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GENOMIC MEDICINE/GENE EDITING 
 

Do patients and research subjects have a right to receive their genomic raw data? An ethical and 
legal analysis 
Research Article 
Christoph Schickhardt, Henrike Fleischer & Eva C. Winkler  
BMC Medical Ethics volume, 16 January 2020; 21(7) 
Open Access 
Abstract 
Background 
As Next Generation Sequencing technologies are increasingly implemented in biomedical research and 
(translational) care, the number of study participants and patients who ask for release of their genomic raw 
data is set to increase. This raises the question whether research participants and patients have a legal and 
moral right to receive their genomic raw data and, if so, how this right should be implemented into practice. 
Methods 
In a first step we clarify some central concepts such as “raw data”; in a second step we sketch the 
international legal framework. The third step provides an extensive ethical analysis which comprehends two 
parts: an evaluation of whether there is a prima facie moral right to receive one’s raw data, and a 
contextualization and discussion of the right in light of potentially conflicting interests and rights of the data 
subject herself and third parties; in a last fourth step we emphasize the main practical consequences of the 
ethical analyses and propose recommendations for the release of raw data. 
Results 
In several legislations like the new European General Data Protection Regulation, patients do in principle 
have the right to receive their raw data. However, the procedural implementation of this right and whether it 
involves genetic counselling is at the discretion of the Member States. Even more questions remain with 
respect to the research context. The ethical analysis suggests that patients and research subjects have a 
moral right to receive their genomic raw data and addresses aspects which are also of relevance for the legal 
discussion such as the costs of release of raw data and its impact on academic freedom. 
Conclusion 
Taking into account the specific nature and implications of genomic raw data and the contexts of research 
and health care, several concerns and potentially conflicting interests of the data subjects themselves and 
involved researchers, physicians, biomedical institutions and relatives arise. Instead of using them to argue in 
favor of restrictions of the data subjects’ legal and moral right to genomic raw data, the concerns should be 
addressed through provision of information and other measures. To this end, we propose relevant 
recommendations. 
 
 

Exploring broad consent in the context of the 100,000 Genomes Project: a mixed methods study 
Lisa M. Ballard, Rachel H. Horton, Sandi Dheensa, Angela Fenwick & Anneke M. Lucassen  
European Journal of Human Genetics, 9 January 2020 
Abstract 
The 100,000 Genomes Project (100kGP)—a hybrid clinical-research initiative—was set up to analyse whole-
genome sequences (WGS) from patients living with a rare disease or cancer. The project positioned 
participant consent as being of central importance, but consent in the context of genomic testing raises 
challenging issues. In this mixed method study, we surveyed 1337 100kGP participants regarding their 
experiences of taking part in the project and conducted in-depth interviews with 24 survey respondents to 
explore these findings further. Survey responses were analysed using descriptive statistics and interview data 
were analysed thematically. The consent approach of the 100kGP resulted in a proportion of our study’s 

https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-020-0446-y
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-020-0446-y
https://www.nature.com/articles/s41431-019-0570-7
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participants not understanding the complexities of the project and what types of results they might receive; 
for example, 20% of participants who we surveyed from the cancer arm did not recall what decisions they 
had made regarding additional findings. It is not surprising that a project such as this, with such diverse aims 
and participant groups, would throw up at least some challenges. However, participants reported being 
satisfied with their experience of the project to date. Our study highlights that in the context of consent for 
more complex endeavours, such as the 100kGP, it is important to assess (and document) an agreement to 
take part, but complicated decisions about what and when to communicate may need revisiting over time in 
response to changing contexts. We discuss the implications of our findings with reference to participants of 
the 100kGP and the newly formed NHS Genomic Medicine Service. 
 
 

Broad consent under the GDPR: an optimistic perspective on a bright future 
Research 
Dara Hallinan 
Life Sciences, Society and Policy, 6 January 2020; 16(1) 
Open Access 
Abstract 
Broad consent – the act of gaining one consent for multiple potential future research projects – sits at the 
core of much current genomic research practice. Since the 25th May 2018, the General Data Protection 
Regulation (GDPR) has applied as valid law concerning genomic research in the EU and now occupies a 
dominant position in the legal landscape. Yet, the position of the GDPR concerning broad consent has 
recently been cause for concern in the genomic research community. Whilst the text of the GDPR apparently 
supports the practice, recent jurisprudence contains language which is decidedly less positive. This article 
takes an in-depth look at the situation concerning broad consent under the GDPR and – despite the 
understandable concern flowing from recent jurisprudence – offers a positive outlook. This positive outlook 
is argued from three perspectives, each of which is significant in defining the current, and ongoing, legitimacy 
and utility of broad consent under the GDPR: the principled, the legal technical, and the practical. 

Editor’s note: This article also appears under RIGHTS/LEGAL/LEGISLATIVE 
 
 

The Consent Form in the Chinese CRISPR Study: In Search of Ethical Gene Editing 
Guest Editorial  
David Shaw  
Journal of Bioethical Inquiry, 3 January 2020  
Open Access 
Abstract 
This editorial provides an ethical analysis of the consent materials and other documents relating to the 
recent creation and birth of twin girls who had their genes edited using CRISPR-cas9 in a controversial 
Chinese research study. It also examines the “draft ethical principles” published by the leader of the research 
study. The results of the analysis further intensify serious ethical concerns about the conduct of this study. 
  
:::::: 
:::::: 
 

BIOMEDICAL RESEARCH 
 
Would you like to participate in this trial? The practice of informed consent in intrapartum 
research in the last 30 years 
Research Article 
Mariana Widmer, Mercedes Bonet, Ana Pilar Betrán 
PLOS One, 24 January 2020 

https://link.springer.com/article/10.1186/s40504-019-0096-3
https://link.springer.com/content/pdf/10.1007/s11673-019-09953-x.pdf
https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0228063
https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0228063
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Open Access 
Abstract 
Background 
Informed consent is the cornerstone of the ethical conduct and protection of the rights and wellbeing of 
participants in clinical research. Therefore, it is important to identify the most appropriate moments for the 
participants to be informed and to give consent, so that they are able to make a responsible and autonomous 
decision. However, the optimal timing of consent in clinical research during the intrapartum period remains 
controversial, and currently, there is no clear guidance. 
Objective 
We aimed to describe practices of informed consent in intrapartum care clinical research in the last three 
decades, as reported in uterotonics for postpartum haemorrhage prevention trials. 
Methods 
This is a secondary analysis of the studies included in the Cochrane review entitled “Uterotonic agents for 
preventing postpartum haemorrhage: a network meta-analysis” published in 2018. All the reports included in 
the Cochrane network meta-analysis were eligible for inclusion in this analysis, except for those reported in 
languages other than English, French or Spanish. We extracted and synthesized data on the time each of the 
components of the informed consent process occurred. 
Results 
We assessed data from 192 studies, out of 196 studies included in the Cochrane review. The majority of 
studies (59.9%, 115 studies) reported that women were informed about the study, without specifying the 
timing. When reported, most studies informed women at admission to the facility for childbirth. Most of the 
studies reported that consent was sought, but only 59.9% reported the timing, which in most of the cases, 
was at admission for childbirth. Among these, 32 studies obtained consent in the active phase of labour, 17 in 
the latent phase and in 10 studies the labour status was unknown. Women were consented antenatally in 6 
studies and in 8 studies the consent was obtained indistinctly during antenatal care or at admission. Most of 
the studies did not specified who was the person who sought the informed consent. 
Conclusion 
Practices of informed consent in trials on use of uterotonics for prevention of postpartum haemorrhage 
showed variability and substandard reporting. Informed consent sought at admission for childbirth was the 
most frequent approach implemented in these trials. 
 
 

Assessing for Quality Informed Consent With Subjects Enrolling in Clinical Research  
Case 
Laura R. Holtz 
SAGE Research Methods Cases: Medicine and Health, 2020 
Abstract 
Research subjects are asked to participate in the informed consent process before participating in research. 
The elements and regulatory requirements of informed consent are well documented. However, there is less 
known about the quality of informed consent discussions that are occurring with potential subjects. There is 
evidence that these discussions may be lacking in quality to effectively meet the intended goals. Research 
professionals may need additional training, skills, and tools to help increase subject’s understanding of 
informed consent. It is necessary to identify the characteristics of quality informed consent. In addition, tools 
and strategies, such as Teach Back and Documentation of Informed Consent process, can be utilized to 
operationalize the assessment of understanding when conducting informed consent. Quality may lead to 
increased engagement and compliance with study protocols and reductions in subject withdrawals. Both 
research staff and participants will benefit with increased confidence by addressing quality in informed 
consent. 
 
 

https://methods.sagepub.com/case/assessing-quality-informed-consent-subjects-enrolling-clinical-research
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Assessing readability and comprehension of informed consent materials for medical device 
research: A survey of informed consents from FDA's Center for Devices and Radiological Health 
Fabienne Santel, Isatu Bah, Katherine Kim, Ja-An Lin, Jack McCracken, Adaeze Teme 
Contemporary Clinical Trials, October 2019; 85 
Abstract 
Legally effective informed consent has been a long-standing requirement for FDA-regulated clinical studies. 
However, informed consent forms (ICFs) are often thought to be too long, too complex, and too difficult for 
participants to understand. In this article, investigators from the FDAs Center for Devices and Radiological 
Health (CDRH) surveyed 399 ICFs from approved investigational device exemption (IDE) applications for fiscal 
years 2015 and 2016 to evaluate the readability of ICFs. 
    The investigators collected data from the ICFs, using variables related to structure, readability, and 
comprehension. 
    The investigators found that the mean grade-reading levels of the ICFs ranged from 10th grade to college 
level (Table 2), higher than the recommended 6th to 8th grade level, when measured by major readability 
evaluation tools (the SMOG readability grade level formula, the Flesch-Kincaid Index Grade Level Readability 
Formula, the Flesch Reading Ease test, and the Dale-Chall readability formula). 
    Overall, the ICFs and informed consent (IC) processes, as described in the IDE application, lacked 
components that enhanced participants' comprehension, such as short sentences (e.g., no more than 8 to 10 
to words) and the use of pictures, tables, and diagrams. 
    CDRH investigators believe that information about ICFs' readability, comprehension, and structure will help 
support current and future efforts to improve the IC process. The intent of the article is to demonstrate that 
improvements are needed in the IC process and to encourage clinical trial stakeholders to consider 
implementing those approaches that optimize patient comprehension in the development of their IC 
processes. 
 
 

Electronic Informed Consent in Clinical Research 
White Paper  
Medidata, 2019 
Open Access 
Executive Summary  
Medidata is conducting a study to understand the regulatory positions, adoption and the variability regarding 
electronic informed consent (eConsent) around the world. This exercise has come about due to the extensive 
number of regulatory relevant inquiries Medidata gets from sponsors and organizations managing trials in 
research. The life science industry is keen to have the option to leverage electronic means for consenting trial 
participants but are uncertain of the regulatory positions on the topic. The only way to seek clarity on this 
topic was to directly engage with relevant authorities.  
    The study initially focused on the countries in the European geographic region but has evolved to other 
regions including Asia Pacific and the Americas. The study prioritized countries where there was an aspiration 
to utilize electronic informed consent by organizations running clinical trials…  
 
:::::: 
:::::: 

 
SOCIAL SCIENCE RESEARCH 
 

Ethics and access when consent must come first [BOOK CHAPTER] 
Hugh Busher, Alison Fox 
Implementing Ethics in Educational Ethnography 
Taylor & Francis, 2019; Chapter 4 
Open Access 

https://www.sciencedirect.com/science/article/pii/S1551714419305464?utm_campaign=STMJ_75273_AUTH_SERV_PPUB&utm_medium=email&utm_dgroup=Email1Publishing&utm_acid=-800635260&SIS_ID=-1&dgcid=STMJ_75273_AUTH_SERV_PPUB&CMX_ID=&utm_in=DM593500&utm_source=AC_30#!
https://www.sciencedirect.com/science/article/pii/S1551714419305464?utm_campaign=STMJ_75273_AUTH_SERV_PPUB&utm_medium=email&utm_dgroup=Email1Publishing&utm_acid=-800635260&SIS_ID=-1&dgcid=STMJ_75273_AUTH_SERV_PPUB&CMX_ID=&utm_in=DM593500&utm_source=AC_30#!
http://gate250.com/rk/Medidata-Electronic-Informed-Consent-White-Paperfinal.pdf?ec=ZGF2aWQuci5jdXJyeUBjZW50ZXJmb3J2YWNjaW5lZXRoaWNzYW5kcG9saWN5Lm9yZw==&l=Q2xpY2stVGhydSBDSEktRURDLVdQMS0yMDE5KG1lZGlkYXRhLXdoaXRlcGFwZXItMi1ub3ZlbWJlci0yMDE5KQ==&utm_medium=email&utm_source=dms
/Users/paigefitzsimmons/Downloads/1006520.pdf
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Abstract  
Formalised procedures to obtain and document informed consent from research participants are at the heart 
of the shift from informal to formalised research ethics. Critiques claim that the requirements to obtain 
consent from all potential participants before the onset of a study will make it impossible to do ethnographic 
research and participant observation in institutional settings such as schools. Drawing on experiences from 
an ethnographic research project in secondary schools in Norway, the aim of this chapter is to discuss the 
ethical considerations and, embedded in these, the methodological and analytical challenges involved in 
doing participant observation in schools where not all pupils and parents have consented to participation in 
the research. The chapter suggests possible ways forward for tackling these challenges for ethnographic 
researchers working in schools. 
 
:::::: 
:::::: 
 

TECHNOLOGY/OTHER MEDIATION  
 

A ResearchKit app to deliver paediatric electronic consent: Protocol of an observational study in 
adolescents with arthritis 
Research Paper 
Chitra Lalloo, Quynh Pham, Joseph Cafazzo, Elizabeth Stephenson, Jennifer Stinson 
Contemporary Clinical Trials Communications, 14 January 2020 
Open Access 
Abstract 
ResearchKit is an open-source software framework designed to streamline the process of screening and 
consenting participants into research studies. By digitizing traditionally analog processes, ResearchKit has 
potential to increase the reach, efficiency, and scalability of mobile health (mHealth) research. The model has 
been successfully applied in adult settings. However, to our knowledge, no group has sought to adapt 
ResearchKit for a pediatric research environment in Canada. The potential benefits for building paediatric 
mHealth apps compatible with remote eConsent are numerous: (1) access to studies can be broadened from 
small groups of children and families who live in close proximity to research sites to whole populations across 
geographical boundaries, (2) increased convenience for study participants because they can complete 
consent on their smartphone from their home, rather than in person or on paper, and (3) large-scale study 
enrollment can be conducted with fewer resources than traditional face-to-face methods. We describe the 
rationale and design of a proof-of-concept observational study focused on implementing remote eConsent in 
a Canadian pediatric population. A community-based sample of adolescents with arthritis will be remotely 
onboarded to use the iCanCope pain self-management app for 8-weeks. Outcomes will focus on: (1) fidelity 
and acceptability of the eConsent process, (2) fidelity of the iCanCope app in terms of engagement and 
acceptability, (3) participant study experience including level of perceived support and acceptability of study 
tasks, and (4) clinical outcomes related to use of the iCanCope app over an 8-week period. 
 
:::::: 
:::::: 
 

BIOBANKING 
 

Modeling Clinical Processes to Consent Research Donors of Remnant Biospecimens in an 
Outpatient Cardiology Clinic 
Stephanie E. Soares, Nicholas R. Anderson, Leslie J. Solis, Javier E. López 
Biopreservation and Biobanking, 26 December 2019 
Abstract 
Introduction 

https://www.sciencedirect.com/science/article/pii/S2451865420300090#!
https://www.sciencedirect.com/science/article/pii/S2451865420300090#!
https://www.liebertpub.com/doi/full/10.1089/bio.2019.0023
https://www.liebertpub.com/doi/full/10.1089/bio.2019.0023
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Informed consent for research biospecimen donations is traditionally obtained through a face-to-face 
interaction with research staff and by signing an Institutional Review Board (IRB)-approved printed form. 
Electronic signatures (eSign) are routinely used in the electronic medical record (EMR) for the consenting of 
clinical services after patients review printed documentation. Our goal was to develop an electronic self-
consenting workflow that mimicked clinical services. Specifically, we tested a research consent process for 
the biobanking of remnant clinical samples that relies solely on clinical resources in a busy outpatient 
practice. 
Materials and Methods 
The Biorepositories Core Resource (BCR) unit initiated a new enterprise-wide biobanking infrastructure for 
consenting patients, termed Biospecimen Use for Research-Related Investigations and Translational 
Objectives (BURRITO). BURRITO is modeled after an established clinical process called Terms and Conditions 
of Service (TACOS). The TACOS requires patients to annually review printed documentation and self-consent 
electronically for clinical services. BURRITO also requires patients to review printed documentation and self-
consent with eSign to opt-in for remnant biospecimen banking, but patients must complete this process only 
once. We captured eSign for consents directly into the EMR without research staff. 
Results 
Patients reviewed the IRB-approved documents and self-consented during their cardiology clinic visit. At 
checkout, their participation preferences were electronically documented by clinic staff. During a 6-month 
period, 123 patients agreed to donate. After a review of process, a second 3-month period identified 202 
patients agreeing to donate. BURRITO did not require face-to-face interactions with research staff, used a 
“no-paper” eSign for consent, and created discrete fields in the clinical EMR of the patient's preference. 
Conclusions 
BURRITO electronically documents informed consent using an EMR functionality and the least amount of 
clinical and research resources. Our results show promise for developing institutionally adopted processes, 
which could leverage existing clinical workflows for universal research consenting and scalability. 
 
:::::: 
:::::: 
 

COGNITIVE CHALLENGES  
 

An end to coercion: rights and decision-making in mental health care 
Policy & Practice 
Kanna Sugiura, Faraaz Mahomed, Shekhar Saxena, Vikram Patel 
Bulletin of the World Health Organization, January 2020; 98(1)  
Article 
The United Nations Convention on the Rights of Persons with Disabilities requires a paradigm shift from a 
medical model of disability to a social model that emphasizes overcoming the barriers to equality created by 
attitudes, laws, government policies and the social, economic and political environment. The approach 
adopted by the social model recognizes that people with psychosocial disabilities have the same right to take 
decisions and make choices as other people, particularly regarding treatment, and have the right to equal 
recognition before the law. Consequently, direct or supported decision-making should be the norm and there 
should be no substitute decision-making. Although recent mental health laws in some countries have 
attempted to realize a rights-based approach to decision-making by reducing coercion, implementing 
the Convention on the Rights of Persons with Disabilities can be challenging because it requires continuous 
refinement and the development of alternatives to coercion. This article reviews the impact historical trends 
and current mental health frameworks have had on the rights affected by the practice of involuntary 
treatment and describes some legal and organizational initiatives that have been undertaken to promote 
noncoercive services and supported decision-making. The evidence and examples presented could provide 
the foundation for developing a context-appropriate approach to implementing supported decision-making 
in mental health care. 

https://www.who.int/bulletin/volumes/98/1/19-234906-ab/en/
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Conducting a Randomized Controlled Trial in Care Homes: The Challenges of Recruiting Residents 
Who Lack Capacity to Consent  
Case 
Victoria Shepherd, Jane Davies 
SAGE Research Methods Cases: Medicine and Health, 2020 
Abstract 
Older people living in care homes (long-term care facilities) are at high risk of developing infections due to 
weakened immunity, close proximity living, and other multiple illnesses. As a result, care home residents are 
prescribed far more antibiotics than the general population. Probiotics are friendly live bacteria that may give 
health benefits by improving the immune system of care home residents and reducing the spread of harmful 
bacteria. We conducted a randomized controlled trial to investigate whether a probiotic supplement could 
reduce the number of infections in care home residents, reduce antibiotic use in this vulnerable group, and 
so help curb antibiotic resistance. Conducting clinical trials in care homes can be challenging, in part because 
a high proportion of residents have conditions such as dementia that may affect their ability to provide 
informed consent to take part. When someone lacks capacity to provide consent for themselves, alternative 
processes are followed to ensure that the research is conducted ethically. This case study provides an 
account of the challenges of conducting a randomized controlled trial in care homes, focusing on the 
recruitment of residents who lack capacity to consent, and strategies we employed to ensure their 
appropriate inclusion in the trial. 
 
 

Informed Consent for the Human Research Subject with a Neurologic Disorder  
Neil H. Vaishnav, Winston Chiong 
Seminars in Neurology, 2018; 38 pp. 539-547 
Open Access 
Abstract 
The doctrine of informed consent sits at the intersection of law, ethics, and neuroscience, posing unique 
challenges for human subject research involving neurological patients. These challenges are compounded by 
the variegated nature of both neurological injury and the law governing research consent. This article 
provides a framework for investigators likely to encounter subjects with some degree of neurological 
impairment, whose capacity to consent requires scrupulous assessment prior to enrollment in research trials. 
We consider several researches and disease contexts— from emergency epilepsy research to long-term 
dementia research—and clarify the ethical and legal principles governing consent for participation in each. 
We additionally explore empirical research on consent capacity and survey several areas of emerging ethical 
import that will require the attention of investigators in decades to come. 

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

YOUNG PERSONS 
 

The challenges of making informed decisions about treatment and trial participation following a 
cancer diagnosis: a qualitative study involving adolescents and young adults with cancer and their 
caregivers 
Research Article 
Ruth I. Hart, David A. Cameron, Fiona J. Cowie, Jeni Harden, Nicholas B. Heaney, David Rankin, Angela B. 
Jesudason, Julia Lawton 
BMC Health Services Research, 8 January 2020; 20(25) 

https://methods.sagepub.com/case/controlled-trial-care-homes-challenges-residents-lack-capacity-consent
https://methods.sagepub.com/case/controlled-trial-care-homes-challenges-residents-lack-capacity-consent
https://methods.sagepub.com/case/controlled-trial-care-homes-challenges-residents-lack-capacity-consent
https://escholarship.org/content/qt7818g352/qt7818g352.pdf
https://link.springer.com/article/10.1186/s12913-019-4851-1
https://link.springer.com/article/10.1186/s12913-019-4851-1
https://link.springer.com/article/10.1186/s12913-019-4851-1
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Open Access 
Abstract 
Background 
Limited attention has been paid to adolescents and young adults’ (AYA's) experiences in the aftermath of a 
cancer diagnosis, despite this being a time when potentially life-changing decisions are made. We explored 
AYA’s and caregivers’ experiences of, and views about, making treatment and trial participation decisions 
following a cancer diagnosis, in order to understand, and help facilitate, informed treatment decision-making 
in this age group. 
Methods 
Interviews were undertaken with 18 AYA diagnosed, or re-diagnosed, with cancer when aged 16–24 years, 
and 15 parents/caregivers. Analysis focused on the identification and description of explanatory themes. 
Results 
Most AYA described being extremely unwell by the time of diagnosis and, consequently, experiencing 
difficulties processing the news. Distress and acceleration in clinical activity following diagnosis could further 
impede the absorption of treatment-relevant information. After referral to a specialist cancer unit, many AYA 
described quickly transitioning to a calm and pragmatic mind-set, and wanting to commence treatment at 
the earliest opportunity. Most reported seeing information about short-term side-effects of treatment as 
having limited relevance to their recovery-focused outlook at that time. AYA seldom indicated wanting to 
make choices about front-line treatment, with most preferring to defer decisions to health professionals. 
Even when charged with decisions about trial participation, AYA reported welcoming a strong health 
professional steer. Parents/caregivers attempted to compensate for AYA’s limited engagement with 
treatment-relevant information. However, in seeking to ensure AYA received the best treatment, these 
individuals had conflicting priorities and information needs. 
Conclusion 
Our study highlights the challenging context in which AYA are confronted with decisions about front-line 
treatment, and reveals how their responses make it hard to ensure their decisions are fully informed. It raises 
questions about the direct value, to AYA, of approaches that aim to promote decision-making by improving 
understanding and recall of information, though such approaches may be of value to caregivers. In seeking to 
improve information-giving and involvement in treatment-related decision-making at diagnosis, care should 
be taken not to delegitimize the preference of many AYA for a directive approach from trusted clinicians. 
 
:::::: 
:::::: 
 

RIGHTS/LEGAL/LEGISLATIVE 
 

Consent for babies born following surrogate pregnancies 
Short Report 
Heather Sharon Hodgson, Abigail Nye, Fiona Finlay 
Diseases in Childhood, 14 January 2020 
Abstract 
Surrogate pregnancies are becoming more common, but the law governing who can give consent following 
surrogate births is complex. Parental responsibility (PR) may be held by a variety of individuals, depending on 
the specific circumstances. 
    We conducted a survey of paediatric medical staff within Health Education South West to establish 
knowledge regarding consent for a baby before a parental or adoption order is obtained. Our results showed 
that 19% of the 47 respondents answered all scenarios correctly. 43% of respondents knew that the 
surrogate mother had PR in all scenarios; however, 13% incorrectly assumed that either intended parent 
always had PR. Knowledge of other individuals who could provide consent in the scenarios was variable. 

https://adc.bmj.com/content/early/2020/01/14/archdischild-2019-318172
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    Our survey revealed poor understanding regarding medicolegal aspects of consent in these complex 
situations, emphasising the need for more specific published guidance for primary and secondary healthcare 
professionals encountering these babies in the early postnatal period. 
 
 

Broad consent under the GDPR: an optimistic perspective on a bright future 
Research 
Dara Hallinan 
Life Sciences, Society and Policy, 6 January 2020; 16(1) 
Open Access 
Abstract 
Broad consent – the act of gaining one consent for multiple potential future research projects – sits at the 
core of much current genomic research practice. Since the 25th May 2018, the General Data Protection 
Regulation (GDPR) has applied as valid law concerning genomic research in the EU and now occupies a 
dominant position in the legal landscape. Yet, the position of the GDPR concerning broad consent has 
recently been cause for concern in the genomic research community. Whilst the text of the GDPR apparently 
supports the practice, recent jurisprudence contains language which is decidedly less positive. This article 
takes an in-depth look at the situation concerning broad consent under the GDPR and – despite the 
understandable concern flowing from recent jurisprudence – offers a positive outlook. This positive outlook 
is argued from three perspectives, each of which is significant in defining the current, and ongoing, legitimacy 
and utility of broad consent under the GDPR: the principled, the legal technical, and the practical. 

Editor’s note: This article also appears under GENOMIC MEDICINE/GENE EDITING 
 
 

Opt-in consent policies: potential barriers to hospital health information exchange 
Apathy NC, Holmgren AJ 
The American Journal of Managed Care, 1 January 2020; 26(1) e14-e20 
Abstract 
Objectives 
To (1) assess whether hospitals in states requiring explicit patient consent ("opt-in") for health information 
exchange (HIE) are more likely to report regulatory barriers to HIE and (2) analyze whether these policies 
correlate with hospital volume of HIE. 
Study Design 
Cross-sectional analysis of US nonfederal acute care hospitals in 2016. 
Methods 
We combined legal scholarship surveying HIE-relevant state laws with the American Hospital Association 
Annual Information Technology Supplement for regulatory barriers and hospital characteristics. Data from 
CMS reports for hospitals attesting to Meaningful Use stage 2 (MU2; renamed "Promoting Interoperability" 
in 2018) in 2016 captured hospital HIE volume. We used multivariate logistic regression and linear regression 
to estimate the association of opt-in state consent policies with reported regulatory barriers and HIE volume, 
respectively. 
Results 
Hospitals in states with opt-in consent policies were 7.8 percentage points more likely than hospitals in opt-
out states to report regulatory barriers to HIE (P = .03). In subgroup analyses, this finding held among 
hospitals that did not attest to MU2 (7.7 percentage points; P = .02). Among hospitals attesting, we did not 
find a relationship between opt-in policies and regulatory barriers (8.0 percentage points; P = .13) or 
evidence of a relationship between opt-in policies and HIE volume (β = 0.56; P = .76). 
Conclusions 
Our findings suggest that opt-in consent laws may carry greater administrative burdens compared with opt-
out policies. However, less technologically advanced hospitals may bear more of this burden. Furthermore, 
opt-in policies may not affect HIE volume for hospitals that have already achieved a degree of technological 

https://link.springer.com/article/10.1186/s40504-019-0096-3
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sophistication. Policy makers should carefully consider the incidence of administrative burdens when crafting 
laws pertaining to HIE. 
 
 

Autonomy in organ donations v family consent: a South African legislative context 
Magda Slabbert, Bonnie Venter 
De Jure Law Journal, 2019 
Open Access 
Summary 
The lack of availability of transplantable donor organs remains the main obstacle to improving organ 
donation rates on a global level. The purpose of this article is to investigate the role of family consent in the 
donation process from a legal perspective. The question is posed whether family members should be 
approached to provide consent for deceased organ donation or whether the right to self-determination of 
the deceased should be honoured. The article analyses Chapter 8 of the National Health Act 61 of 2003 to 
determine the current legal position with regard to consent in the organ donation process. It is concluded 
that due to the continued stagnant state of the availability of donor organs in South Africa, at the very least 
appropriate, valid consent should not be nullified by a relative’s objection. 
 
:::::: 
:::::: 
 

CULTURAL/COUNTRY CONTEXT 
 

Informed Consent to Vaccination: Theoretical, Legal, and Empirical Insights 
Research Article 
Dorit Rubinstein Reiss, Nili Karako-Eyal  
American Journal of Law and Medicine, 23 January 2020  
Abstract 
Informed consent matters — so does protecting people from infectious diseases. This paper examines what 
the appropriate informed consent process for vaccines should look like and how the process is 
conceptualized by law and health authorities. Drawing on the extensive theoretical and empirical literature 
on informed consent and vaccination, this article sets out what an ideal informed consent process for 
vaccination would consist of, highlighting the need for autonomous decisions. To be autonomous, decisions 
need to be based on full, accessible information and reached without coercion. We suggest that the 
information provided must address the nature of the procedure — including benefits to the child, benefits to 
society, and risks. Parents should have their concerns and misconceptions addressed. The information needs 
to be accessible and include an opportunity to ask questions. Based on this ideal model we examined in 
detail the legal framework surrounding informed consent to vaccination and the process as conceptualized 
by health authorities in two countries, Israel and the United States, to assess whether they meet the 
requirements. These two countries are similar in some of their values, for example, the importance of 
individual autonomy, and face similar problems related to vaccine hesitancy. At the same time, there are 
meaningful differences in their vaccine policies and the current structures of their informed consent 
processes, allowing for a meaningful comparison. We found neither country met our ideal informed consent 
process, and suggested improvements both to the materials and to the processes used to obtain informed 
consent. 
 
 

Effect of language and country of birth on the consent process and medical suitability of potential 
organ donors; a linked-data cohort study 2010–2015 
Karen M.J. Waller, James A. Hedley, Brenda M. Rosales, Nicole L. De La Mata, Imogen K. Thomson, John 
Walker, Patrick J. Kelly, Michael J. O'Leary, Elena Cavazzoni, Kate R. Wyburn, Angela C. Webster 

https://journals.co.za/docserver/fulltext/dejure_v52_n1_a26.pdf?expires=1580395012&id=id&accname=guest&checksum=06E5021364B1251EDAA80E121279308A
https://journals.sagepub.com/doi/10.1177/0098858819892745
https://www.sciencedirect.com/science/article/abs/pii/S0883944119316235
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Journal of Critical Care, 22 January 2020 
Abstract 
Purpose 
Australia has unmet need for transplantation. We sought to assess the impact of cultural and linguistic 
diversity (CALD) on family consent and medical suitability for organ donation. 
Method 
Cohort study of New South Wales donor referrals, 2010–2015. Logistic regression estimated effects of 
primary language other than English and birthplace outside Australia (odds ratios OR, with 95% confidence 
intervals, 95%CI). Outcomes were whether families were asked for consent to donation, provided consent for 
donation, and whether the referral was medically suitable for donation. 
Results 
Of 2977 organ donor referrals, a similar proportion of families had consent for donation was sought between 
non-English speakers and English speakers (p = .07), and between overseas-born compared to Australian-
born referrals (p = .3). However, consent was less likely to be given for both non-English speakers than 
English speakers (OR 0.44, 95%CI:0.29–0.67), and those overseas-born than Australian-born (OR 0.54, 
95%CI:0.41–0.72). For referrals both overseas-born and non-English speaking, families were both less likely 
to be asked for consent (OR 0.67; 95%CI:0.49–0.91) or give consent (OR 0.24; 95%CI0.16–0.37). There was no 
difference in medical suitability between English speakers and non-English speakers (p = .6), or between 
Australian-born and overseas-born referrals (p = .6). 
Conclusion 
Intervention to improve consent rates from CALD families may increase donation. 
 
 

There’s ‘consent’ and then there’s consent: Mobilising Māori and Indigenous research ethics to 
problematise the western biomedical model 
Research Article 
Kiri West-McGruer 
Journal of Sociology, 13 January 2020    
Abstract 
Challenging western research conventions has a strong documented history in Indigenous critical theory and 
Kaupapa Māori research discourse. This article will draw from the existing research in these fields and 
expand on some of the core critiques of the biomedical model in Māori research environments. Of interest 
are the tensions produced by an over-reliance on individual informed consent as the panacea of ethical 
research, particularly when the research concerns communities who prioritise collective autonomy. These 
tensions are further exacerbated in research environments where knowledge is commodified and issues of 
knowledge ownership are present. Continuing a critique of the informed consenting procedure, this article 
considers its role in emulating a capitalist exchange of goods and perpetuating a knowledge economy 
premised on the exploitation of Indigenous people, resources and knowledge. Finally, this article will 
consider emerging ethical concerns regarding secondary data use in an era of big data. 
 
 

Researcher and study participants’ perspectives of consent in clinical studies in four referral 
hospitals in Vietnam 
Research Article 
Jennifer Ilo Van Nuil, Thi Thanh Thuy Nguyen, Thanh Nhan Le Nguyen, Van Vinh Chau Nguyen, Mary 
Chambers, Thi Dieu Ngan Ta, Laura Merson, Thi Phuong Dung Nguyen, Minh Tu Van Hoang, Michael Parker, 
Susan Bull & Evelyne Kestelyn  
BMC Medical Ethics, 10 January 2020; 21(4)   
Open Access 
Abstract 
Background 

https://journals.sagepub.com/doi/abs/10.1177/1440783319893523
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Within the research community, it is generally accepted that consent processes for research should be 
culturally appropriate and tailored to the context, yet researchers continue to grapple with what valid 
consent means within specific stakeholder groups. In this study, we explored the consent practices and 
attitudes regarding essential information required for the consent process within hospital-based trial 
communities from four referral hospitals in Vietnam. 
Methods 
We collected surveys from and conducted semi-structured interviews with study physicians, study nurses, 
ethics committee members, and study participants and family members regarding their experiences of 
participating in research, their perspectives toward research, and their views about various elements of the 
consent process. 
Results 
In our findings, we describe three interrelated themes related to the consent process: (1) words and 
regulation; (2) reimbursement, suspicions, and joining; and (3) responsibilities. In general, stakeholders had 
highly varied perspectives of nghiên cứu (Eng.: research) and researchers used varying levels of detail 
regarding all aspects of the study in the consent process to build trust with and/or promote potential 
research participants’ choices about taking part in research. Findings additionally highlight how researchers 
felt that offering financial reimbursements in a hospital setting, where payment for services was routine, 
would be unfamiliar to participants and could raise suspicions about the research. Participants, however, 
focused their discussions on reimbursement or alternative reasons for joining the study, such as health 
related benefits or altruism. Finally, participants often relied on their physician to help them decide about 
joining a study or not. 
Conclusion 
Further research is needed to understand how researchers and participants make sense of and practice 
consent, and how that impacts participants’ decision-making about research participation. To promote valid 
consent within this context, it is important to engage with hospital-based trial communities as a whole. The 
data from this study will inform future research on consent, guide the revisions of consent related policies 
within our research sites and point to several larger issues surrounding researcher-participant expectations, 
communication, and trust. 
 
 

Informed consent procedure in a double blind randomized anthelminthic trial on Pemba Island, 
Tanzania: do pamphlet and information session increase caregivers knowledge? 
Research Article 
Marta S. Palmeirim, Amanda Ross, Brigit Obrist, Ulfat A. Mohammed, Shaali M. Ame, Said M. Ali, Jennifer 
Keiser 
BMC Medical Ethics, 6 January 2020; 21(1) 
Open Access 
Abstract 
Background 
In clinical research, obtaining informed consent from participants is an ethical and legal requirement. 
Conveying the information concerning the study can be done using multiple methods yet this step commonly 
relies exclusively on the informed consent form alone. While this is legal, it does not ensure the participant’s 
true comprehension. New effective methods of conveying consent information should be tested. In this 
study we compared the effect of different methods on the knowledge of caregivers of participants of a 
clinical trial on Pemba Island, Tanzania. 
Methods 
A total of 254 caregivers were assigned to receive (i) a pamphlet (n = 63), (ii) an oral information session 
(n = 62) or (iii) a pamphlet and an oral information session (n = 64) about the clinical trial procedures, their 
rights, benefits and potential risks. Their post-intervention knowledge was assessed using a questionnaire. 
One group of caregivers had not received any information when they were interviewed (n = 65). 
Results 

https://link.springer.com/article/10.1186/s12910-019-0441-3
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In contrast to the pamphlet, attending an information session significantly increased caregivers’ knowledge 
for some of the questions. Most of these questions were either related to the parasite (hookworm) or to the 
trial design (study procedures). 
Conclusions 
In conclusion, within our trial on Pemba Island, a pamphlet was found to not be a good form of conveying 
clinical trial information while an oral information session improved knowledge. Not all caregivers attending 
an information session responded correctly to all questions; therefore, better forms of communicating 
information need to be found to achieve a truly informed consent. 
 
 

Pre-post implementation survey of a multicomponent intervention to improve informed consent 
for caesarean section in Southern Malawi  
Original Research 
Siem Zethof, Wouter Bakker, Felix Nansongole, Kelvin Kilowe, Jos van Roosmalen, Thomas van den Akker 
BMJ Open, 6 January 2020 
Open Access 
Abstract 
Objective Surgical informed consent is essential prior to caesarean section, but potentially compromised by 
insufficient communication. We assessed the association between a multicomponent intervention and 
women’s recollection of information pertaining to informed consent for caesarean section in a low-resource 
setting, thereby contributing to respectful maternity care. 
Design  
Pre-post implementation survey, conducted from January to June 2018, surveying women prior to discharge. 
Setting  
Rural 150-bed mission hospital in Southern Malawi. 
Participants  
A total of 160 postoperative women were included: 80 preimplementation and 80 postimplementation. 
Intervention  
Based on observed deficiencies and input from local stakeholders, a multicomponent intervention was 
developed, consisting of a standardised checklist, wall poster with a six-step guide and on-the-job 
communication training for health workers. 
Primary and secondary outcome measures  
Individual components of informed consent were: indication, explanation of procedure, common 
complications, implications for future pregnancies and verbal enquiry of consent, which were compared 
preintervention and postintervention using χ2 test. Generalised linear models were used to analyse 
incompleteness scores and recollection of the informed consent process. 
Results  
The proportion of women who recollected being informed about procedure-related risks increased from 
25/80 to 47/80 (OR 3.13 (95% CI 1.64 to 6.00)). Recollection of an explanation of the procedure changed 
from 44/80 to 55/80 (OR 1.80 (0.94 to 3.44)), implications for future pregnancy from 25/80 to 47/80 (1.69 
(0.89 to 3.20)) and of consent enquiry from 67/80 to 73/80 (OR 2.02 (0.73 to 5.37)). After controlling for 
other variables, incompleteness scores postintervention were 26% lower (Exp(β)=0.74; 95% CI 0.57 to 0.96). 
Recollection of common complications increased with 0.25 complications (β=0.25; 95% CI 0.01 to 0.49). 
Recollection of the correct indication did not differ significantly. 
Conclusion  
Recollection of informed consent for caesarean section changed significantly in the postintervention group. 
Obtaining informed consent for caesarean section is one of the essential components of respectful maternity 
care. 
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Assent and consent in adolescent research: teachers’ perspectives from a developing country 
Research Article 
Mahmoud A. Alomari, Nihaya A. Al-sheyab, Omar F. Khabour, Karem H. Alzoubi 
Heliyon, January 2020; 6(1) 
Open Access 
Abstract 
Teachers play a vital role in facilitating research in schools. However, teachers' views of informed 
consent/assent for children participation in research in the Middle East have not been investigated. In this 
study, focus group interviews were conducted to understand high-school teachers' perspectives toward 
adolescent assents and consents. The teachers indicated that parent consent is important and should be 
coupled with sufficient information about the research study. The teachers added that assent is most 
important for children above 13 years old. Conversely, the teachers believed that parent approval is only 
important for invasive (such as research involves blood withdrawal) but not simple procedures. Most 
importantly, for procedures that are considered simple, part of the teachers do not acknowledge the 
significance of parental approval, such as body weight, or beneficial, such as new treatment. The results 
indicate that some of the teachers’ views were consistent with proper conduction of pediatric research. 
However, other views were worrisome and might warrant further studies and actions. Risks related need to 
be assessed and policies needs to be developed in order to ensure the proper conduction of pediatric 
research. 
 
 

Medical Informed Consent in India: Blind Leading the Blind  
Review article 
Sareen R 
Journal of Community Medicine and Health Research, 4 December 2019; 1(3)  
Open Access 
Abstract  
This work is an endeavor to enable health care workers to understand the significance of ‘consent in medical 
treatment in India’. There have been increased litigations in recent years in health care therefore it is 
prudent to respect patient autonomy and refrain from too harsh medical paternalistic attitude. The Bolam 
test has been the yard stick for determining Medical negligence and it is also relevant in terms of consent for 
medical treatment. The landmark judgment by apex court in India emphasized on role of consent, absence of 
which shall be considered as deficiency of medical services actionable under tort. As the developed nations 
move towards ‘Informed consent’ we in India have a long way to go with rampant illiteracy, poor 
socioeconomic strata and limited resources it is like a dream. The review focuses on hurdles in the informed 
consenting process as well as the mandatory bare minimum requirements in Indian Law. 
 
 

The Landscape of the Legal Aspects of Informed Consent for Medical Treatment in Papua New 
Guinea  
Alfred P. Minei, Rachelyn Ann S. Araña, Ronald R. Roldan Jr., Sam O. Kaipu 
Journal of Health Science, 2019; 7 
Open Access 
Abstract 
The major challenges militating against the proper practice of informed consent identified in our desk top 
review are related to cultural issues of the people. Many patients continue to value strongly their kinship ties 
with the past and believe in the traditional methods of healing sickness. The patients must be given some 
information about what the doctor proposes to do. The underlying spirit of informed consent is new in PNG, 
and it strives against the traditional attitudes of doctors that they know it best for the patients and the strong 
culture in customs and patients’ misconceptions that affect their perceptions in making important health 
care decisions. Majority of the patients have some notion of informed consent, however not many people 
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understand what it is. They still hang onto their traditional customs, beliefs and opinions that affect their 
health care decisions; they often look to their village elders, family and parents for advice in times of sickness 
or death in the family but where the law implies consent it is not often obtained. Summarization of current 
laws, reports of legal cases, and personal experiences were examined. Special requirements must be 
prescribed when patients are subjected to medical treatment. Documentation of a well-defined process, not 
only on paper, may not only protect the medical doctor from exposure to liability but increases the patient’s 
autonomy in decisions concerning health and encourages compliance with treatment; and advances the 
interests of both patient and doctor. Lack of informed consent can reinforce a claim of medical malpractice, 
and could well undermine relevant health care policy to protect patient autonomy.  
 
:::::: 
:::::: 

 
MEDICAL/SURGICAL  
 

The Paradox of Consent for Capacity Assessments 
Research Article 
Peter Koch  
The Journal of Law, Medicine and Ethics, 19 January 2020  
Abstract 
The use of decision-making capacity assessments (DMCA) in clinical medicine is an underdeveloped yet 
quickly growing practice. Despite the ethical and clinical importance of these assessments as a means of 
protecting patient autonomy, clinicians, philosophers, and ethicists have identified a number of practical and 
theoretical hurdles which remain unresolved.2 One ethically important yet largely unaddressed issue is 
whether, and to what extent physicians ought to inform and obtain consent from patients prior to initiating a 
capacity assessment. In what follows, I address the following question: Must, or should, physicians obtain 
consent for capacity assessments? I argue that physicians have an ethical obligation to obtain express patient 
consent for capacity assessments, and in doing so, I challenge the predominant view which requires 
physicians to merely inform patients without obtaining consent. I then identify an underlying philosophical 
paradox that complicates the clinician's duty to obtain consent: in short, consent is needed for an assessment 
of one's ability to consent. Finally, I recommend a practical solution to this paradox of consent for capacity 
assessments by proposing a model of double consent from both the patient and health care representative. 
 
 

Interventions to Improve Patient Comprehension in Informed Consent for Medical and Surgical 
Procedures: An Updated Systematic Review 
Review Article 
Johanna Glaser, Sarah Nouri, Alicia Fernandez, Rebecca L. Sudore, Dean Schillinger, Michele Klein-Fedyshin, 
Yael Schenker 
Medical Decision Making, 16 January 2020 
Abstract 
Background 
Patient comprehension is fundamental to valid informed consent. Current practices often result in 
inadequate patient comprehension.  
Purpose 
An updated review to evaluate the characteristics and outcomes of interventions to improve patient 
comprehension in clinical informed consent.  
Data Sources 
Systematic searches of MEDLINE and EMBASE (2008–2018).  
Study Selection 
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We included randomized and nonrandomized controlled trials evaluating interventions to improve patient 
comprehension in clinical informed consent.  
Data Extraction 
Reviewers independently abstracted data using a standardized form, comparing all results and resolving 
disagreements by consensus.  
Data Synthesis 
Fifty-two studies of 60 interventions met inclusion criteria. Compared with standard informed consent, a 
statistically significant improvement in patient comprehension was seen with 43% (6/14) of written 
interventions, 56% (15/27) of audiovisual interventions, 67% (2/3) of multicomponent interventions, 85% 
(11/13) of interactive digital interventions, and 100% (3/3) of verbal discussion with test/feedback or teach-
back interventions. Eighty-five percent of studies (44/52) evaluated patients’ understanding of risks, 69% 
(41/52) general knowledge about the procedure, 35% (18/52) understanding of benefits, and 31% (16/52) 
understanding of alternatives. Participants’ education level was reported heterogeneously, and only 8% 
(4/52) of studies examined effects according to health literacy. Most studies (79%, 41/52) did not specify 
participants’ race/ethnicity.  
Limitations 
Variation in interventions and outcome measures precluded conduct of a meta-analysis or calculation of 
mean effect size. Control group processes were variable and inconsistently characterized. Nearly half of 
studies (44%, 23/52) had a high risk of bias for the patient comprehension outcome.  
Conclusions 
Interventions to improve patient comprehension in informed consent are heterogeneous. Interactive 
interventions, particularly with test/feedback or teach-back components, appear superior. Future research 
should emphasize all key elements of informed consent and explore effects among vulnerable populations. 
 
 

Treatment Decisions for a Future Self: Ethical Obligations to Guide Truly Informed Choices 
Viewpoint 
Claire J. Creutzfeldt, Robert G. Holloway 
JAMA, 2 January 2020; 323(2) pp 115-116 
Excerpt 
It is estimated that every 3 minutes in the United States, a person dies after sustaining a severe acute brain 
injury, such as an ischemic stroke, intracranial hemorrhage, traumatic brain injury, or cardiac arrest.1 Almost 
half of deaths after severe acute brain injury, 100 000 per year, occur during the acute hospitalization, and 
approximately 90% of patients die after a decision to limit the intensity of treatment rather than from the 
direct effects of the brain injury.1,2 
The decision to continue or withdraw life-sustaining treatment usually involves asking a surrogate decision 
maker to balance the uncertain possibility that a patient will return to some minimally acceptable quality of 
life against the burden of a prolonged hospital and rehabilitation course, which are options that are difficult 
to predict and difficult to fathom…  
 
 

Supporting informed decision-making about vaccination: an analysis of two official websites 
Original Research 
M. Vivion, C. Hennequin, P. Verger, E. Dubé 
Public Health, January 2020; 178 pp 112-119 
Abstract 
Objective 
To analyze the content of two official French-speaking websites that are used to inform the general public 
about recommended vaccines in France and Quebec. 
Study design 
Qualitative content analysis. 
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Methods 
All pages that inform and educate parents regarding childhood vaccination were downloaded and analyzed 
according to evidence-informed risk communication metrics. 
Results 
A total of 32 webpages, 14 videos, and two infographics were included in the analysis. The following were the 
most frequent risk communication approaches: ‘debunking common misconceptions about vaccination’ or 
‘answering common questions about vaccines.’ Harm and benefit information focused primarily on the risks 
of vaccine-preventable diseases and the risks of adverse events after immunization. Most materials used 
qualitative terminology to describe the risk (e.g., vaccines are among the safest tools, adverse events are 
rare). Very few materials provided numeric likelihood of harms and benefits. When numeric information was 
stated, they were only presenting the risks of the diseases or number of cases in an outbreak. The 
approaches used to debunk misconceptions generally focused on the myth itself rather than the correct 
information. Few materials used visual aids (e.g., graphics, pictures, icons arrays, etc.) to convey important 
information. 
Conclusions 
It is often assumed that misinformation and rumors about vaccination found online is a leading cause of the 
increase in vaccine hesitancy. Existing communication materials could be improved to better align with best 
practices in risk communication. Given the availability of confusing and conflicting vaccine narratives, it is 
crucial that authoritative communication materials aim to build trust and support informed choices about 
vaccination. 
 
 

Consent for newborn screening: screening professionals' and parents’ views 
Original Research 
F. Ulph, N. Dharni, R. Bennett, T. Lavender 
Public Health, January 2020; 178 pp 151-158 
Abstract 
Objectives 
Expansion of newborn bloodspot screening (NBS) within England, which practices an informed consent 
model, justified examining acceptability and effectiveness of alternative consent models. 
Study design 
Qualitative focus groups. 
Methods 
Forty-five parents and 37 screening professionals (SPs) participated. Data were analysed using thematic 
analysis. 
Results 
Parents and SPs initially appeared to have differing views about appropriate consent models. Most parents 
accepted assumed consent, if adequately informed; however, once aware of bloodspot storage, informed 
consent was wanted. SPs valued informed consent, but acknowledged it was difficult to obtain. Both samples 
wanted parents to be informed but were unclear how this could be achieved. Most parents felt NBS was not 
presented as optional. 
Conclusion 
The simultaneous exploration of parents and SPs views, in real time is original. This rigour avoided the 
reliance on retrospective accounts which make it difficult to establish how decisions were made at the time. 
It is also unique in providing pre-interview consent models to drive the depth of data. It was rigorous in 
member checking. Findings suggested a preference for full disclosure of all information with some parents 
valuing this more than choice. Both samples queried whether current consent was sufficiently informed and 
voluntary. Results suggest differing tolerances of consent type if screening is solely for diagnostic purposes vs 
bloodspot storage. Results highlight the need for caution when examining consent model preferences 
without also checking knowledge, as opinions may be based on incomplete knowledge. Future research is 
needed to examine efficacy of proposed changes. 
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Procedural Informed Consent to Psychoanalysis: the Challenge from Transformative Experience 
Christopher Poppe 
Journal of Ethics in Mental Health Open, 2019; 10 pp 1-11 
Abstract 
Any valid informed consent to medical treatment needs the personal weighing of consequences of different 
treatment choices. In psychoanalysis, personal consequences are often unknown and, more importantly, 
cannot be reasonably weighed up before the start of analysis, as psychoanalysis constitutes a transformative 
experience in the sense of L.A. Paul (2014). The transformative potential hence complicates informed 
consent to psychoanalysis. In light of this, some authors have recommended to adopt a procedural approach 
to informed consent, where informed consent is repeatedly obtained throughout the process of 
psychoanalysis. However, this procedural informed consent, as I argue in this paper, does not constitute a 
valid form of informed consent due to the irreversibility of the psychoanalytic experience. 
 
:::::: 
:::::: 
 

GENERAL/OTHER 

 
Researcher Views and Practices around Informing, Getting Consent, and Sharing Research Outputs 
with Social Media Users When Using Their Public Data  
Nicholas Proferes, Shawn Walker  
Proceedings of the 53rd Hawaii International Conference on System Sciences, 2020 
Open Access 
Abstract  
Publicly accessible social media data is frequently used for scientific research. However, numerous questions 
remain regarding what ethical obligations researchers have in regard to using such content. We report on 
researchers’ own views and practices regarding informing, getting consent from, and sharing research 
outputs with users when using publicly accessible social media data. Findings reveal both diverging current 
practices and views on what researchers ought to do in the future. Some researchers view the ethics of 
public data use as merely requiring compliance with the requirements of their ethics board, while others’ 
ethical practices go beyond what is minimally required. Some researchers worry about the effects of 
contacting users to inform, seek consent, or share outputs with users. Yet others note that they want to build 
bridges with online communities through these mechanisms, but struggle with a lack of precedent and tools 
to do so at scale.  

 
 
The role of authentic choices in medical consent [PhD Thesis] 
Alexander Villafranca 
University of Manitoba Electronic Thesis, 23 December 2019 
Open Access 
Abstract 
This dissertation investigates whether the “authenticity” of a patient’s choice (i.e. its correspondence with 
important markers of the patient’s identity), should be part of a model of valid medical consent. This 
research question was addressed across three manuscripts using philosophical and empirical methods. 
Manuscript one is a philosophical manuscript defending my thesis that the standard model of valid consent 
may be improved by including the “authenticity” of a patient’s choice as an additive condition, thereby 
forming what I call the “authenticity-informed model of valid consent”. In this manuscript, I present seven 
procedural practices stemming from this new model. I argue that these practices should be considered for 
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inclusion in the existing procedural recommendations of the Canadian Medical Protective Association 
(CMPA), which draw heavily from the standard model. The new practices could help physicians to i) more 
accurately evaluate the decisional capacity of patients; ii) more accurately evaluate the autonomy of patient 
choices, and iii) better support the psychological and physical well-being of patients. I also created vignettes 
to assess empirically whether the end goal of promoting authentic and autonomous patient choices would 
have instrumental value above choices that are solely autonomous. In manuscript two, I introduce the use of 
pretesting to evaluate and enhance the rigor of vignettes studies used in empirical ethics research. This 
manuscript includes an illustrative example of how data collected through a respondent debriefing 
procedure can be used to measure numerous desirable vignette characteristics. Manuscript three uses the 
vignettes to evaluate the instrumental value of shifting from a choice that is solely autonomous to one that is 
both authentic and autonomous in a single, but consequential, clinical scenario. This study confirms that 
shifting from a solely autonomous choice to an authentic and autonomous choice can substantially decrease 
anticipated decisional regret and increase both anticipated decisional satisfaction and compliance with 
postoperative instructions. In conclusion, there are plausible reasons to believe that adding authenticity may 
improve the standard model of valid consent and its associated procedural practices. Consequently, 
consideration should be given to modifying the procedural recommendations of the CMPA to reflect the 
addition of authenticity. 

 
 
Rethinking Informed Consent in a Relational Perspective  
Fabio Macioce 
notizie di POLITEIA, 2019; pp. 111-128 111 
Open Access 
Abstract 
The article takes the interplay between autonomy and vulnerability into consideration, arguing that the 
informed consent procedures should be rethought in a relational perspective, so as to improve patients’ right 
to self-determination. The article aims to demonstrate that communicative contexts and power relations are 
as relevant as the quantity or the quality of information provided, as well as their form, modality, and effects. 
In order to discuss this topic, the recent Italian Act No. 219/2017 is analysed: more than other legal 
instruments, it explicitly asks to take the specific condition of every person into account, and to adapt the 
informative process to the needs of the patient. The precondition of a free and informed consent, besides 
the information received, is the relationship of trust between the parties involved, and the consistency 
between their modes of interaction and the necessity to keep a mutual trust. In that sense, the information is 
adequate and relevant as a function of the kind of relationship between the parties. The article argues that 
even if such a goal is largely outside the reach of the legislator, the legal system can settle the condition to 
make the relationship of trust possible. 
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_____________________________________________ 
GLOSSARY 

 
 

Blockchain 
 

Using cryptography to keep exchanges secure, blockchain provides a 
decentralized database, or “digital ledger”, of transactions that 
everyone on the network can see. This network is essentially a chain 
of computers that must all approve an exchange before it can be 
verified and recorded.  
Initial citation from Informed Consent Monthly Review 

 
 

Bolam Test A test that arose from English tort law, which is used to assess 
medical negligence. Bolam holds that the law imposes a duty of care 
between a doctor and his patient, but the standard of that care is a 
matter of medical judgement. 
Initial citation from Informed Consent Monthly Review 

 
 

Cultural and Linguistic 
Diversity (CALD) 

Cultural and linguistic diversity (CALD) refers to the range of different 
cultures and language groups represented in a population. In popular 
usage, CALD communities are those whose members identify as 
having non-mainstream cultural or linguistic affiliations by virtue of 
their place of birth, ancestry or ethnic origin, religion, preferred 
language or language spoken at home. 
Editor’s Note: This term is often referenced in an Australian context.  
Initial citation from Informed Consent Monthly Review 

 
 

Deferred Consent  
 

Informed consent obtained after a specific intervention which it 
references, termed deferred consent or retrospective consent.  
Editor’s note: Sometimes referred to as waived consent 
Initial citation from Informed Consent Monthly Review 

 
 

Dynamic Consent  
 

Term used to describe personalised online consent and 
communication platforms. Such platforms are primarily designed to 
achieve two objectives: 1) facilitate the consent process and 2) 
facilitate two-way, ongoing communication between researchers and 
research participants.  
Initial citation from Informed Consent Monthly Review 

 
 

eConsent  
 

Electronic informed consent (eConsent) provides the same 
information, but in an electronic format that may include multimedia 
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https://www.sciencedirect.com/science/article/abs/pii/S0883944119316235
https://bmjopen.bmj.com/content/7/11/e018562
https://journals.sagepub.com/doi/pdf/10.1177/1556264619865149
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components such as images, audio, video, diagrams, reports, call out 
boxes and a digital signature which may aid the consenting process.  
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Exception from Informed 
Consent (EFIC) 
 

A pathway that allows investigators to enroll patients without 
consent from the patient, their family, or their legally authorized 
representatives.  
Initial citation from Informed Consent Monthly Review 

 
 

Free, Prior and Informed 
Consent (FPIC) 
 

The standard FPIC, as well as Indigenous Peoples’ rights to lands, 
territories and natural resources are embedded within the universal 
right to self-determination. The normative framework for FPIC 
consists of a series of international legal instruments including the 
United Nations Declaration on the Rights of Indigenous Peoples 
(UNDRIP), the International Labour Organization Convention 169 (ILO 
169), and the Convention on Biological Diversity (CBD), among many 
others, as well as national laws… FPIC is a specific right that pertains 
to Indigenous Peoples and is recognized in the UNDRIP. It allows 
them to give or withhold consent to a project that may affect them or 
their territories. Once they have given their consent, they can 
withdraw it at any stage. Furthermore, FPIC enables them to 
negotiate the conditions under which the project will be designed, 
implemented, monitored and evaluated.  
Editor’s Note: We see this term of art as potentially contributing more 
widely because of its clarification of what IC might mean.  
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Learning Health System 
(LHS) 
 

A Learning Healthcare System is defined… as a system in which, 
“science, informatics, incentives, and culture are aligned for 
continuous improvement and innovation, with best practices 
seamlessly embedded in the delivery process and new knowledge 
captured as an integral by-product of the delivery experience.” 
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Presumed Consent 
 

The idea that someone is believed to have given permission for 
something unless they say they do not, used, for example, in 
some countries for organ donation.  
Initial citation from Informed Consent Monthly Review 

 
 

Strategic Initiative for 
Developing Capacity in 
Ethical Review (SIDCER)  

The Strategic Initiative for Developing Capacity in Ethical Review 
(SIDCER) is a network of independently established regional fora for 
ethical review committees, health researchers and invited partner 
organizations. The primary objective of SIDCER is to contribute to 
human subject protections globally by developing local capacity for 
ethical review of research involving human subjects and for 
developing policies on the ethics of health research. 
Initial citation from Informed Consent Monthly Review 
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_____________________________________________ 
TOOLS FOR ASSESSMENT 

 
 

Atlas.ti 
 

ATLAS.ti is a powerful workbench for the qualitative analysis of large 
bodies of textual, graphical, audio and video data.  
Initial citation from Informed Consent Monthly Review 

 
 

Constant Comparison 
Method 

Constant comparison is the data-analytic process whereby each 
interpretation and finding is compared with existing findings as it 
emerges from the data analysis.  
Initial citation from Informed Consent Monthly Review 

 
 

Decision-Making 
Capacity Assessments 
(DMCA) 

Adults are presumed to be independent decision-makers regarding 
their personal and financial affairs. When a person's decision-making 
capacity (DMC) in specific domains, however, comes into question 
due to diseases such as dementia and other chronic conditions, 
standardized Decision-Making Capacity Assessment (DMCA) 
processes aligned with legislation are needed.  
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DICE  
 

Web-based electronic informed consent application.  
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Flesch-Kincaid 
Readability Scale 

 
 

Readability test that tell what level of education someone needs to 
easily read a piece of text.  
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Gillick Competence 
 

The [term used] … to identify children aged under 16 who have the 
legal competence to consent to immunization, providing they can 
demonstrate sufficient maturity and intelligence to understand and 
appraise the nature and implications of the proposed treatment, 
including the risks and alternative courses of actions. Gillick 
competence is a functional ability to make a decision.  
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Grounded Theory 
approach 

Grounded theory sets out to discover or construct theory from data, 
systematically obtained and analysed using comparative analysis. 
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Likert Scale 
 

A five (or seven) point rating scale [used] to measure attitudes 
directly, it allow[s] the individual to express how much they agree or 
disagree.  
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Meaning Equivalence 
Reusable Learning 
Objectives (MERLO) 
 
 

Multi-dimensional database that allows the sorting and mapping of 
important concepts through exemplary target statements of 
conceptual situations, and relevant statements of shared meaning.  
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Oxford Video Informed 
Consent Tool (OxVIC) 
 
 

Personalised video consent tool to enhance patient satisfaction in the 
preoperative consenting process.  
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REDCap  
 

REDCap is a secure web application for building and managing online 
surveys and databases. 
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Research Kit 
 

ResearchKit, developed by Apple, is an open-source software 
framework designed to streamline the process of screening and 
consenting participants into research studies. 
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The System Usability 
Scale (SUS)  
 

Provides a quick and reliable tool for measuring usability. It consists 
of a 10-item questionnaire with five response options for 
respondents; from Strongly agree to Strongly disagree.  
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Teach Back Teach-back is a way to confirm that the educator has explained to the 
patient what is important and in a manner that the patient 
understands. Patient understanding is confirmed when the patient 
explains it back in their own words to the educator. It can also help 
the clinician identify explanations and communication strategies that 
are most commonly misunderstood by patients. 
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_____________________________________________ 
GUIDANCE DOCUMENTS 

 
 

Declaration of Helsinki 
(DOH) 
 

 

The World Medical Association (WMA) has developed the 
Declaration of Helsinki as a statement of ethical principles for 
medical research involving human subjects, including research on 
identifiable human material and data.  
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International Ethical 
Guidelines for Health-
Related Research 
Involving Humans/ 
CIOMS Guidelines 
 

The aim of the guidelines is to provide internationally vetted ethical 
principles and detailed commentary on how universal ethical 
principles should be applied, with particular attention to conducting 
research in low-resource settings.   
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PRISMA Guidelines 
 

PRISMA is an evidence-based minimum set of items for reporting in 
systematic reviews and meta-analyses. PRISMA focuses on the 
reporting of reviews evaluating randomized trials, but can also be 
used as a basis for reporting systematic reviews of other types of 
research, particularly evaluations of interventions.  
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Revised Common Rule 
Guidelines 
 

On January 19, 2017, the US Department of Health and Human 
Services and fifteen other federal agencies issued revisions to the 
regulations governing human subjects research (called the Common 
Rule)... The Revised Common Rule broadens the types of research 
that qualify for exemption. Several exempt categories have been 
revised, and there are new categories of exemptions. These changes 
to exemption will apply to research that is federally funded or 
supported.  
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