.com/science/article/abs/pii/S1064748122002913
https://journals.sagepub.com/doi/full/10.1177/16094069211054941
https://journals.sagepub.com/doi/full/10.1177/16094069211054941
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three adults with developmental disabilities who, together with their third-party consent providing parents, 
participated in a broader conversation and video analysis study of how family members are part of decision-
making by adults with developmental disabilities. Adults with developmental disabilities comprising our case 
demonstrated discomfort that left us with questions about the relational nature of third-party consent. We 
performed a directed content analysis of transcripts and video data corresponding to moments of 
discomfort, resulting in categories of one- distress, two- non-disclosure, and three- evasion. Our findings 
illustrate ambiguities where consent was at stake and where there appeared to be no ultimate “Yes” or “No” 
interpretation. We conclude that expressions of resistance to research participation by adults with 
developmental disabilities displayed in our data were assertions of autonomy that occurred in relation, yet 
ran counter to, the agendas of researchers and third-party consent providing parents. We offer 
recommendations for researchers in the developmental disability field and for qualitative researchers more 
broadly who might encounter similar ambiguities amidst the relational workings of consent. Greater analytic 
attention to the relational dynamics of consent has potential to expand ethical commitments of qualitative 
researchers beyond the limited range of meanings offered in ethics board approvals and signed consent 
forms. 
 
 

New injectable antiretroviral therapy for HIV facilitates novel treatment pathways for persons 
without capacity to consent to medical treatment 
Letter 
Kirbie Storrier, Calina Ouliaris, Duncan George 
Australasian Psychiatry, 13 March 2022 
Abstract 
Objective 
The development of new injectable antiretroviral therapy facilitates treatment for Human immunodeficiency 
virus (HIV) positive individuals who lack capacity to consent, posing a safety risk to both themselves and the 
wider community. We consider pathways to enforce treatment and propose an algorithm to determine the 
most appropriate legal instrument for application. 
Conclusion 
Legislative safeguards in mental health and guardianship legislation provide oversight and protection for 
those who suffer from illness and require coercive treatment. These frameworks have utility in the treatment 
of HIV patients who lack capacity to consent to treatment. 
 
:::::: 
:::::: 
 

YOUNG PERSONS 
 

Reconsidering Informed Consent for Trans-Identified Children, Adolescents, and Young Adults 
Stephen B Levine, E Abbruzzese, Julia M Mason 
Journal of Sex and Marital Therapy, 17 March 2022 
Abstract 
In less than a decade, the western world has witnessed an unprecedented rise in the numbers of children 
and adolescents seeking gender transition. Despite the precedent of years of gender-affirmative care, the 
social, medical and surgical interventions are still based on very low-quality evidence. The many risks of these 
interventions, including medicalizing a temporary adolescent identity, have come into a clearer focus through 
an awareness of detransitioners. The risks of gender-affirmative care are ethically managed through a 
properly conducted informed consent process. Its elements deliberate sharing of the hoped for benefits, 
known risks and long-term outcomes, and alternative treatments must be delivered in a manner that 
promotes comprehension. The process is limited by: erroneous professional assumptions; poor quality of the 
initial evaluations; and inaccurate and incomplete information shared with patients and their parents. We 

https://journals.sagepub.com/doi/abs/10.1177/10398562221077892
https://journals.sagepub.com/doi/abs/10.1177/10398562221077892
https://pubmed.ncbi.nlm.nih.gov/35300570/
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discuss data on suicide and present the limitations of the Dutch studies that have been the basis for 
interventions. Beliefs about gender-affirmative care need to be separated from the established facts. A 
proper informed consent processes can both prepare parents and patients for the difficult choices that they 
must make and can ease professionals' ethical tensions. Even when properly accomplished, however, some 
clinical circumstances exist that remain quite uncertain. 
 
 

Children’s informed signified and voluntary consent to heart surgery: Professionals’ practical 
perspectives 
Empirical Paper 
Priscilla Alderson, Hannah Bellsham-Revell, Joe Brierley, Nathalie Dedieu, Joanna Heath, Mae Johnson, 
Samantha Johnson, Alexia Katsatis, Romana Kazmi, Liz King, Rosa Mendizabal, Katy Sutcliffe, Judith Trowell 
Nursing Ethics, 25 February 2022 
Open Access 
Abstract 
Background 
The law and literature about children's consent generally assume that patients aged under-18 cannot 
consent until around 12 years, and cannot refuse recommended surgery. Children deemed pre-competent do 
not have automatic rights to information or to protection from unwanted interventions. However, the 
observed practitioners tend to inform young children, respect their consent or refusal, and help them to 
"want" to have the surgery. Refusal of heart transplantation by 6-year-olds is accepted.  
Research question 
What are possible reasons to explain the differences between theories and practices about the ages when 
children begin to be informed about elective heart surgery, and when their consent or refusal begins to be 
respected?  
Research design, participants and context 
Research methods included reviews of related healthcare, law and ethics literature; observations and 
conversations with staff and families in two London hospitals; audio-recorded semi-structured interviews 
with a purposive sample of 45 healthcare professionals and related experts; interviews and a survey with 
parents and children aged 6- to 15-years having elective surgery (not reported in this paper); meetings with 
an interdisciplinary advisory group; thematic analysis of qualitative data and co-authorship of papers with 
participants.  
Ethical considerations 
Approval was granted by four research ethics committees/authorities. All interviewees gave their informed 
written consent.  
Findings 
Interviewees explained their views and experiences about children's ages of competence to understand and 
consent or refuse, analysed by their differing emphases on informed, signified or voluntary consent.  
Discussion 
Differing views about children's competence to understand and consent are associated with emphases on 
consent as an intellectual, practical and/or emotional process.  
Conclusion 
“Greater respect for children's practical signified, emotional voluntary and intellectual informed consent can 
increase respectful understanding of children's consent. Nurses play a vital part in children's practitioner-
patient relationships and physical care and therefore in all three elements of consent.” 
 
 

Tele-consent using mixed reality glasses (NREAL) in pediatric inguinal herniorrhaphy: a 
preliminary study 
Article 
Won-Gun Yun, Joong Kee Youn, Dayoung Ko, Inhwa Yeom, Hyun-Jin Joo, Hyoun-Joong Kong, Hyun-Young Kim  

https://journals.sagepub.com/doi/pdf/10.1177/09697330211057202
https://journals.sagepub.com/doi/pdf/10.1177/09697330211057202
https://www.nature.com/articles/s41598-022-06653-2
https://www.nature.com/articles/s41598-022-06653-2
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Nature - Scientific Reports, 24 February 2022; 12(3105) 
Open Access 
Abstract 
There is an increasing demand and need for patients and caregivers to actively participate in the treatment 
process. However, when there are unexpected findings during pediatrics surgery, access restrictions in the 
operating room may lead to a lack of understanding of the medical condition, as the caregivers are forced to 
indirectly hear about it. To overcome this, we designed a tele-consent system that operates through a 
specially constructed mixed reality (MR) environment during surgery. We enrolled 11 patients with unilateral 
inguinal hernia and their caregivers among the patients undergoing laparoscopic inguinal herniorrhaphy 
between January through February 2021. The caregivers were informed of the intraoperative findings in real-
time through MR glasses outside the operating room. After surgery, we conducted questionnaire surveys to 
evaluate the satisfaction and usefulness of tele-consent. We identified contralateral patent processus 
vaginalis in seven out of 11 patients, and then additionally performed surgery on the contralateral side with 
tele-consent from their caregivers. Most caregivers and surgeons answered positively about the satisfaction 
and usefulness of tele-consent. This study found that tele-consent with caregivers using MR glasses not only 
increased the satisfaction of caregivers and surgeons, but also helped to accommodate real-time findings by 
adapting surgical plan through the tele-consent. 
 
 

Ages of Consent and Majority [BOOK CHAPTER] 
Dana Lee Baker, Raquel Lisette Baker 
Neuroethical Policy Design, 1 January 2022; pp 89-100 [Springer] 
Abstract 
Most contemporary humans distinguish adulthood from childhood. Historical conceptions of these two 
states have varied across time and place. Understanding past approaches to majority takes in the reality that 
for much of human history, a large proportion of children did not survive until adulthood. Cultures around 
the world once created definite transitions into adulthood for children fortunate enough to survive 
childhood. Once the fragility of children weighed less heavily on the collective human consciousness, 
consideration of the distinction between child and adult became more nuanced. Many cultural traditions 
surrounding transition to adulthood remain in contemporary practice. However, as adult life became more 
complicated, access to adult privileges and assumption of adult responsibilities became more staggered. 
Furthermore, determining whether or not a particular individual has transitioned to adulthood became less 
clear and absolute in most contemporary societies. 
 
:::::: 
:::::: 
 

RIGHTS/LEGAL/LEGISLATIVE 
 
Consent to Treatment for Transgender Youth: The Next Chapter – Bell & Anor v The Tavistock and 
Portman NHS Foundation Trust & Ors 
Hillary Chua 
Modern Law Review, 25 February 2022  
Abstract 
In September 2021, the Court of Appeal reversed the controversial decision of Quincy Bell v Tavistock and 
Portman NHS Trust in a victory for transgender rights. At first instance, the Divisional Court had set a high 
legal threshold for transgender children to attain Gillick competence to consent to treatment with puberty 
blockers – effectively restricting access to treatment for many. On appeal, the Court of Appeal held that 
children are capable in law of giving valid consent to treatment for gender dysphoria, and court authorisation 
would not be routinely required before children could access such treatment. This note considers the 

https://link.springer.com/chapter/10.1007/978-3-030-92289-4_5
https://onlinelibrary.wiley.com/doi/abs/10.1111/1468-2230.12734
https://onlinelibrary.wiley.com/doi/abs/10.1111/1468-2230.12734
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implications of the Court of Appeal decision for the law on minors and consent to medical treatment in the 
transgender health context. 
 
 

Our data? An examination of the possible role of individual consent in the regulation of 
posthumous medical data donation (PMDD) 
Henry Pearce 
Computer Law & Security Review, 17 February 2022 
Abstract 
This article considers the regulation of posthumous medical data donation (PMDD) and examines the extent 
to which the law should require the opt-in ante-mortem consent of deceased persons for their medical data 
to be retained and used as part of PMDD initiatives. The article considers arguments on either side of this 
debate (i.e., pro-consent vs. anti- consent) before tentatively suggesting that, as a general matter, opt-in 
consent should not be required for medical data of deceased persons to be used for PMDD purposes. It is 
also proposed, however, that whilst opt-in consent should not be required by law, individuals should be 
provided with a qualified right through which they can object or “opt out” of their medical data being used in 
this way. 

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

 
FREE PRIOR INFORMED CONSENT (FPIC)  
 
Free, Prior and Informed Consent in Kenyan Law and Policy After Endorois and Ogiek 
Nqobizitha Ndlovu, Enyinna S Nwauche 
Journal of African Law,  14 March 2022 
Abstract 
This article examines the Kenyan legal and policy framework as well as jurisprudence on the principle of free, 
prior and informed consent (FPIC) occasioned by the decision of the African Commission on Human and 
Peoples’ Rights (African Commission) in Centre for Minority Rights Development (Kenya) and Minority Rights 
Group (on behalf of Endorois Welfare Council) v Republic of Kenya (Endorois) and the judgment of the 
African Court on Human and Peoples’ Rights (African Court) in the case of African Commission on Human and 
Peoples’ Rights v Republic of Kenya (Ogiek). The main objective of this article is to examine the development 
and level of operationalization of the principle of FPIC in Kenyan domestic law and policy using the Endorois 
and Ogiek standard. It examines how the Kenyan domestic legal system has responded to these regional and 
international developments on FPIC and its operationalization. 
 
:::::: 
:::::: 
 

CULTURAL/COUNTRY CONTEXT 
 

Health care users’ acceptance of broad consent for storage of biological materials and associated 
data for research purposes in Uganda  
Research Article [awaiting peer review] 
Hellen Nansumba, Mugalula Flaviano, Semanda Patrick, Ssewanyana Isaac, Douglas Wassenaar  
Wellcome Open Research, 1 March 2022 
Abstract 
Background 

https://researchportal.port.ac.uk/en/publications/our-data-an-examination-of-the-possible-role-of-individual-consen
https://researchportal.port.ac.uk/en/publications/our-data-an-examination-of-the-possible-role-of-individual-consen
https://www.cambridge.org/core/journals/journal-of-african-law/article/abs/free-prior-and-informed-consent-in-kenyan-law-and-policy-after-endorois-and-ogiek/5FB54B812B27A58016D0482A22CCA491
https://wellcomeopenresearch.org/articles/7-73
https://wellcomeopenresearch.org/articles/7-73
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Implementation of appropriate informed consent has become a cornerstone for the use of biological 
materials and data from clinical care to use in research. During 2017-2018, the Ugandan National Bio-
repository has since sought prior informed consent for long-term storage and use of remnant clinical human 
biological materials, where a short informed consent statement (ICF) was incorporated on the laboratory 
investigation form. This project aimed at determining the acceptability rate of broad consent from health 
care users (HCUs) for storage of biological materials and data for research purposes in Uganda. 
Methods 
A cross-sectional study was conducted at three Primary Health Care Facilities. 500 HCUs above 18 years of 
age seeking health care at outpatient departments between March to December 2020 were invited to enrol. 
A shortened experimental draft ICF for this study was developed and attached to the Laboratory 
investigation form. 
Results 
Overall the acceptability of broad consent for storage of biological materials and data was 86.2% [95% CI: 
82.9%-88.9%]. HCUs who did not understand the draft ICF were 90% less likely to accept broad consent 
compared to those who understood (OR=0.10, CI [0.03-0.32] while those who partly understood the ICF were 
73% less likely to accept broad consent compared to those who understood (OR=0.27, CI [0.15-0.46]. 226 out 
of 431 respondents that accepted storage of biological materials and data, majority (61.7%) preferred to 
receive feedback on results of relevance to their health. 
Conclusion 
Acceptance of broad consent for storage of biological materials and data for future research purposes was 
high among HCUs. A shortened and simplified ICF may trigger discussions between participants and health 
care workers hence increase research participant understanding of study related materials in biobanking. 
This in turn could enrich ethically collected biobank resources for future research of public health relevance. 
 
 

Informed consent in a patient with aortic dissection and mild intellectual impairment 
Wafa Abdelghaffar, Elyes Lagha, Fares Azaiez, Nadia Haloui, Rym Rafrafi 
QScience, 19 January 2022 
Open Access 
Abstract 
Informed consent is an ethical and legal requirement in modern medicine. A valid consent implies that the 
patient can decide on treatment after receiving adequate information from his doctor. In case of incapacity 
and specific conditions, doctors can administer treatments without patient consent. Nonetheless, some cases 
are borderline, such as the patient presented in this paper who had a mild intellectual impairment and 
refused to undergo urgent intervention for aortic dissection. In this case, psychiatrists and cardiologists 
collaborated to check whether the patient could consent and decided to respect his choice. He was not 
operated, and the local ethical committee agreed with this decision. In Tunisia and developing countries, the 
paternalistic approach is still prevalent in the doctor-patient relationship. This paper highlights that ethical 
considerations should be universal and applied to all patients in all cultures and discusses ethical and legal 
aspects. 

Editor’s note: QScience is the online publishing platform from Hamad bin Khalifa University Press, 
Qatar. 

 
 

Meaningful Digital Consent in Canada: Recommendations from Pan-Canadian Consent 
Management Workshops 
Nelson Shen, Iman Kassam, Daria Ilkina, Sarah Wickham, Abigail Carter-Langford 
Healthcare Quarterly, January 2022; 24(4) pp 40-47 
Abstract 
The digital health landscape is rapidly evolving with regard to how society accesses and interacts with digital 
information and technologies. With a largely commercial marketplace, there are growing concerns that users 

https://www.qscience.com/content/journals/10.5339/avi.2022.4?crawler=true
https://pubmed.ncbi.nlm.nih.gov/35216648/
https://pubmed.ncbi.nlm.nih.gov/35216648/
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are not fully informed about how their data are used. Canadian privacy legislation is currently undergoing 
modernization to improve the transparency of commercial information handling practices through the 
introduction of meaningful consent. This paper reports on workshops held across Canada, exploring the 
implications of meaningful consent in a digital health context. Recommendations focus on measures to 
promote transparency, improve digital literacy and foster public trust in digital health innovations. 
 
 

Consent to Research in Madagascar: Challenges, Strategies, and Priorities for Future Research 
Elysée Nouvet, Simon Grandjean Lapierre, Astrid Knoblauch, Laurence Baril, Andry Andriamiadanarivo, 
Mihaja Raberahona, Chiarella Mattern, LorieDonelle, Jean Rubis Andriantsoa 
Canadian Journal of Bioethics, 2022; 5(1) pp 33-44 
Open Access 
Abstract 
The ethical conduct of research in any setting hinges on the voluntary and informed consent of research 
participants. Working towards consent that is truly voluntary and informed, however, is far from 
straightforward, and requires attention to contextual factors that may complicate achievement of this ideal 
in specific research settings. This paper is based on Madagascar’s first “Consent complexities in health 
research in Madagascar” workshop, held in Antananarivo, Madagascar, in October 2018. It identifies a 
number of challenges encountered by individuals responsible for the conduct or oversight of health research 
in Madagascar related to informed and voluntary consent. Key challenges identified included: adaptation of 
consent tools into local dialects and for limited literacy populations; perceived acquiescence of potential 
participants regardless of actual preference based on cultural norms; perceived time pressures within tight 
project timelines to collect data as quickly as possible, limited time for consent processes; fears and taboos 
related to specific research procedures or topics; and, uncertainty about how best to approach and verify the 
validity of individual consent in contexts where traditional leaders’ influence is conventionally sought out and 
respected. Potential strategies for responding to each of these challenges are proposed, as are key questions 
meriting further study. 
 
 

Recruiting pupils for a school-based eye study in Nigeria: Trust and informed consent concerns 
Research Article 
Ferdinand Chinedum Maduka-Okafor, Onochie Ike Okoye, Ngozi Oguego, Nnenma Udeh, Ada Aghaji, 
Obiekwe Okoye, Ifeoma R Ezegwui, Emmanuel Amaechi Nwobi, Euzebus Ezugwu, Ernest Onwasigwe, Rich E 
Umeh, Chiamaka Aneji 
Research Ethics, 8 September 2021  
Abstract 
School-based research presents ethical challenges, especially with respect to informed consent. The manner 
in which pupils and their parents respond to an invitation to participate in research is likely to depend on 
several factors, including the level of trust between them and the researchers. This paper describes our 
recruitment and consent process for a school-based eye study in Nigeria. In the course of our study, a 
particular governmental incident helped to fuel public mistrust in governmental programs and posed a 
potential threat to our recruitment efforts. The recruitment and consent process included series of advocacy 
visits to stakeholders in the education sector, highly interactive briefing and health talk sessions in schools, 
use of telephone services as a medium for information dissemination, age-appropriate study information, 
parental consent, and pupil assent. Of the 6598 pupils provided with study information, 5723 returned 
parental consent forms. There were 69 cases of pupils who dissented despite having parental consent. The 
two leading concerns for the parents/guardians were the rumors regarding a military/governmental-
sponsored health campaign and the side-effects of the dilating eye-drops. Nevertheless, our high level of 
recruitment suggests our recruitment and consent process was successful in assuaging fears for the vast 
majority of pupils and their parents. 
 

https://www.erudit.org/en/journals/bioethics/1900-v1-n1-bioethics06848/1087201ar.pdf
https://journals.sagepub.com/doi/full/10.1177/17470161211045772
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:::::: 
:::::: 

 
MEDICAL/SURGICAL  
 
More Needs to Be Done During the Informed Consent Process 
Case Report 
Rashed Alfuzaie 
Cureus Journal of Medical Science, 20 March 2022; 14(3) 
Abstract 
Retinal detachment is an emergency commonly encountered in ophthalmic practice. In this article, a 
reflection about the ethical implications surrounding the informed consent process of retinal detachment 
repair is presented. We look at how premade informed consent forms allow for a better patient 
understanding of their condition, the procedure they are due to undergo, their postoperative course, and the 
potential complications they might face, hence potentially improving the overall outcome. 
 
 

An overview and top tips for gaining informed consent for DCPs 
Feature 
Rana Fard, Keerut Oberai  
BDJ Team, 18 March 2022; (9) pp 20-22  
Introduction 
In the past, dental ethics was based on a paternalistic 'doctor knows best' approach. Accordingly, dental care 
professionals (DCPs) would decide what is in the patient's best interest in terms of their treatment and the 
patient would have minimal input. Over the last 50 years, we have moved away from this approach to one 
which is focused on the concepts of autonomy and consent. Today, instead of the patient being a passive 
subject, they are at the centre of any decision which relates to their general and oral health. In addition, 
these are made in partnership with their DCP who has a duty to ensure that the key components of informed 
consent are met… 

 
 
How important are informed consent, informed choice, and patient-doctor relationships, when 
prescribing antipsychotic medication? 
Article 
J. Read 
Journal of Mental Health, 8 March 2022 
Abstract  
Background 
Antipsychotic medications (APs) are used for people with psychosis diagnoses and, increasingly for other 
problems and groups. 
Aims 
This study examines how APs are prescribed, from the perspective of recipients. 
Methods 
757 people, from 30 countries, responded to questions about their experiences with APs in an online survey. 
Results 
Most (70%) were told nothing about adverse effects. Fewer than 2% recall being told about the risks of 
diabetes, suicidality, sexual dysfunction or reduced life span. None recalled being told about reduced brain 
volume or withdrawal effects. Only 28% recalled being offered other treatments; with only 14% offered 
talking therapies. 46% were not told how long to take the APs; and, of those, 48% were told to take them 
forever. Most respondents (76%) were not told how APs work. Only 19% were satisfied with the prescribing 

https://www.cureus.com/articles/90033-more-needs-to-be-done-during-the-informed-consent-process
https://www.nature.com/articles/s41407-022-0861-7
https://repository.uel.ac.uk/item/8q5xx
https://repository.uel.ac.uk/item/8q5xx
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process, and only 25% reported a good, or very good, relationship with the prescriber. Information, 
satisfaction with the process and prescriber relationship were all positively related to three self-reported 
outcomes: reduction of problems the drugs were prescribed for, general helpfulness, and quality of life. 
Conclusions 
Steps need to be taken to ensure people prescribed antipsychotics are fully informed, especially about 
adverse effects and alternatives. 
 
 

Utilizing the “teach-back” method to improve surgical informed consent and shared decision-
making: a review 
Review 
Kevin D. Seely, Jordan A. Higgs, Andrew Nigh  
Patient Safety in Surgery, 5 March 2022; 16(12) 
Open Access 
Abstract 
The teach-back method is a valuable communication tool that can be employed to improve patient safety 
and shared decision-making. Its utility in patient care has been studied extensively in many areas of clinical 
medicine. However, the literature on the use of teach-back in surgical patient education and informed 
consent is limited. Additionally, there is some ambiguity about the functional definition and performance of 
the teach-back method in the literature, consequently rendering this valuable tool an enigma. This review 
examines the current standards and ethics of preoperative informed consent and provides a concise, 
actionable definition of teach-back. The manner in which teach-back has been implemented in medicine and 
surgery is then examined in detail. Studies analyzing the use of teach-back in medicine have demonstrated its 
effectiveness and benefit to patient care. Further study on the use of teach-back to improve preoperative 
informed consent is supported by the few preliminary trials showing a positive effect after implementing the 
teach-back method in critical patient interactions. 
 
 

Informed consent for stochastic effects of ionising radiation in diagnostic imaging 
Commentary 
Richard Mendelson 
British Journal of Radiology, 24 February 2022 
Abstract 
The ethical and legal principles underpinning the requirement for informed consent for medical procedures 
are widely accepted. A recent BJR article has applied these principles to the issue of consent to ionising 
radiation (IR) from diagnostic imaging (DI), but the authors chose to put aside the practical problems 
associated with this. These problems should not be underestimated and arise from: uncertainties about the 
existence and magnitude of risk of stochastic effects of IR exposure in DI; the delayed manifestation of its 
effects; the heterogeneity of risk related to factors associated with individual sensitivity to IR, and dose 
variation even within examination classes and across clinical indications; and the difficulty of communication 
of these uncertainties and variations to patients. This article discusses these practical issues associated with 
consent for IR in DI. 
 
 

A study of adequacy of informed consent before caesarean section in a tertiary care hospital 
Nishu Bhushan, Aakriti Manhas 
International Journal of Reproduction, Contraception, Obstetrics and Gynecology, February 2022; 11(2) 
Abstract  
Background 

https://pssjournal.biomedcentral.com/articles/10.1186/s13037-022-00322-z
https://pssjournal.biomedcentral.com/articles/10.1186/s13037-022-00322-z
https://www.birpublications.org/doi/abs/10.1259/bjr.20211265
https://go.gale.com/ps/i.do?id=GALE%7CA693527600&sid=googleScholar&v=2.1&it=r&linkaccess=abs&issn=23201770&p=HRCA&sw=w&userGroupName=anon%7E73dc27af
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Informed consent is an ethical and legal requirement and is practiced before all the surgical procedures. 
Caesarean section is the commonest obstetric surgery so, this study was aimed to assess the adequacy of 
informed consent in patients who underwent caesarean section at SMGS Hospital, GMC, Jammu.  
Methods  
A cross-sectional study was done. A total of 230 patients were included in the study. A pre-tested and pre-
validated questionnaire was used for the study. The data were expressed as percentage of proportion.  
Results 
230 patients participated in the study. About 96.95% patients knew the name of the procedure. 91.73% 
patients were informed about the indication of the surgery. 95.21% of the patients were aware about the 
benefits of surgery and about 93.41% of the patients were knowing risks of surgery. About 83.04% patients 
were informed about the procedure of the surgery. About 94.78% and 94.34% of the patients were aware 
about the need for the blood transfusion and future pregnancy options. Only about 4.35% of the patients 
were informed about the requirement and type of anaesthesia. 22.18% of the patients knew about the 
choice for alternate procedure and merely 2.18% of the patients were informed about the right to refuse the 
procedure.  
Conclusions 
It was found that majority of the patients were well informed about the procedure and the related 
consequences. Still we can improve some elements of the consent process which can be done by proper 
awareness and training of health care professionals.  

 
 
Shared decision making and surgical informed consent in general surgery: A pilot study on 
differences in perspectives of physicians and patients [BOOK CHAPTER] 
Wouter K.G. Leclercq, Willem Zwaans, Loes Janssen, Johan Legemaate, Laurents P.S. Stassen, Marc R. 
Scheltinga 
Máximazing the quality of perioperative patient counselling: Surgical informed consent and postoperative 
e-health in present day surgical care, 2021; Chapter 7 [Maastricht University] 
Open Access 
Abstract 
Introduction 
Shared decision making (SDM) and surgical informed consent (SIC) are increasingly recognized as important 
aspects of preoperative consultation in general surgery. Different perspectives of physicians and patients 
may result in suboptimal levels of communication, expectations and knowledge exchange. Goal of this study 
is to assess the quality of, and relation between, SDM and SIC in a general surgery outpatient department. 
Methods 
Randomly selected surgical patients completed a questionnaire concerning SDM aspects of their 
preoperative consultation (SDM-Q-9). Their surgeons completed the doctor’s version termed SDM-Q-Doc. 
SDM-Q-9 and SDM-Q-Doc scores (0-100), and SIC scores based upon the medical record (0-10) were 
calculated and analysed using standard statistical methods, including calculation of intraclass correlation 
coefficients (ICC). 
Results 
A total of 38 sets of both SDM-Q-9 and SDM-Q-Doc questionnaires were available for analysis. Median total 
SDM-Q-9 scores were higher than SDM-Q-Doc scores (90 vs. 79, P<0.05). Significant differences were found 
in 3 of 9 items of the patient’s and surgeon’s SDM questionnaires. SIC scores were low (4.1±1.3). Correlations 
between SDM-Q-9, SDM-Q-Doc and SIC scores were low (all ICCs <0.1). 
Discussion 
This pilot studying both shared decision making (SDM) and informed consent (SIC) in a surgical outpatient 
department indicates an imbalance in expectations between surgical patients, their surgeons and consent 
recordings. Future initiatives should be aimed at reducing this imbalance to optimize the physician-patient 
relationship with respect to legal standards. 

 

https://cris.maastrichtuniversity.nl/ws/portalfiles/portal/72877589/c7185.pdf#page=110
https://cris.maastrichtuniversity.nl/ws/portalfiles/portal/72877589/c7185.pdf#page=110
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:::::: 
:::::: 

 
GENERAL/OTHER 
 

Informed Consent, Error and Suspending Ignorance: Providing Knowledge or Preventing Error? 
Arnon Keren, Ori Lev  
Ethical Theory and Moral Practice, 26 February 2022 
Abstract 
The standard account of informed consent has recently met serious criticism, focused on the mismatch 
between its implications and widespread intuitions about the permissibility of conducting research and 
providing treatment under conditions of partial knowledge. Unlike other critics of the standard account, we 
suggest an account of the relations between autonomy, ignorance, and valid consent that avoids these 
implausible implications while maintaining the standard core idea, namely, that the primary purpose of the 
disclosure requirement of informed consent is to prevent autonomy-undermining ignorance. The problem 
with the standard account, we argue, is that it fails to distinguish between different forms of ignorance–in 
particular, error and suspending ignorance–that have very different effects on individuals’ ability to provide 
valid consent. While error often undermines our ability to provide valid consent, suspending ignorance, we 
argue, does not. Once the moral weight of this distinction is appreciated, it becomes apparent that valid 
informed consent requires far less knowledge than suggested by the standard account. 
 
 

Lack of Informed Consent Form Reading in Online Studies  
Case Study 
Michael M. Knepp 
SAGE Research Methods: Doing Research Online, 2022 
Abstract 
This case study will discuss the design and, unlike most methods cases, findings of an experiment in order to 
highlight issues around collecting informed consent and help the reader decide how to best obtain informed 
consent for their project. My interest in this field of research began when a colleague of mine conducted a 
study where multiple subjects withdrew during the second hour of his study when requested to do an 
awkward stress task. That situation inspired a study exploring the rates at which subjects read informed 
consent forms before signing them. This investigation emphasized how one could improve a severe lack of 
reading consent forms in an online setting where there is no additional researcher oversight. Four hundred 
fifty-eight students participated in a study advertised as an adult temperament study. The study actually 
examined whether answering five questions about the informed consent form improved the likelihood of 
noticing a manipulation placed in the form’s method section in the laboratory and online settings. The 
additional questions did improve reading the full form in both laboratory and online settings; yet, overall 
reading rates were still low. The study concluded that there are serious online research consent issues given 
subject reading rates in the online setting as only 13% of students in the online-no questions read enough of 
the form to notice the manipulation. 
 
 

Ethics and consent in more-than-human research: Some considerations from/with/as 
Gumbaynggirr Country, Australia 
Aunty Shaa Smith, Uncle Bud Marshall, Neeyan Smith, Sarah Wright, Lara Daley, Paul Hodge 
Transactions of the Institute of British Geographers, 21 November 2021 
Open Access 
Abstract 
A considerable body of recent work within the social sciences has attempted to engage more deeply with 
place, place-based knowledge, and more-than-human agency. Yet what this might look like in relation to 

https://link.springer.com/article/10.1007/s10677-022-10277-w
https://methods.sagepub.com/case/lack-of-informed-consent-form-reading-in-online-studies
https://static1.squarespace.com/static/5e5b06a16e7efc72c3188434/t/62184ff46548f042a5ad4b65/1645760503508/Ethics_and_consent_in_more_than_human_re.pdf
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ethical research practice, especially in the case of research proceeding on unceded Indigenous lands, is 
unclear. Taking more-than-human agency seriously means ethical research practice must be extended 
beyond a human-centric approach. As a Gumbaynggirr and non Gumbaynggirr research collective 
researching on, with, and as Gumbaynggirr Country in so-called Australia, we offer a contribution to 
discussions of research ethics and protocols that centres the consent of Country: the lands, waters, and skies 
of Aboriginal and Torres Strait Islander homelands, and the human and more-than-human beings that co-
become there. In this paper, we share some of our learnings and discuss how we have tried not just to listen 
to Country but also to honour its agencies, knowledges, and sovereignties. As part of this honouring, we 
prioritise in particular the deeply placed Gumbaynggirr knowledges of Aunty Shaa Smith and Uncle Bud 
Marshall to explore what being guided by Gumbaynggirr Law/Lore and sovereignty means in practice and the 
challenges and possibilities of gaining consent of Country in ways underpinned by Indigenous Law/Lore. We 
propose a more expansive understanding of consent that includes attention to more- than- human 
sovereignties and draw on our collective’s learning to reframe the need for limits on research as openings 
rather than closures. In sharing our Gumbaynggirr-led and Country-led perspectives, we aim to deepen 
decolonising research praxis within human geography and the social sciences more broadly. 

Editor’s note: We note that the article references the knowledges of Aunty Shaa Smith and Uncle Bud 
Marshall while also being lead authors on the paper. 
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