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Editor’s Note:  
The latest webinar in the Center’s continuing series was held on December 16th 2020 and included a 
presentation titled COVID-19 Immunization under Emergency Use:: Consent/Refusal, Mandates, 
Certificates. Foundation President & CEO David Curry led the discussion, which included a rich exchange with 
call participants. Full information and the webinar recording can be found here on the Center for Informed 
Consent Integrity website.  
  
Further to this webinar theme, the Foundation recently released An Informed Choice/Consent/Right-to-
Refuse Imperative :: Statement on Immunization Involving COVID-19 Vaccines Under Emergency Use 
Authorization/Listing [EUA/L]. This statement argues that immunization involving COVID-19 vaccines 
available under emergency use mechanisms or expanded access/compassionate use triggers an imperative to 
assure that individuals receive the information required to support free exercise of meaningful informed 
choice/consent, with a right to refuse such vaccination for any reason or no reason. Visit the statement 
website to read the full text and to consider adding your endorsement. 
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We organize content in each edition using subject categories to help readers navigate. We expect that these 
categories will evolve over time. 
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:::::: 
 

COVID-19 
 

Informed Consent for Surgery at Resumption of Elective Activity After the First Wave of COVID-19 
Nourelhuda M. Darwish, Muhammad Rafaih Iqbal, Adeel Abbas Dhahri, Neville Jacob, Jennifer 
Jebamani, Amy Easthope, Vardhini Vijay 
Cureus, 11 December 2020; 12(11) 
Open Access 
Abstract 
Background 
The coronavirus disease 2019 (COVID-19) pandemic has changed the dynamics of healthcare, and the 
elective surgical consent process has also evolved. The Royal College of Surgeons of England published 
guidance on consent during COVID-19. Through this study, we aimed to assess our local consent adherence 
to these guidelines on the resumption of elective activity after the first wave of COVID-19. 
Methods 
This prospective review of consecutive elective surgical consent forms was conducted from 20 July 2020 to 
16 August 2020 at the Princess Alexandra Hospital NHS Trust, England. The primary outcome was evidence of 
COVID-19 risk documentation on the consent forms. 
Results 
A total of 116 patients’ consent forms were reviewed. Most patients were American Society of 
Anaesthesiologists (ASA) grade 2 (n=70; 60.34%). Only 25 consent forms (21.55%) had COVID -19 and its 
associated risks documented, with registrars being the most compliant (19/46; 41.3%) followed by 
consultants (6/51; 11.7%). With regards to the surgical sub-specialities, general surgery, orthopaedics and 
ENT had the highest compliance with the guidance. 
Conclusions 
As the elective activity resumes, peri-operative risks of COVID-19 should be weighted in during the informed 
consent process, as mentioned in the latest international guidelines on consent to avoid litigation and 
negligence claims. 
 
 

https://ge2p2global-centerforinformedconsentintegrity.org/
https://www.researchgate.net/profile/Muhammad_Rafaih_Iqbal/publication/346115269_Informed_consent_for_surgery_at_resumption_of_elective_activity_after_first_wave_of_COVID19/links/5fbc35fe92851c933f518ec8/Informed-consent-for-surgery-at-resumption-of-elective-activity-after-first-wave-of-COVID19.pdf
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Ethical Challenges in Health Care Policy during COVID-19 Pandemic in Italy 
Communication 
Davide Ferorelli, Gabriele Mandarelli, Biagio Solarino 
 Medicina, 11 December 2020 
Open Access 
Abstract 
Since the outbreak of the coronavirus disease 2019 (COVID-19) pandemic, Italy has proven to be one of the 
countries with the highest coronavirus-linked death rate. To reduce the impact of SARS-CoV-2 coronavirus, 
the Italian Government decision-makers issued a series of law decrees that imposed measures limiting social 
contacts, stopped non-essential production activities, and restructured public health care in order to 
privilege assistance to patients infected with SARS-CoV-2. Health care services were substantially limited 
including planned hospitalization and elective surgeries. These substantial measures were criticized due to 
their impact on individual rights including freedom and autonomy, but were justified by the awareness that 
hospitals would have been unable to cope with the surge of infected people who needed treatment for 
COVID-19. The imbalance between the need to guarantee ordinary care and to deal with the pandemic, in a 
context of limited health resources, raises ethical concerns as well as clinical management issues. The 
emergency scenario caused by the COVID-19 pandemic, especially in the lockdown phase, led the 
Government and health care decision-makers to prioritize community safety above the individuals’ rights. 
This new community-centered approach to clinical care has created tension among the practitioners and 
exposed health workers to malpractice claims. Reducing the morbidity and mortality rates of the COVID-19 
pandemic is the priority of every government, but the legitimate question remains whether the policy that 
supports this measure could be less harmful for the health care system. 
 
:::::: 
:::::: 

 
BIOMEDICAL RESEARCH 
 

Integrating Shared Decision Making into Trial Consent: A Nested, Cluster-Randomized Trial 
Ellen A. Lipstein, Maggie Breslin, Cassandra M. Dodds, Michael D. Kappelman, Nicholas J. Ollberding, Peter 
Margolis, Yingying Xu, William B. Brinkman 
Patient Education and Counseling, 25 December 2020 
Abstract 
Objective 
Using a nested, cluster-randomized trial, we tested the hypothesis that a shared decision-making 
intervention, as part of consent, would improve study-related knowledge. 
Methods 
We developed a shared decision-making intervention then randomized sites in a clinical trial to intervention 
or control (standard consent). We collected participants’ knowledge (primary outcome) and decisional 
support data. Other data came from a clinical registry and research coordinator surveys. We compared 
outcomes between study arms using generalized estimating equation models, accounting for clustering. We 
used qualitative description to understand variation in intervention use. 
Results 
265 individuals, from 34 sites, enrolled in the parent trial during our study period. Of those, 241 participants 
completed our survey. There was no knowledge difference between arms (mean difference = 0.56 (95%CI: -
3.8, 4.9)). Both groups had a considerable number of participants with misunderstandings. We also found no 
difference for decisional support (mean difference = 1.5 (95%CI: -1.8, 4.8)) or enrollment rate between arms. 
Clinician use of the intervention varied between sites. 
Conclusions 
We found no differences in outcomes but demonstrated the feasibility and acceptability of incorporating a 
shared decision-making intervention into consent. 

http://scholar.google.co.uk/scholar_url?url=https://www.mdpi.com/1010-660X/56/12/691/pdf&hl=en&sa=X&d=18368623627360833662&ei=S5raX-_HH8edywSA_4GoDw&scisig=AAGBfm3eMTlem9LiPrgyngWdIno3tMoHxw&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:7929683463790031804:AAGBfm0z6jDpsbpxdW-OglQ_oFbBKMMrUQ&html=
https://www.sciencedirect.com/science/article/abs/pii/S0738399120306820#!
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Practice implications 
Future work should consider adapting our intervention to other trials and more robust measurement 
strategies. 
 
 

Development, Piloting and Evaluation of an evidence-based informed consent form for total knee 
arthroplasty (EvAb-Pilot): A protocol for a mixed methods study 
Alina Weise, Julia Lühnen, Stefanie Bühn, Felicia Steffen, Sandro Zacher, Lauberger Julia, Deha Murat Ates, 
Andreas Böhmer, Henning Rosenau, Anke Steckelberg, Tim Mathes 
Research Square, 15 December 2020 
Open Access 
Abstract 
Background 
Practitioners frequently use informed consent forms to support the physician-patient communication and 
the informed consent process. Informed consent for surgery often focuses on risk centered information due 
to high liability risks for treatment errors. This may affect patients’ anxiety of adverse events and the nocebo 
effect. This study focuses on the optimization of pre-surgical information on risks and complications, and at 
the same time reconcile these information with legal requirements. 
Methods 
The development, piloting and evaluation of evidence-based informed consent forms for total knee 
arthroplasty (TKA) and related anesthesia procedures will follow the UK MRC Framework for developing and 
evaluating complex interventions. Conducting different sub-studies, we will (I) qualitatively explore the 
information acquisition and decision making processes, (II) develop and pilot test evidence-based informed 
consent forms on the example of TKA and related anesthesia procedures, (III) conduct a monocentric 
interrupted time series (ITS) pilot study to evaluate the effects of evidence-based informed consent forms in 
comparison with standard consent forms and (IV) perform a process evaluation to identify barriers and 
facilitators to the implementation of the intervention and to analyze mechanisms of impact. 
Discussion 
The evidence-based and understandable presentation of risks in informed consent forms aims at avoiding 
distorted risk depiction and strengthening the patients’ competences to correctly assess the risks of 
undergoing surgery. This might reduce negative expectations and anxiety of adverse events, which in turn 
might reduce the nocebo effect. At the same time, the practitioners’ acceptance of evidence-based informed 
consent forms meeting legal requirements could be increased. 
 
 

Framing a Consent Form to Improve Consent Understanding and Determine How This Affects 
Willingness to Participate in HIV Cure Research: An Experimental Survey Study 
Research Article 
John A. Sauceda, Karine Dubé, Brandon Brown, Ashley E. Pérez, Catherine E. Rivas, David Evans, Celia B. 
Fisher 
Journal of Empirical Research on Human Research Ethics, 14 December 2020  
Abstract 
HIV cure research carries serious risks and negligible benefits. We investigated how participants understand 
these risks and what influences their willingness to participate. Through internet-based and in-person 
convenience sampling, 86 HIV+ participants completed an experimental survey. Participants were 
randomized to read a standard consent form describing a hypothetical HIV cure study or one adapted using 
Fuzzy Trace Theory—a decision-making model to facilitate complex information processing. We measured 
consent understanding and cognitive (e.g., safe/harmful) and affective (e.g., concerning, satisfying) 
evaluations of HIV cure research. Participants who read the adapted consent form had improved consent 
understanding, but only positive affective evaluations were associated with a willingness to participate. 
Consent processes can use decision-making theories to facilitate comprehension of study information. 

https://assets.researchsquare.com/files/rs-132415/v1/59638f9a-4163-49f3-9e73-98b24b20a106.pdf
https://assets.researchsquare.com/files/rs-132415/v1/59638f9a-4163-49f3-9e73-98b24b20a106.pdf
https://journals.sagepub.com/doi/abs/10.1177/1556264620981205
https://journals.sagepub.com/doi/abs/10.1177/1556264620981205
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Assessment of the All of Us research program’s informed consent process 
Megan Doerr, Sarah Moore, Vanessa Barone, Scott Sutherland, Brian M. Bot, Christine Suver, John Wilbanks 
American Journal of Bioethics, 4 December 2020 
Open Access 
Abstract 
Informed consent is the gateway to research participation. We report on the results of the formative 
evaluation that follows the electronic informed consent process for the All of Us Research Program. Of the 
nearly 250,000 participants included in this analysis, more than 95% could correctly answer questions 
distinguishing the program from medical care, the voluntary nature of participation, and the right to 
withdraw; comparatively, participants were less sure of privacy risk of the program. We also report on a 
small mixed-methods study of the experience of persons of very low health literacy with All of Us informed 
consent materials. Of note, many of the words commonly employed in the consent process were unfamiliar 
to or differently defined by informants. In combination, these analyses may inform participant-centered 
development and highlight areas for refinement of informed consent materials for the All of Us Research 
Program and similar studies. 
 
 

Simulation Training to Improve Informed Consent and Pharmacokinetic/ Pharmacodynamic 
Sampling in Pediatric Trials 
Bjoern B. Burckhardt, Agnes Maria Ciplea, Anna Laven, László Ablonczy, Ingrid Klingmann, Stephanie Läer, 
Karl Kleine, Michiel Dalinghaus, Milan Ðukic, Johannes M. P. J. Breur, Marijke van der Meulen, Vanessa 
Swoboda, Holger Schwender, Florian B. Lagler 
Frontiers of Pharmacology, December 2020; 11 
Open Access 
Abstract 
Background 
Pediatric trials to add missing data for evidence-based pharmacotherapy are still scarce. A tailored training 
concept appears to be a promising tool to cope with critical and complex situations before enrolling the very 
first patient and subsequently to ensure high-quality study conduct. The aim was to facilitate study success 
by optimizing the preparedness of the study staff shift. 
Method 
An interdisciplinary faculty developed a simulation training focusing on the communication within the 
informed consent procedure and the conduct of the complex pharmacokinetic/pharmacodynamic (PK/PD) 
sampling within a simulation facility. Scenarios were video-debriefed by an audio-video system and manikins 
with artificial blood simulating patients were used. The training was evaluated by participants’ self-
assessment before and during trial recruitment. 
Results 
The simulation training identified different optimization potentials for improved informed consent process 
and study conduct. It facilitated the reduction of avoidable errors, especially in the early phase of a clinical 
study. The knowledge gained through the intervention was used to train the study teams, improve the team 
composition and optimize the on-ward setting for the FP-7 funded “LENA” project (grant agreement no. 
602295). Selfperceived ability to communicate core elements of the trial as well as its correct performance of 
sample preparation increased significantly (mean, 95% CI, p ≤ 0.0001) from 3 (2.5–3.5) to four points (4.0–
4.5), and from 2 (1.5–2.5) to five points (4.0–5.0). 
Conclusion 
An innovative training concept to optimize the informed consent process and study conduct was successfully 
developed and enabled high-quality conduct of the pediatric trials as of the very first patient visit. 
 
 

https://www.tandfonline.com/doi/pdf/10.1080/23294515.2020.1847214
https://www.researchgate.net/profile/Bjoern_Burckhardt/publication/346952388_Simulation_Training_to_Improve_Informed_Consent_and_PharmacokineticPharmacodynamic_Sampling_in_Pediatric_Trials/links/5fd3763292851c13fe7a31f0/Simulation-Training-to-Improve-Informed-Consent-and-Pharmacokinetic-Pharmacodynamic-Sampling-in-Pediatric-Trials.pdf
https://www.researchgate.net/profile/Bjoern_Burckhardt/publication/346952388_Simulation_Training_to_Improve_Informed_Consent_and_PharmacokineticPharmacodynamic_Sampling_in_Pediatric_Trials/links/5fd3763292851c13fe7a31f0/Simulation-Training-to-Improve-Informed-Consent-and-Pharmacokinetic-Pharmacodynamic-Sampling-in-Pediatric-Trials.pdf
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Recruitment and Consent in an observational study 
M Goodwin, W Whittaker, T Walsh, R Emsley, M Sutton, M Tickle 
Community Dental Health, 30 November 2020; 37(4) pp 287-292 
Abstract 
Objective 
The study sought to explore the consent rate and associated potential bias across a cohort in a large 
longitudinal population based study.  
Research design 
Data were taken from a study designed to examine the effects of the reintroduction of community water 
fluoridation on children’s oral health over a five-year period. Children were recruited from a fluoridated and 
non-fluoridated area in Cumbria, referred to as Group 1 and Group 2.  
Results  
Data were available for 3138 individuals. The consent rate was 12.91 percentage points lower in Group 2 
than Group 1 (95% CI -16.27 to -9.56, p<0.001). The population in Group 2 was more deprived than Group 1 
before consent was taken. Consent was not associated with deprivation in either group.  
Conclusion 
The cohort appeared to be unaffected by IMD-related non-consent. However there was a difference in 
consent rate between the two groups. With the population in Group 1 being more deprived than Group 2, it 
will be important to incorporate these differences into the analysis at the end of this longitudinal study. 
 
 

Informed consent for neonatal trials: practical points to consider and a check list 
Beate Aurich, Eric Vermeulen, Valéry Elie, Mariette H E Driessens, Christine Kubiak, Donato Bonifazi, Evelyne 
Jacqz-Aigrain 
BMJ Pediatrics, 29 November 2020 
Open Access  
Abstract 
Obtaining informed consent from parents of critically ill neonates can be challenging. The parental decision 
making process is influenced by the severity of the child’s condition, the benefit–risk balance, their emotional 
state and the quality of the relationship with the clinical team. Independent of local legislation, parents may 
prefer that consent is sought from both. Misconceptions about the absence of risks or unrealistic 
expectations about benefits should be openly addressed to avoid misunderstandings which may harm the 
relationship with the clinical team. Continuous consent can be sought where it is unclear whether the free 
choice of parental consent has been compromised. Obtaining informed consent is a dynamic process building 
on trusting relationships. It should include open and honest discussions about benefits and risks. 
Investigators may benefit from training in effective communication. Finally, involving parents in neonatal 
research including the development of the informed consent form and the process of obtaining consent 
should be considered standard practice. 
 
 

Do National and International Ethics Documents Accord With the Consent Substitute Model for 
Emergency Research? 
Adèle Langlois, Stephanie Armstrong, Aloysius Niroshan Siriwardena 
Academic Emergency Medicine, 28 November 2020 
Open Access 
Abstract 
In 2010 Largent, Wendler, and Emanuel proposed the “consent substitute model” for emergency research 
with incapacitated participants. The model provides a means to enroll participants in emergency research 
without consent, if five conditions are met: 1) the research addresses the patients’ urgent medical needs, 2) 
the risk–benefit ratio is favorable, 3) there are no known conflicts with patients’ values or interests, 4) 
cumulative net risk is minimal, and 5) consent is given as soon as possible. We review national and 

https://www.repository.cam.ac.uk/handle/1810/314769
https://bmjpaedsopen.bmj.com/content/bmjpo/4/1/e000847.full.pdf
https://onlinelibrary.wiley.com/doi/full/10.1111/acem.14179
https://onlinelibrary.wiley.com/doi/full/10.1111/acem.14179
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international ethics laws, regulations, and guidelines to determine 1) whether they accord with the consent 
substitute model’s five conditions and 2) the level of congruence across these documents. We find that only 
one document meets all five conditions and that there is significant disparity among the documents, 
particularly between national and international ones. These differences may have stymied international 
collaboration in emergency research. We recommend that the two international documents used most, the 
International Council for Harmonization’s Guideline for Good Clinical Practice and the World Medical 
Association’s Declaration of Helsinki, are revised to include more specific provisions on emergency medical 
research. 
 
 

Cultural variation in informed consent for clinical research participation [BOOK] 
David Resnik, Julia Hecking 
Routledge; Handbook of Ethnography in Healthcare Research, 2020 
Abstract 
Informed consent is one of the cornerstones of ethical research with human subjects. Although most people 
living in Western countries are familiar with the concept of informed consent, in some parts of the world the 
idea that an individual has the right to give his or her informed consent for medical care or research 
participation is a foreign notion. In this chapter, we examine the ethical and legal basis of informed consent 
and review the published research on cultural variation in informed consent for clinical research 
participation. Our analysis of this literature identifies four different ways that culture may affect the 
informed consent process, including: 1) consent of community leaders may be sought prior to obtaining the 
individual consent of community members; 2) investigators may alter consent documents to better reflect 
the language and concepts used in the culture; 3) the consent procedure may be modified to reinforce the 
concept of opt-in participation and give participants more time to discuss their potential enrollment with 
others; and 4) instead of obtaining informed consent through written documents, researchers may use 
record consent verbally or through a fingerprint in cultures with an oral history or high rates of illiteracy. 
 
:::::: 
:::::: 

 
GENOMIC MEDICINE/GENE EDITING 
 
Informed consent for genetic testing in hematology 
Jonathan M. Marron 
Hematology, 4 December 2020; 1 pp 213–218 
Open Access 
Abstract 
Informed consent is a fundamental component of modern health care. All competent adult patients have the 
legal and ethical authority to accept (consent) or refuse (dissent) recommended health-related interventions. 
Various models of informed consent have been described, and herein I introduce a model that divides 
informed consent into 7 distinct elements: competence, voluntariness, disclosure, recommendation, 
understanding, decision, and authorization. Genetic testing, which is rapidly becoming a common feature of 
both clinical care and research in hematology, adds additional layers of complexity to each of these consent 
elements. Using the example case of Mr. Smith, a man with newly diagnosed acute myeloid leukemia whose 
clinicians offer him genetic testing of the leukemia through a clinical trial, I highlight the challenges and 
controversies of informed consent for genetic testing, focusing on each consent element as it pertains to 
genetic testing in such a setting. Ultimately, given the growing importance of genetic testing for hematologic 
disorders, clinicians, and researchers in hematology should be facile at participating in all aspects of informed 
consent for genetic testing. 

 

https://www.taylorfrancis.com/chapters/cultural-variation-informed-consent-clinical-research-participation-david-resnik-julia-hecking/e/10.4324/9780429320927-6?context=ubx&refId=8371496e-5118-44b5-9488-75f5832e306c
https://ashpublications.org/hematology/article/2020/1/213/474311
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:::::: 
:::::: 

 
BIOBANKING 
 

Incorporating Biobank Consent into a Healthcare Setting: Challenges for Patient Understanding 
Research Article 
T. J. Kasperbauer, Karen K. Schmidt, Ariane Thomas, Susan M. Perkins, Peter H. Schwartz 
American Journal of Bioethics, 4 December 2020 
Abstract 
Background 
Biobank participants often do not understand much of the information they are provided as part of the 
informed consent process, despite numerous attempts at simplifying consent forms and improving their 
readability. We report the first assessment of biobank enrollees’ comprehension under an "integrated 
consent” process, where patients were asked to enroll in a research biobank as part of their normal 
healthcare experience. A number of healthcare systems have implemented similar integrated consent 
processes for biobanking, but it is unknown how much patients understand after enrolling under these 
conditions.  
Methods 
We recruited patients who enrolled in a biobank while in a healthcare setting when receiving ordinary care. 
We assessed knowledge of consent materials using 11 true/false questions drawn from a well-known 
biobank knowledge test. After reviewing the results from 114 participants, we revised the consent form and 
repeated the knowledge assessment with 144 different participants.  
Results  
Participants scored poorly on the knowledge test in both rounds, with no significant differences in overall 
scores or individual items between the rounds. In Phase 1, participants answered 53% of the questions 
correctly, 25% incorrectly, and 22% “I don’t know.” In Phase 2, participants answered 53% of questions 
correctly, 24% incorrectly, and 23% “I don’t know.” Participants scored particularly poorly on questions about 
data sharing and accessing medical records.  
Conclusions 
Enrollees under an integrated consent model had significant misunderstandings that persisted despite an 
attempt to improve information specifically about those topics in a consent form. These results raise 
challenges for current approaches that attribute misunderstanding to overly complex consent forms. They 
also suggest that the pressures of the clinic may compound other problems with patient understanding of 
biobank consent. As health systems increasingly blend research and care, they may need to rethink their 
approach to educating patients about participation in a biobank. 
 
:::::: 
:::::: 
 

TECHNOLOGY/OTHER MEDIATION 
 

A graphic elicitation technique to represent patient rights 
Methodology 
Catherine R. McGowan, Nora Hellman, Louisa Baxter, Sonali Chakma, Samchun Nahar, Ahasan Ud Daula, 
Kelly Rowe, Josie Gilday, Patricia Kingori, Rachel Pounds, Rachael Cummings  
Conflict and Health, 14 December 2020; 14(86) 
Open Access 
Abstract 
Background 

https://www.tandfonline.com/doi/abs/10.1080/23294515.2020.1851313
https://conflictandhealth.biomedcentral.com/articles/10.1186/s13031-020-00331-8
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A patient charter is an explicit declaration of the rights of patients within a particular health care setting. In 
early 2020 the Save the Children Emergency Health Unit deployed to Cox’s Bazar Bangladesh to support the 
establishment of a severe acute respiratory infection isolation and treatment centre as part of the COVID-19 
response. We developed a charter of patient rights and had it translated into Bangla and Burmese; however, 
the charter remained inaccessible to Rohingya and members of the host community with low literacy. 
Methods 
To both visualise and contextualise the patient charter we undertook a graphic elicitation method involving 
both the Rohingya and host communities. We carried out two focus group discussions during which we 
discussed the charter and agreed how best to illustrate the individual rights contained therein. 
Results 
Logistical constraints and infection prevention and control procedures limited our ability to follow up with 
the original focus group participants and to engage in back-translation as we had planned; however, we were 
able to elicit rich descriptions of each right. Reflecting on our method we were able to identify several key 
learnings relating to: 1) our technique for eliciting feedback on the charter verbatim versus a broader 
discussion of concepts referenced within each right, 2) our decision to include both men and women in the 
same focus group, 3) our decision to ask focus group participants to describe specific features of each 
illustration and how this benefited the inclusivity of our illustrations, and 4) the potential of the focus groups 
to act as a means to introduce the charter to communities. 
Conclusions 
Though executing our method was operationally challenging we were able to create culturally appropriate 
illustrations to accompany our patient charter. In contexts of limited literacy it is possible to enable access to 
critical clinical governance and accountability tools. 
 
:::::: 
:::::: 
 

YOUNG PERSONS 
 

Transparency and Accountability of Pediatric Trials: Should Consent Rate Reporting Be 
Mandatory? 
Editorial 
Ana Marušić, Ivan Buljan 
The Journal of Pediatrics, 1 December 2020; 227 pp 9-10 
Excerpt  
The study of Lonhart et al in this volume of The Journal sends a warning about reporting consent rates in 
pediatric trials.1 They analyzed 696 articles from MEDLINE presenting pediatric randomized controlled trials 
and showed that 60% (n = 418) of them did not report rates of consent for trial participants, or the consent 
rate was unclear. Among 278 trials that did report the number of consenting subjects, the average consent 
rate was high (83%), but for 26% of these trials, the average consent rate was less than 70%, which may 
introduce a bias related to the representativeness of the target population. Overall, the consent rates were 
greater for trials of vaccination interventions (90%) in comparison with behavioral interventions (79%), and 
for industry-funded trials (86%) in comparison with government-funded trials (79%). This study raises 
important questions related to the ethics of pediatric trials and to the quality and validity of evidence from 
pediatric trials… 
 
 

Consent Rates Reported in Published Pediatric Randomized Controlled Trials 
Julia A. Lonhart, Ashley R. Edwards, Swati Agarwal, Brian P. Lucas, Alan R. Schroeder 
The Journal of Pediatrics, 1 December 2020; 227 pp 281-287 
Abstract 
Objective 

https://www.jpeds.com/article/S0022-3476(20)30990-2/fulltext
https://www.jpeds.com/article/S0022-3476(20)30990-2/fulltext
https://www.jpeds.com/article/S0022-3476(20)30761-7/fulltext
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To determine the average reported consent rate for published pediatric randomized controlled trials (RCTs) 
and whether this rate varies by trial characteristics. 
Study design 
A review of pediatric RCTs published in Medline in 2009, 2010, or 2015 was performed. Secondary analyses 
of prior trials, trials including adults, trials not requiring consent, or trials with missing or unclear consent 
data were excluded. Consent rate was defined as the number of patients enrolled divided by number of 
eligible patients where families were approached. Random effects meta-regression was conducted to 
determine the weighted average consent rate. 
Results 
Of 2347 trials identified, 1651 were excluded. An additional 418 of 696 (60%) were excluded because the 
consent rate was missing or unclear. The average consent rate for 278 included RCTs was 82.6% (95% CI, 
80.3%-84.8%) and was higher for vaccination compared with behavioral trials and for industry-funded 
compared with National Institutes of Health-funded or other government-funded trials. The average consent 
rate was <70% for 26% of included trials. Of these trials, US trials (28/77 [36.4%]) had a higher probability of 
a consent rate of <70% than non-US studies (35/64 [21.3%]) and multinational (9/37 [24.3%]) studies. There 
was slight variation by funding category. 
Conclusions 
Although the average consent rate for published trials was reasonably high, approximately one-quarter of 
trials had consent rates of <70%. Consent rates reporting has improved over time, but remains suboptimal. 
Our findings should assist with the planning of future pediatric RCTs, although consent data from 
unpublished trials are also needed. 
 
 

[The informed consent in the mature minor: Understanding and decision-making capacity] 

R Boceta, O Martínez-Casares, M Albert 
Anales de Pediatria, 29 November 2020 
Abstract 
Introduction 
The informed consent of the minor is a fundamental requirement of paediatric research. There is a lack of 
harmonisation as regards the age of the mature minor to consent, and there are no systematic tools available 
to assess competence in decision-making capacity. The objective of this work is to analyse the ethical and 
legal situation of consent by minors, as well as studies that use an objective assessment tool in the mature 
minor. 
Material and methods 
Systematic review of scientific articles in PubMed, Embase and the Grey Literature, published with keywords 
"informed consent minors", without date restriction until March 2019. Abstracts and a selection of complete 
articles were reviewed following a protocol including identification, screening, eligibility, and inclusion. 
Results 
Of the 260 records identified, 139 were excluded. After categorising the resulting 121 publications, 13 were 
finally selected following the eligibility criteria, including 7 articles on international ethical and legal 
regulations and 6 on understanding and decision- making capacity assessment. The MacArthur Competence 
Assessment Tool for Clinical Research (MacCAT-CR) semi-structured interview was used in 4 studies, 
including different age ranges (6-21 years) in healthy and sick children. 
Conclusions 
The semi-structured MacArthur interview adapted to adolescents could be an appropriate tool with robust 
psychometric measures for assessing competence for the informed consent of minors between 9 and 12 
years of age. The regulation of informed consent in paediatric research should consider this evidence. 

Editor’s note: This is a Spanish Language Publication. 

 
:::::: 
:::::: 
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CAPACITY TO CONSENT  
 
Implementing Electric Consent Aimed at People Living with Dementia and Their Caregivers: Did 
We Forget Those Who Forget? 
Yvonne O’ Connor, Ian Twohig, Leona O’ Brien 
Proceedings of the 54th Hawaii International Conference on System Sciences, 2021 
Open Access 
Abstract 
As policy flows down from law and/or regulation (e.g. GDPR) our individual privacy concerns give rise to 
demands on improving accessibility, awareness and comprehension, the topic of eConsent is becoming more 
prevalent. We provide a critical voice by considering, but also challenging, the underlying assumptions that 
the status quo of eConsent design and implementation is appropriate for all people in society. By answering 
“what eConsent characteristics are prevalent in the context of dementia applications?”, this paper identifies 
that the “one size fits all” ethos for eConsent is not applicable in every context. As a result, a taxonomy that 
depicts the multifaceted concept of eConsent is proposed. It makes us aware of the different ethical, legal, 
social and technical implications of ICT use and provides an opportunity to create discourse in this area. It 
argues that future research examining the effectiveness of innovative ICTs must take the eConsent process 
into account. 

 
 
How should the ‘privilege’ in therapeutic privilege be conceived when considering the decision-
making process for patients with borderline capacity?  
Original Research 
Sumytra Menon, Vikki Entwistle, Alastair Vincent Campbell, Johannes J M van Delden 
BMJ Medical Ethics, 22 December 2020 
Open Access 
Abstract 
Therapeutic privilege (TP) is a defence that may be available to doctors who fail to disclose to the patient 
relevant information when seeking informed consent for treatment if they have a reasonable belief that 
providing that information would likely cause the patient concerned serious physical or mental harm. In a 
landmark judgement, the Singapore Court of Appeal introduced a novel interpretation of TP, identifying 
circumstances in which it might be used with patients who did not strictly lack capacity but might be inclined 
to refuse recommended treatments. In this paper, we explore the conceptual and practical challenges of this 
novel interpretation of TP. We propose that more emphasis should be placed on forms of shared and 
supported decision-making that foster the autonomy of patients with compromised mental capacity while 
being mindful of the need to safeguard their well-being. The kind of privilege that doctors might need to 
invoke is one of time and supportive expertise to ensure a flexible, responsive approach calibrated to the 
individual patients’ needs. The provision of such service would extinguish the need for the novel TP proposed 
by the Singapore Court of Appeal. 

 
 
[Capacity to consent of people with dementia : Insights into the S2k AWMF guidelines 108-001]  
J Haberstroh, VA Tesky, J Pantel  
Journal of Gerontology and Geriatrics, 7 December 2020 
Abstract  
People with dementia often require medical and nursing care and are regularly confronted with the need to 
make decisions in this respect; however, in practice uncertainty often exists as to whether a person with 
dementia is capable of providing consent, what procedures should be used to obtain informed consent, how 
to provide the necessary information and how capacity to consent can be assured. By providing structured 

https://scholarspace.manoa.hawaii.edu/bitstream/10125/71088/0383.pdf
https://scholarspace.manoa.hawaii.edu/bitstream/10125/71088/0383.pdf
https://jme.bmj.com/content/47/1/47
https://jme.bmj.com/content/47/1/47
https://europepmc.org/article/med/33289856
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practical recommendations, the S2k guidelines "Consent of persons with dementia to medical treatment" 
(coordinated by the Association of the Scientific Medical Societies of Germany, AWMF, registration number 
108-001) provide a first attempt to summarize and update the relevant medical, legal, ethical and 
psychological requirements that should be satisfied in this respect. This article enables insights into the 
guidelines and an overview of the most important recommendations. 

Editor’s note: This is a German Language Publication 

 
 
Ethics of Informed Consent, Coercive and Preventive Medication 
Hanfried Helmchen  
NeuroPsychopharmacotherapy, 5 December 2020; pp 1-16 
Abstract 
Acknowledgement of human rights and its translation into psychiatric action is an increasingly extensive 
achievement of the past decades. Orientation towards the individual patient means to recognize both his/her 
right and capacity of self-determination as well as to consider his/her preferences. This is particularly valid in 
the use of psychotropic medication in problematic situations such as in coercive and in preventive 
medication. In view of coercive medication in life-threatening psychiatric emergencies, psychiatrists must 
convert a seemingly antagonism between respecting the autonomy of the mentally ill and their obligation to 
care into an ethically acceptable complementary solution. Medication for primary prevention confronts the 
psychiatrist with difficulties of informing an (almost) healthy individual in view of uncertainties of conversion 
rates in schizophrenia as well as of lacking drugs with satisfying efficacy in dementia. The application of 
psychotropic drugs in such cases is often only the last choice due to their questionable or low efficiency, 
unwanted effects, and other preferences of the comprehensively informed patient. 

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

RIGHTS/LEGAL/LEGISLATIVE 
 

When patients behave badly: Consent, breach of the duty of care and the law 
Perspective 
Anne‐Maree Kelly, Tina Cockburn, Bill Madden 
Emergency Medicine Australasia, 2 December 2020 
Abstract 
Patients who are abusive or aggressive in ED raise special clinical and legal challenges. These include what 
steps clinicians should take to exclude serious illness/injury as the cause of the behaviour and when 
investigations or treatments can be imposed on these patients without their consent. Using a case 
illustration, this paper discusses legal issues which arise in this context, including how the standard of care 
owed by clinicians is determined and what may constitute a breach of duty; such patients' right to consent to 
(or decline) tests and treatment; and when clinicians may lawfully act without consent and/or control the 
patient's behaviour. 
 
 

Informed Consent in Right-to Try – A Dubious Assumption 
Rebecca Dresser 
Wake Forest Journal of Law & Policy, 2020; 11(1) 
Open Access 
Excerpt 
In the debate over right-to-try, everyone agrees that the patient’s informed consent is essential. If individual 
autonomy is the justification for giving patients access to experimental interventions, then adequate 

https://link.springer.com/referenceworkentry/10.1007%2F978-3-319-56015-1_404-1
https://onlinelibrary.wiley.com/doi/abs/10.1111/1742-6723.13692
https://wfulawpolicyjournaldotcom.files.wordpress.com/2020/11/dresser-informed-consent.pdf
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understanding must be part of the process. To make autonomous choices, patients must compare the 
potential harms and benefits of investigational drugs to their other medical options. 
    Is it possible for patients to make informed decisions in the right-to-try context? Will patients make 
autonomous decisions about trying investigational drugs when expert oversight is absent? Much of the 
critical commentary on right-to-try laws focuses on the damage the laws could do to other patients in need 
of safe and effective treatments.1 But these laws also present dangers to the patients who are their 
purported beneficiaries.2 Right-to-try supporters claim that patient autonomy underlies their crusade, but 
they have done little to ensure that patients actually understand the choices these laws allow them to make. 
    This article examines the deficiencies in right-to-try requirements for informed consent. Part I reviews 
right-to-try statutes, focusing on the federal right-to-try law that was adopted in 2018. This part also 
compares the informed consent provisions in right-to-try laws with informed consent provisions in two other 
laws authorizing patient access to experimental interventions: federal law governing participation in human 
subject research and the Food and Drug Administration’s (“FDA”) Expanded Access Program… 
 
 

Clinicians’ consent law knowledge: The case for education 
Denise Patricia Craig, Fintan Thompson 
Focus on Health Professional Education, 2020; 21(3) 
Abstract 
Introduction 
The short-term objectives of this study were to investigate clinicians’ confidence with, and knowledge of, 
consent laws, their behaviour regarding familiarisation with patients’ advance care plans and the potential 
benefit of brief education. Education covered patients’ rights to refuse treatment, including via advance 
directive, and the legislated hierarchy of decision-making authority. 
Methods 
Throughout 2018, all clinicians at one Queensland Hospital and Health Service were invited to attend a 1-
hour legal education session. The study used a crosssectional survey to measure clinicians’ knowledge before 
and after education. Responses from 316 pre- and 319 post-education questionnaires were analysed. 
Results 
A 1-hour legal education session improved clinicians’ understanding of legislated consent hierarchy and 
patients’ rights. Pre education, 4.1% of participants correctly identified the lawful consent hierarchy, rising to 
65.5% after education. Accuracy increased significantly after education; however, substantial errors 
persisted. 
Conclusions  
The potential benefit of education to increase multidisciplinary clinicians’ legal knowledge was supported. 
Education can ensure that clinicians are made aware of patients’ rights and the potential complexity of lawful 
substitute decision making.  

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

CULTURAL/COUNTRY CONTEXT 
 

The Quality of Obtaining Surgical Informed Consent for Cesarean Section in Public Hospitals of 
Iran 
Shadi Sabetghadam, Sedighe Rezaie Chamani, Zahra Amirkhanzadeh Barandouzi, Sedigheh Sedigh 
Mobarakabadi, Yalda Donyaei Mobarrez 
Journal of Holistic Nursing and Midwifery, 2021; 31(1) pp 1-7 
Abstract 
Introduction 

https://fohpe.org/FoHPE/article/view/394
http://hnmj.gums.ac.ir/article-1-1527-en.html
http://hnmj.gums.ac.ir/article-1-1527-en.html


 
 

14 

Nowadays, about 50-65% of births in Iran occur by Cesarean Section (CS). Informed consent (IC) is one of the 
most important ethical, legal and professional requirements of a surgical procedure. 
Objectives 
This study aims to assess the quality of obtaining surgical IC from women underwent CS in public hospitals of 
Iran. 
Materials and Methods 
In this analytical study with cross-sectional design, 300 postpartum women who had CS referred to two 
public hospitals in Rasht, Iran were participated through stratified random sampling method in 2016. Data 
were collected using a two-part researcher-made questionnaire. Collected data were analyzed by using 
descriptive statistics, Kruskal-Wallis test, Mann-Whitney U test, and Spearman’s correlation test. 
Results 
The mean age of participants was 29.84 ± 5.9 years. The majority of them (45.3%) had education lower than 
high school. The overall mean score for the quality of obtained IC was 62.23±23.38, out of 150 points. 
Regarding its dimensions, quality of acquiring IC form (20.21±7.12, out of 40 points), provision of CS-related 
information (15.67±11.10, out of 45 points), voluntariness (7.53±6.95, out of 25), and the physician–patient 
relationship (18.81±8.87, out of 40 points) were perceived poor. Women’s educational level had a significant 
correlation with the IC quality dimensions of voluntariness (P=0.0001) and physician–patient relationship 
(P=0.043). The number of deliveries (P=0.008), live births (P=0.031), and stillbirth (P=0.0001) had a significant 
correlation with acquiring the IC form. The voluntariness was significantly associated with the number of live 
births (P=0.023) and stillbirth (P=0.001). The physician-patient relationship dimension was significantly 
associated with the number of pregnancies (P=0.023) and abortions (P=0.0001). The overall quality of 
obtained IC was significantly correlated with the women’ age (r= 0.162, P= 0.005). 
Conclusion 
Most of women in Iran are not informed enough about the CS and its consequences. Health care providers 
should pay more attention to the women’s characteristics when obtaining IC for the CS.  We recommend 
essential changes in the process of obtaining surgical IC for the CS in public hospitals of Iran. Obtaining IC 
during pregnancy may reduce unnecessary CSs. 
 
 

Power-Laden (Mis)Understandings Surrounding Written Voluntary Informed Consent Procedures 
in Postcolonial Southern Africa 
Michelle R. Brear 
The Qualitative Report, 4 December 2020; 25(13) pp 71-89 
Abstract 
Written voluntary informed consent (VIC) procedures are the standard approach for operationalising the 
ethical principle of respect for persons’ autonomy in qualitative research. However, achieving fully informed 
and truly voluntary consent is challenging, particularly in qualitative research and/or postcolonial contexts. 
Evidence about (mis)understandings (i.e., unintended meanings) surrounding VIC comes primarily from 
participants in quantitative, biomedical research. I aim to advance knowledge about qualitative research 
participants’ (mis)understandings of VIC. I used ethnographic methods to document the evolving 
(mis)understandings participants attached to written VIC procedures in two postcolonial settings, Eswatini 
and South Africa. All participants provided me consent to document their interactions as co-researchers in 
participatory research, in which they learned about, designed and implemented VIC procedures. I analysed 
the data interpretively and abductively, informed by Bourdieu’s theory of practice. Participants valued the 
opportunity to decide and sign consent to participate but held (mis)understandings of study information and 
signing, which evolved as they participated. Many (mis)understandings were shaped by what the unfamiliar 
act of signing symbolised to them (i.e., binding, contractual agreements that protected the 
researcher/university and through which they relinquished their rights), from their positions of 
marginalisation amidst economic/material, cultural and social power inequalities. In postcolonial settings,  

https://nsuworks.nova.edu/tqr/vol25/iss13/6/
https://nsuworks.nova.edu/tqr/vol25/iss13/6/
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requiring qualitative research participants to sign consent forms likely undermines the ethical principle of 
respect that VIC is intended to operationalise. Based on these findings I recommend alternative non-written 
procedures are used to operationalise the principle of respect in postcolonial qualitative research settings. 
 
:::::: 
:::::: 

 
MEDICAL/SURGICAL  
 

Surgical Residents' Perspective on Informed Consent—How Does It Compare With Attending 
Surgeons? 
Sarah B. Jochum, Mandakini Venkatramani, Ethan M. Ritz, Joanne Favuzza, Dana M. Hayden, Theodore J. 
Saclarides, Anuradha R. Bhama 
Journal of Surgical Research, April 2021, 260; pp 88-94 
Abstract 
Background 
The informed consent discussion (ICD) is a compulsory element of clinical practice. Surgical residents are 
often tasked with obtaining informed consent, but formal instruction is not included in standard curricula. 
This study aims to examine attitudes of surgeons and residents concerning ICD. 
Materials and methods 
A survey regarding ICD was administered to residents and attending surgeons at an academic medical center 
with an Accreditation Council for Graduate Medical Education–accredited general surgery residency. 
Results 
In total, 44 of 64 (68.75%) residents and 37 of 50 (72%) attending surgeons participated. Most residents felt 
comfortable consenting for elective (93%) and emergent (82%) cases, but attending surgeons were less 
comfortable with resident-led ICD (51% elective, 73% emergent). Resident comfort increased with 
postgraduate year (PGY) (PGY1 = 39%, PGY5 = 85%). A majority of participants (80% attending surgeons, 73% 
residents) believed resident ICD skills should be formally evaluated, and most residents in PGY1 (61%) 
requested formal instruction. High percentages of residents (86%) and attendings (100%) believed that ICD 
skills were best learned from direct observation of attending surgeons. 
Conclusions 
Resident comfort with ICD increases as residents advance through training. Residents acknowledge the 
importance of their participation in this process, and in particular, junior residents believe formal instruction 
is important. Attending surgeons are not universally comfortable with resident-led ICDs, particularly for 
elective surgeries. Efforts for improving ICD education including direct observation between attending 
surgeons and residents and formal evaluation may benefit the residency curriculum. 
 
 

Changes in Informed Consent Policy and Treatment Delays in Stroke Thrombolysis 
Hanzhang Xu, Deidre Anne De Silva, Fung Peng Woon, Marcus Eng Hock Ong, David B. Matchar, Janet Prvu 
Bettger, Daniel T. Laskowitz, Ying Xian 
Journal of Stroke and Cerebrovascular Diseases, March 2021; 30(3) 
Abstract 
Objectives 
The efficacy of thrombolytic therapy with tissue plasminogen activator (tPA) is highly time dependent. 
Although clinical guidelines do not recommend written informed consent as it may cause treatment delays, 
local policy can supersede and require it. From 2014 to 2017, three out of five public hospitals in Singapore 
changed from written to verbal consent at different time points. We aimed to examine the association of 
hospital policy changes regarding informed consent on door-to-needle (DTN) times. 
Materials and Methods 

https://www.sciencedirect.com/science/article/abs/pii/S0022480420307484#!
https://www.sciencedirect.com/science/article/abs/pii/S0022480420307484#!
https://www.sciencedirect.com/science/article/abs/pii/S1052305720309691
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Using data from the Singapore Stroke Registry and surveys of local practice, we analyzed data of 915 acute 
ischemic stroke patients treated with tPA within 3 hours in all public hospitals between July 2014 to Dec 
2017. Patient-level DTN times before and after policy changes were examined while adjusting for clinical 
characteristics, within-hospital clustering, and trends over time. 
Results 
Patient characteristics and stroke severity were similar before and after the policy changes. Overall, the 
median DTN times decreased from 68 to 53 minutes after the policy changes. After risk adjustment, changing 
from written to verbal informed consent was associated with a 5.6 minutes reduction (95% CI 1.1-10.0) in 
DTN times. After the policy changed, the percentage of patients with DTN ≤60 minutes and ≤45 minutes 
increased from 35.6% to 66.1% (adjusted OR 1.75; 95% CI 1.12-2.74) and 9.3% to 36.0% (adjusted OR 2.42; 
95% CI 1.37-4.25), respectively. 
Conclusion 
Changing from written to verbal consent is associated with significant improvement in the timeliness of tPA 
administration in acute ischemic stroke. 
 
 

Risk of withdrawal of consent for treatment with long-acting injectable versus oral antipsychotics: 
A meta-analysis of randomized controlled trials 
Hodaka Yaegashi, Fuminari Misawa, Hokuto Noda, Yasuo Fujii, Hiroyoshi Takeuchi 
Schizophrenia Research, 9 December 2020 
Abstract 
Background 
Despite the clinical importance of antipsychotic long-acting injections (LAIs) in the treatment of 
schizophrenia, their use may be limited by patients' reluctance to accept the injections. No studies to date 
have investigated whether patients are more likely to withdraw their consent to treatment with LAIs than to 
treatment with oral antipsychotics (OAPs). Therefore, we performed a meta-analysis of randomized 
controlled trials (RCTs) to compare the risk of withdrawal of consent between the 2 routes of administration. 
Methods 
PubMed, the Cochrane Library, PsycINFO, and CINAHL were systematically searched. RCTs with open-label or 
rater-masked design that compared LAIs with OAPs were selected. Data on study discontinuation due to 
withdrawal of consent and/or loss to follow-up were extracted. 
Results 
A total of 16 studies (4815 patients) that met the study eligibility criteria were included in the meta-analysis. 
There was no significant difference between the LAI and OAP groups in the risk of cessation of treatment 
because of withdrawal of consent. Similarly, there was no significant difference in the risk of study 
discontinuation because of withdrawal of consent plus loss to follow-up. 
Conclusions 
These findings were unexpected and suggest that patients may not be more hesitant to continue LAIs than 
OAPs after consenting to or receiving treatment. Nevertheless, patients should be provided detailed 
explanations about the use of LAIs and a support system that encourages them to continue treatment. 
 
 

An Expert Consensus Study for Informed Consent in Primary Breast Augmentation Surgery 
Chelsea O Hagopian, Thomas M Hagopian, Erik M Wolfswinkel, Teresa B Ades, W Grant Stevens 
Aesthetic Surgery Journal, 6 December 2020  
Abstract 
Background 
What constitutes adequate information for decision-making and informed consent is a practical question 
appropriately answered with deference to expertise. 
Objectives 

https://www.sciencedirect.com/science/article/abs/pii/S0920996420305533
https://www.sciencedirect.com/science/article/abs/pii/S0920996420305533
https://academic.oup.com/asj/advance-article-abstract/doi/10.1093/asj/sjaa341/6024949?redirectedFrom=fulltext
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The specific objectives were to (1) establish consensus on a procedure-specific core information set of 
essential informed consent information by relevant medical experts for primary breast augmentation surgery 
and (2) to define from the clinical perspective, the data source and imminence elements of evidence-based 
risk communication. 
Methods 
The study follows a modified Delphi expert consensus model. Active members of The Aesthetic Society were 
identified as the relevant clinician experts and were recruited by email. Survey round one was informed by a 
scoping review of the relevant scientific and gray literature. Round two was informed by the initial survey 
round. Consensus was defined a priori as a 75% majority rating. 
Results 
Expert consensus of essential information was achieved for 16 risks, 1 risk factor and 8 expectations—
including benefits and burdens, along with clarification of clinically appropriate options to present to all 
patients considering primary implant-based breast augmentation surgery. A basic, procedure-specific, 
structure for evidence-based risk data is also described. 
Conclusions 
This paper reports results for the first phase of a larger pilot study aiming to develop a patient decision aid to 
replace traditional informed consent documents for the specified procedure. Implications for practice are 
encouraging toward reducing unwanted variation in disclosure practices and information overload. 
 
 

Consenting patients – what do we really need to tell them? 
Sonal Gandhi, Rebecca Exley, Khalid Begeni, Michael Perry 
British Journal of Oral Maxillofacial Surgery, 1 December 2020; 58(10) 
Abstract 
Consent issues are a major factor in litigation. Shortfalls often make defence of a claim difficult. Arguably this 
has been made more difficult with the relatively recent Montgomery ruling. Unfortunately current guidelines 
are subject to personal interpretation and application (i.e. what do we define as a “serious” complication and 
how common is “common”). Thus consenting for procedures can be problematic. Whilst a surgeon's 
perspective of relevant risks is important, the significance and likelihood of complications may be viewed 
differently by patients. We aimed to identify those risks patients may consider to be relevant and which 
should be routinely discussed. This study was undertaken for five common procedures. 
 
 

Should Donors Consent to Export Their Corneas? Examination of Eye Tissue and Eye Care Sector  
Opinion 
Heather Machin, Gerard Sutton, Paul N. Baird 
Cornea, 1 December 2020  
Abstract 
Purpose 
Corneal tissue international activity is only possible because of the willingness of export populations to 
donate their corneas on their death. Current predonation public education campaigns and at-the-point-of-
donation consent practice generally includes consent for transplantation, research, and/or training. It is 
unclear whether a consent-for-export step is universally included in the consent process or, indeed, whether 
it should. We interviewed eye tissue and eye care professionals from around the world, who exported, 
imported, or did neither to understand current consent-for-export awareness and determine opinion on 
future practice. 
Method 
During wider qualitative grounded-theory semistructured interviews with sector experts, to determine 
whether Australia should export, we captured sector opinion on consent-for-export. We used saturation and 
sentiment methods to determine opinion and χ2 correlation coefficients to examine association, using an α 
of P = 0.05. 

https://www.bjoms.com/article/S0266-4356(20)30754-3/fulltext#%20
https://journals.lww.com/corneajrnl/Abstract/9000/Should_Donors_Consent_to_Export_Their_Corneas_.95908.aspx
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Results 
We interviewed 92 individuals, 83 of whom discussed consent-for-export. Of those, 51% (42/83) 
demonstrated some awareness of the practice; however, there were contradictions between interviewees 
from the same location. Regardless of current awareness, 57% (41/72) believed donors should be informed 
or consented for export. Their approval did not extend to donor-directed decisions, which would allow 
donors to decide which nation their donation should be sent, with 62.5% (45/72) opposing that notion. 
Conclusions 
Our research indicates that the consent-for-export practice is not universally applied by exporting nations 
and that eye tissue and eye care professionals have limited awareness of the practice. Universally 
implementing a consent-for-export step within general consent practice would improve awareness, reduce 
confusion, and support donor wishes. 
 
 

Consent in Pelvic Care 
Review 
Stephanie Tillman 
Journal of Midwifery & Women’s Health, 1 December 2020  
Abstract 
Consent is a clear dialogue between individuals to engage in a specific activity. Expectations for consent to 
intimate examinations in health care should be equal to, if not exceed, expectations for intimate interactions 
in society. In reality, current definitions of consent in health care vary. These blurry definitions lead to 
individualized interpretation, incomplete fulfillment, and opportunities for misunderstanding by both patient 
and health care provider. If a patient does not believe they have consented to an examination or procedure, 
they are likely to rightfully identify with one of consent's antonyms, assault. Within the field of gynecology, a 
history of misogyny, racism, and classism illuminates abhorrent contexts of assault disguised as care. Similar 
practices persist in the modern application of pelvic care, ranging from overt sexual assault to coercion 
disguised as guidance. Health care providers and students who seek to improve consent practices can look to 
evidence‐based frameworks such as trauma‐informed care and shared decision making, both of which are 
embraced widely by professional organizations. These approaches often take precedence during the first 
pelvic examination; care for people who are lesbian, bisexual, queer, transgender, or nonbinary; and care for 
anyone with a known history of sexual assault; they can be easily extrapolated to all intimate examinations. 
Beyond obtaining consent for the examination itself, health care providers must also intentionally obtain 
consent to include students in care and openly discuss new universal recommendations for chaperone 
presence. Scripting for common procedures, such as bimanual examinations for pelvic care or cervical 
examinations in labor, allows health care providers to practice trauma‐informed language, include evidence‐
based guidance, and avoid unintentional bias. Contemporary providers of intimate pelvic care must work to 
understand and strengthen the definition of consent and ensure its realization in practice. 
 
 

The impact of organ donation specialists on consent rate in challenging organ donation 
conversations 
Sam Radford, Rohit D'Costa, Helen Opdam, Mark McDonald, Daryl Jones, Michael Bailey, Rinaldo Bellomo 
Critical Care and Resuscitation, December 2020; 22(4)  
Abstract 
Background 
Consent rates for organ donation conversations (ODCs) vary. We hypothesised that a simple grading system 
could identify challenging ODCs. We further hypothesised that challenging ODCs would have higher consent 
rates when conducted by ODC specialists. 
Objectives 
We aimed to study the utility of a grading system for ODCs and test the hypothesis that any training effect 
would be associated with improved consent rates in ODCs graded as most challenging. 

https://onlinelibrary.wiley.com/doi/abs/10.1111/jmwh.13189
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Methods 
We stratified 2017 Australian DonateLife Audit aggregate consent and donation discussion data into four 
ODC grades based on Australian Organ Donor Register (AODR) status and person first raising the topic of 
organ donation. Grade I: "yes" present on AODR and family-raised organ donation; Grade II: "yes" present on 
AODR, and clinician-raised organ donation; Grade III: no registration on AODR but family-raised organ 
donation; and Grade IV: no registration on AODR, and clinician-raised organ donation. 
Results 
Grade I ODCs were uncommon 7.7% (109/1420), with a consent rate of 95.4% (104/109). Grade IV ODCs 
were frequent (60.4%, 857/1420), with a consent rate of 41.4% (355/857). However, in Grade IV ODCs, organ 
donation specialist consent rate was 53.5% (189/353), significantly greater than for other trained staff at 
33.1% (88/266) (P < 0.005; odds ratio [OR], 2.33; 95% CI, 1.68- 3.24) or untrained requestors at 32.8% 
(78/238; P < 0.005; OR, 2.36; 95% CI. 1.68-3.33). 
Conclusion 
The likelihood of consent can be predicted using readily available variables. This allows prospective 
identification of Grade IV ODCs, which carry low but potentially modifiable likelihood of consent. Involving 
donation specialists was associated with more consents for organ donation when applied retrospectively to 
Australian audit data. 
 
 

Informed Consent for Blood Transfusion: Physicians' Perceptive at a Tertiary Healthcare Hospital 
Original Article 
EI Obi, C Diete-spiff, KE Belema 
Western Journal of Medical & Biomedical Sciences, 30 November 2020; 1(2) 
Abstract 
Blood transfusion have the potential to save lives and frequently provide considerable benefits, but it has 
associated risks. Notwithstanding, the process of obtaining permission for blood transfusion may not be done 
satisfactorily. The study was carried out to evaluate physicians' opinion, attitude and practice of the 
transfusion consent process at Federal Medical Centre, Yenagoa, Bayelsa State, Nigeria. Physicians from 
distinct departments were beckoned to fill out an unidentified questionnaire on transfusion consent. A total 
of 141 physicians replied to the study. More than 90% of the participants acknowledged the significance of 
the transfusion consent process. An aggregate of 123 (87.2) participants had prescribed blood, out of which 
119 (84) obtained informed consent before blood transfusion.  The advantages and hazards of blood 
transfusion was interpreted routinely by 108(90.8) and 81(68.1) of the study participants, respectively. 
Contrarily, a lower proportion of the participants 56(47.1) explained the available options to blood 
transfusion. The likelihood to decline consent after receiving education on blood transfusion was the most 
identified limitations to the practice of informed consent in transfusion at the studied institution. This study 
demonstrates decisive perspective of the evaluated physicians on the value of transfusion consent. 
Nonetheless, strategies should be set up to ensure that options to blood transfusion are included 
systematically in the transfusion consent process. 
 
 

In Vitro Fertilization Informed Consent: Revisited, Empirically 
Ilona Voskoboynikov-Ugortsev, Yaakov Rosenfeld, Lital Keinan Boker  
The Israel Medical Association journal, November 2020; 11(22) pp 681-683 
Open Access 
Abstract 
Background 
A thorough informed consent (IC) process is required before in vitro fertilization (IVF) treatments can begin 
because these treatments are by and large elective and they have expectable and preventable complications, 
such as ovarian hyper-stimulation syndrome and multi-fetal pregnancies. 
Objectives 

https://wjmbs.com.ng/index.php/wjmbs/article/view/18
https://pubmed.ncbi.nlm.nih.gov/33249787/
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To empirically examine whether patient knowledge and understanding of potential hazards associated with 
IVF treatment are better after the IC process compared to before. The authors hypothesized that patients' 
better understanding of potential complications would be translated and expressed as rational choices of 
treatment alternatives. 
Methods  
Responses of 48 IVF patients after IC process (study group) from two IVF units in northern Israel were 
compared to those of 46 patients before IVF (control group). Only women undergoing IVF for first time who 
were older than 18 years of age were eligible for the study. 
Results 
Socio-demographic parameters were found to be quite similar between the study group and the control 
group. Contrary to our expectations, in the study group 12 women (25.5%) considered delivery of a single 
baby as their optimal result, compared to 15 (32.6%) in the control group. Furthermore, preferences shifted 
toward triplets: eight patients (17%) after IC considered this option as their best result, compared to only five 
patients (11%) before IC. 
Conclusions 
IC process goals are not achieved under current practices, at least as far as IVF treatment are concerned. New 
tools and incentives should be implemented to meet the requirements dictated by the laws regarding patient 
rights. 
 
 

Consent to treatment 
Mary E. O’Hara 
Journal of the European Wound Management, 2020; 21(1) 
Open Access 
Abstract 
Patients’ valid consent to treatment must be gathered prior to providing treatment to ensure the protection 
of a person’s rights. This article discusses the key components of a valid consent to treatment, as well as 
different forms of consent. Two case scenarios also consider pertinent consent issues related to wound care 
provision. Using a human-rights-based approach, the Fairness, Respect, Equality, Dignity and Autonomy 
(FREDA) principles, linked to the Convention of the Rights of People with Disabilities (2006), provide a useful 
guiding framework and resource for clinical decision-making. 
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Consent Through the Lens of Semantics: State of the Art Survey and Best Practices 
Anelia Kurteva, Tekraj Chhetri, Harshvardhan J. Pandit, Anna Fensel  
Semantic Webb, 11 December 2020 
Open Access  
Abstract 
The acceptance of the GDPR legislation in 2018 started a new technological shift towards achieving 
transparency. GDPR put focus on the concept of informed consent applicable for data processing, which led 
to an increase of the responsibilities regarding data sharing for both end users and companies. This paper 
presents a literature survey of existing solutions that use semantic technology for implementing consent. The 
main focus is on ontologies, how they are used for consent representation and for consent management in 
combination with other technologies such as blockchain. We also focus on visualisation solutions aimed at 
improving individuals’ consent comprehension. Finally, based on the overviewed state of the art we propose 
best practices for consent implementation. 

https://ewma.org/fileadmin/user_upload/EWMA.org/EWMA_Journal/Articles_latest_issue/November_2020/10.35279jewma202011.05.pdf
http://www.semantic-web-journal.net/system/files/swj2632.pdf
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A Blockchain-Based Consent Platform for Active Assisted Living: Modeling Study and Conceptual 
Framework 
Original Paper 
Journal of Medical Internet Research, 4 December 2020; 22(12) 
Pedro Elkind Velmovitsky, Pedro Augusto Da Silva E Souza Miranda, Hélène Vaillancourt, Tania Donovska, 
Jennifer Teague, Plinio Pelegrini Morita  
Open Access 
Abstract 
Background  
Recent advancements in active assisted living (AAL) technologies allow older adults to age well in place. 
However, sensing technologies increase the complexity of data collection points, making it difficult for users 
to consent to data collection. One possible solution for improving transparency in the consent management 
process is the use of blockchain, an immutable and timestamped ledger. 
Objective 
This study aims to provide a conceptual framework based on technology aimed at mitigating trust issues in 
the consent management process. 
Methods 
The consent management process was modeled using established methodologies to obtain a mapping of 
trust issues. This mapping was then used to develop a conceptual framework based on previous monitoring 
and surveillance architectures for connected devices. 
Results 
In this paper, we present a model that maps trust issues in the informed consent process; a conceptual 
framework capable of providing all the necessary underlining technologies, components, and functionalities 
required to develop applications capable of managing the process of informed consent for AAL, powered by 
blockchain technology to ensure transparency; and a diagram showing an instantiation of the framework 
with entities comprising the participants in the blockchain network, suggesting possible technologies that can 
be used. 
Conclusions 
Our conceptual framework provides all the components and technologies that are required to enhance the 
informed consent process. Blockchain technology can help overcome several privacy challenges and mitigate 
trust issues that are currently present in the consent management process of data collection involving AAL 
technologies. 
 
 

Living Donors and the Issue of "Informed Consent" 
Susan E Lederer 
Hastings Center Report, November 2020; 50(6) pp 8-9 
Abstract 
This essay considers the issue of informed consent as it arose in the context of 1960s living kidney donors. In 
one of the earliest empirical inquiries into informed consent, psychiatrists Carl H. Fellner and John R. 
Marshall interviewed donors about their decision-making process and their experience and reflections on 
donorship. In their much-cited 1970 paper, the physicians reported that living donors, rather than reaching a 
reasoned, intellectual, and unemotional decision about donating a kidney (as stipulated in the Ethical 
Guidelines for Organ Transplantation issued by the American Medical Association's Judicial Council), instead 
made instantaneous and "irrational" decisions about participation. Fellner and Marshall's studies contributed 
to the public debate and professional discussion about the moral and ethical dimensions of donorship, even 
as they challenged the developing consensus on informed consent. 
 
 

https://www.jmir.org/2020/12/e20832/
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https://pubmed.ncbi.nlm.nih.gov/33315257/
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Consent to Data Linkage in LSAC 
Dinusha Bandara, Michelle Silbert, Galina Daraganova 
International Journal of Population Data Service, November 2020 
Abstract 
Introduction 
   Linking the existing longitudinal data assets with administrative datasets provide the opportunity to 
transform longitudinal data into valuable assets to inform research and policy development. 
Objectives and Approach 
   This paper will focus on Growing Up in Australia: The Longitudinal Study of Australian Children (LSAC) data 
linkage landscape and consents which are invaluable for the development of evidence-based health-social-
economic policies. 
Results 
    LSAC is Australia’s first nationally-representative longitudinal study of child development. Since 2004, two 
cohorts of 5,000 children and their parents have been interviewed every two years (B (baby) cohort and K 
(kindergarten) cohort). Over the years, multiple data linkage has been undertaken based on either parental 
consent or study child consent. 
    In 2004 parents were asked to consent on behalf of the study child to link Medicare Benefits Schedule 
(MBS), Pharmaceutical Benefits Scheme (PBS)/Repatriation Pharmaceutical Benefits Scheme (RPBS) and 
Australian Childhood Immunisation Register (ACIR) administrative data to LSAC. The consent rate was 93% 
was for MBS, PBS and ACIR. Nearly 90% of B cohort parents provided consent to link Australian Early 
Development Census (AEDC)/National Assessment Program – Literacy and Numeracy (NAPLAN) and 95.4% of 
K cohort parents provided consent to link NAPLAN. 
    Then ten years later, children in the K cohort were asked to consent to MBS/PBS and income-support 
administrative data. The rates were 86.6% for MBS, 85.4% for PBS and 81.2% for income-support 
administrative data. Parental consent to link their MBS, PBS and income-support administrative data was also 
sought and these rates varied between 60% to 88%. 
Conclusion/Implications 
   The discussion will focus on differences in consent rates by time of consent, consenting individual and type 
of administrative data to be linked. Challenges and considerations that researches should be aware of when 
designing the linkage consent methodology will also be discussed. 
 
 

Informed consent for patient data processing in electronic health records 
M M H Jayasekara 
Primary Health Care, 2020; 10(5) 
Abstract 
Objective 
To report the results of a systematic review of national Health policies of different countries in relation to 
patient consent in patient data processing in electronic health records 
Method 
Health policies of 19 (14.07%) countries are reviewed with regard to patient consent, from a total of 135 
countries that are indexed in the World Health Organization Directory of eHealth Policies. 68 (50.37%) 
policies were excluded based on language and 67 policies in English were selected for further consideration. 
These 67 (49.62%) policies were further evaluated resulting in exclusion of 43 (31.85%) policies due to 
policies being outdated and 5 (3.70%) due to broken links. Finally, a total of 19 (14.07%) countries were 
selected for the review. 
Results 
57.89% out of 19 countries require patients’ informed consent to store patient data, 26.32% allow selective 
storage of patient data as defined by the patient, 89.47% require patients’ informed consent when sharing or 
transferring or accessing patient data, 68.42% of the countries allow patients access their own EHR, 73.68% 

https://ijpds.org/article/view/1479
https://www.iomcworld.org/abstract/informed-consent-for-patient-data-processing-in-electronic-health-records-58584.html
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facilitate correction/modification in EHR, and 26.32% facilitate deletion of patient records. 89.47% of 
countries highlight mechanisms to assure privacy and security of EHR. 
Conclusion  
Policymakers’ emphasis on various ethical concerns raised by EHRs has been increased highlighting patient 
rights related to eHealth as well as the requirement for compliance to different standards and regulations. 
eHealth policies must address requiring patients’ informed consent in processing of patient data whereas 
patients have the ability to grant or withhold consent to different processing operations related to their EHR. 
Furthermore, facilitating patients with access to their own records, facilitating patients with modification, 
correction and deletion of EHR are widely discussed topics. 
 

 
#  #  #  # 

 

 

Informed Consent: A Monthly Review is an open access publication, subject to the terms of the Creative Commons Attribution License 
(http://creativecommons.org/licenses/by-nc/3.0/). Copyright is retained by the ge2p2 global foundation.  
 

 

   #  #  #  #  

http://creativecommons.org/licenses/by-nc/3.0/

	Informed Consent: A Monthly Review
	January 2021
	Informed Consent: A Monthly Review is a service of the Center for Informed Consent Integrity, a program of the GE2P2 Global Foundation. The Foundation is solely responsible for its content. Comments and suggestions should be directed to:

