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:::::: 
:::::: 
 
YOUNG PERSONS 
 

HPV vaccination and sexual health in France: Empowering girls to decide 
HervéLefevre, StéphanieSamain, NourIbrahim, ChristineFourmaux, AnneTonelli, SébastienRouget, 
EmmanuelleMimoun, Renaud DeTournemireciMarieDevernav, jMarie RoseMorp, JonathanLachal  
Vaccine, 22 March 2019; 37(13) pp 1792-1798 
Objective 
Vaccination coverage against HPV in France is among the lowest in the industrialized world, although the 
public authorities have recently become aware of this issue. Few studies have looked at teenaged girls’ 
representations of this vaccination, even though they are the most concerned by it. This qualitative study 
explored the experiences and representations of HPV vaccination by adolescent girls seeing doctors at least 
occasionally. 
Study Design 
We used a written essay question to explore this issue among 101 adolescent girls at six urban medical 
centers and a semi-structured interview to discuss it in further depth with five of them. The analysis was 
lexicometric (ALCESTE®) and phenomenological (Interpretative Phenomenological Analysis). 
Results 
These results are organized around four superordinate themes: the teenage girls' factual knowledge about 
this vaccine, their motives for and obstacles to vaccination, their involvement in this decision, and finally the 
need for information about and solutions to this issue. 
Conclusions 
Teenage girls know little about this vaccine and are more sensitive to the emotional discourse that surrounds 
it than to rational knowledge about it. The requirement for parental authorization for this vaccine reinforces 
the girls' lack of investment. Vaccination programs should integrate the HPV vaccine more thoroughly into 
general prevention concerning sexual health and should send a strong signal by offering minors anonymous 
vaccination free of charge, as is already the case in France for requests for contraception, the morning-after 
pill, elective abortion, and screening and treatment of sexually transmitted infections. 
 
 

Anticipatory Waivers of Consent for Pediatric Biobanking 
Jane A. Hartsock, Peter H. Schwartz, Amy C. Waltz, Mary A. Ott 
Ethics & Human Research, 20 March 2019; 41(2) pp 14-21 
Abstract 
As pediatric biobank research grows, additional guidance will be needed about whether researchers should 
always obtain consent from participants when they reach the legal age of majority. Biobanks struggle with a 
range of practical and ethical issues related to this question. We propose a framework for the use 
of anticipatory waivers of consent that is empirically rooted in research that shows that children and 
adolescents are often developmentally capable of meaningful deliberation about the risks and benefits of 
participation in research. Accordingly, bright‐line legal concepts of majority or competency do not accurately 
capture the emerging capacity for autonomous decision‐making of many pediatric research participants and 
unnecessarily complicate the issues about contacting participants at the age of majority to obtain consent for 
the continued or first use of their biospecimens that were obtained during childhood. We believe the 
proposed framework provides an ethically sound balance between the concern for potential exploitation of 
vulnerable populations, the impetus for the federal regulations governing research with children, and the 
need to conduct valuable research in the age of genomic medicine. 

Editor’s note: this item also captured under BIOBANKING  
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Communication with children and adolescents about the diagnosis of their own life-threatening 
condition 
Alan Stein, Louise Dalton, Elizabeth Rapa, Myra Bluebond-Langner, Lucy Hanington, Kim Fredman Stein, Sue 
Ziebland, Tamsen Rochat, Emily Harrop, Brenda Kelly, Ruth Bland  
The Lancet, 16 March 2019; 393(10176) pp 1150-1163 
Summary 
When a child is diagnosed with a life-threatening condition, one of the most challenging tasks facing health-
care professionals is how to communicate this to the child, and to their parents or caregivers. Evidence-based 
guidelines are urgently needed for all health-care settings, from tertiary referral centres in high-income 
countries to resource limited environments in low-income and middle-income countries, where rates of child 
mortality are high. We place this Review in the context of children's developing understanding of illness and 
death. We review the effect of communication on children's emotional, behavioural, and social functioning, 
as well as treatment adherence, disease progression, and wider family relationships. We consider the factors 
that influence the process of communication and the preferences of children, families, and health-care 
professionals about how to convey the diagnosis. Critically, the barriers and challenges to effective 
communication are explored. Finally, we outline principles for communicating with children, parents, and 
caregivers, generated from a workshop of international experts. 
 
:::::: 
:::::: 
 
BIOMEDCIAL RESEARCH 
 

Informed Consent in Biomedical Research 
Fida K.Dankar, MartonGergely, SamarDankar 
Computational and Structural Biotechnology Journal, 25 March 2019 
Abstract 
Informed consent is the result of tumultuous events in both the clinical and research arenas over the last 
100 years. Throughout this time, the notion of informed consent has shifted tremendously, both due to 
advances in medicine, as well as the type of data being gathered. As such, informed consent has misaligned 
with the goals of medical research. It is becoming more and more vital to address this chasm, and begin 
building new frameworks to link this disconnect. Thus, we address three goals in this paper. First, we discuss 
the history of informed consent and unify the varying definitions of the term. Second, we evaluate the 
current research on the topic, classify them into themes, and attend to the problems therein. Lastly, we 
employ these themes of informed consent research mentioned previously to provide guidance and insight 
for future research in the arena. 
 
 

Factors associated with refusal or acceptance of older patients (≥ 65 years) to provide consent to 
participate in clinical research in cardiology: a qualitative study 
Fiona Ecarnot, Nicolas Meunier-Beillard, Jean-Pierre Quenot, Nicolas Meneveau 
Aging Clinical and Experimental Research, 21 March 2019; pp 1–8 
Background 
Clinical research is an essential step in the successful translation of knowledge from basic research into 
concrete clinical applications, yet many people are reluctant to provide consent when actually approached to 
actively participate in clinical trials. 
Aims 
We investigated the factors that influence older patient’s (≥ 65 years) decisions to accept or refuse to 
participate in a prospective randomized clinical trial in secondary prevention after acute coronary syndrome. 
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Methods 
Qualitative approach based on individual semi-structured interviews with patients who were approached for 
consent to participate in a currently ongoing clinical trial was adopted. Patients were interviewed after the 
consent process (8 accepted; 8 refused the trial). Interviews were analysed using grounded theory 
methodology. 
Results 
Sixteen patients aged ≥ 65 years participated. The main concept to emerge from these interviews is that the 
actual trial itself does not appear to be the primary determinant in the decision to participate in clinical 
research. Rather, patients’ decisions to participate (or not) in clinical research appear to be primarily 
determined by their capacity to deal with the current health event that has disrupted their life, and by their 
available mental and physical resources. 
Discussion and conclusion 
Older patients display varying levels of engagement in their own health, ranging from low engagement with 
high trust in the medical profession, to high engagement mirrored by distrust of the medical profession. 
Structural conditions, such as personal benefit from trial participation, or logistic barriers to participation, 
seem to affect both accepters and refusers in the same manner. 
 
 

Informed Consent for Genetics Research in Italy 
Piergiorgio Fedeli, Nunzia Cannovo, Rosa Guarino, Vincenzo Graziano 
Open Medicine Journal, 28 February 2019; 6 pp 6-12 
Background 
Genetic research has become an indispensable instrument for medical research, and the subjects involved 
have both divergent and convergent interests. 
Objective 
The possibility of having more detailed genetic information undoubtedly offers benefits for the health of the 
subject, but could also pose risks and make the subject vulnerable to discrimination. 
The scientific community has viewed very favorably the public health utility of family history, in which data 
from a family whose members suffer from chronic pathologies is collected and filed, in order to develop a 
sort of "stratification of family risk." 
Even though in the last decade the scientific and juridical literature has contributed greatly to the topic of 
biobanks, the perplexities that continue to surround this theme give the idea that current ethical protocols 
on research are inadequate. 
Conclusion 
Genetic data must be used not to exploit, but to serve the person. Freedom and responsibility must be the 
twin guiding lights for establishing parameters for the use of biological samples. An evaluation of how this 
technology impacts the various aspects of the future of society is urgently needed. 
 
 

Clinical applications of machine learning algorithms: beyond the black box [Analysis] 
David S Watson, Jenny Krutzinna, Ian N Bruce, Christopher EM Griffiths, Iain B McInnes, Michael R Barnes, 
Luciano Floridi  
British Medical Journal, 12 March 2019; 364  
Abstract 
Machine learning algorithms are an application of artificial intelligence designed to automatically detect 
patterns in data without being explicitly programmed. They promise to change the way we detect and treat 
disease and will likely have a major impact on clinical decision making. The long term success of these 
powerful new methods hinges on the ability of both patients and doctors to understand and explain their 
predictions, especially in complicated cases with major healthcare consequences. This will promote greater 
trust in computational techniques and ensure informed consent to algorithmically designed treatment plans. 
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Unfortunately, many popular machine learning algorithms are essentially black boxes—oracular inference 
engines that render verdicts without any accompanying justification. This problem has become especially 
pressing with passage of the European Union’s latest General Data Protection Regulation (GDPR), which 
some scholars argue provides citizens with a “right to explanation.” Now, any institution engaged in 
algorithmic decision making is legally required to justify those decisions to any person whose data they hold 
on request, a challenge that most are ill equipped to meet. We urge clinicians to link with patients, data 
scientists, and policy makers to ensure the successful clinical implementation of machine learning (fig 1). We 
outline important goals and limitations that we hope will inform future research. 
 
 

The willingness to participate in biomedical research involving human beings in low‐ and middle‐
income countries: a systematic review 
Joyce L. Browne, Connie O. Rees, Johannes J. M. van Delden, Irene Agyepong, Diederick E. Grobbee, Ama 
Edwin, Kerstin Klipstein‐Grobusch, Rieke van der Graaf 
Tropical Medicine & International Health, March 2019; 24(3) pp. 264-279 
Objectives 
To systematically review reasons for the willingness to participate in biomedical human subjects research in 
low‐ and middle‐income countries (LMICs). 
Methods 
Five databases were systematically searched for articles published between 2000 and 2017 containing the 
domain of ‘human subjects research’ in ‘LMICs’ and determinant ‘reasons for (non)participation’. Reasons 
mentioned were extracted, ranked and results narratively described. 
Results 
Ninety‐four articles were included, 44 qualitative and 50 mixed‐methods studies. Altruism, personal health 
benefits, access to health care, monetary benefit, knowledge, social support and trust were the most 
important reasons for participation. Primary reasons for non‐participation were safety concerns, 
inconvenience, stigmatisation, lack of social support, confidentiality concerns, physical pain, efficacy 
concerns and distrust. Stigmatisation was a major concern in relation to HIV research. Reasons were similar 
across different regions, gender, non‐patient or patient participants and real or hypothetical study designs. 
Conclusions 
Addressing factors that affect (non‐)participation in the planning process and during the conduct of research 
may enhance voluntary consent to participation and reduce barriers for potential participants. 
 
 

Comprehension and recall from the informed consent process by phase I healthy volunteers 
before dose administration 
Rami Tadros, Gillian E Caughey, Sally Johns, Sepehr Shakib 
Clinical Trials, 28 February 2019 
Aims/Background 
A fundamental part of all clinical trials is informed consent, reflecting the respect for the volunteer’s 
autonomy. Research participation is voluntary; therefore, certain aspects of the proposed study must be 
disclosed so that volunteers can make an informed decision. In this study, we aimed to examine the level of 
comprehension and recall of healthy volunteers from the informed consent process. 
Methods 
The study was carried out at a single phase I clinical trials unit. A questionnaire was administered to each 
volunteer to assess recall of important aspects of the study at the day-1 visit following the informed consent 
process. The questionnaire contained seven questions regarding study objectives, route, frequency and type 
of drug administration, adverse effects, number of subjects previously exposed and remuneration. One point 
was awarded for each correct answer. 
Results 
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A total of 266 volunteers were administered the questionnaire. The mean total score (±standard deviation) 
for all volunteers was 4.5 ± 1.1 points out of 7, with a range of 0.8–6.7. For all 10 studies, 91% of volunteers 
responded correctly when answering about the route of administration, and 90% were able to accurately 
state the correct payment amount. Only 7% were able to repeat the aims of the study correctly. 
Conclusion 
The poor performance of our study volunteers raises concerns about recall of information prior to study drug 
administration. This has implications for the volunteer’s safety and ability to provide true informed consent. 
Interventions to improve recall prior to dosing should be undertaken. 
 
 

Ethical Issues in Substance-Use Prevention Research 
Celia B. Fisher, Rimah Jaber 
Prevention of Substance Use, 2 March 2019; pp 281-299  
Abstract 
Substance use and dependency among individuals living in the United States has been recognized as a public 
health crisis. Substance-use prevention scientists are at the forefront of identifying current and continually 
evolving individual and social factors contributing to the misuse of prescription and illegal drugs and for 
designing and empirically validating preventive and treatment approaches that can inform public health 
policy. Along with the benefits of a substance-use science agenda are the ethical challenges associated with 
conducting socially sensitive research involving participants whose daily lives are vulnerable to psychological, 
social, legal, and economic harms. Given these vulnerabilities, investigators often encounter roadblocks to 
the conduct of scientifically valid and socially valuable research as a result of IRB requirements that may be 
the result of overestimation of participant risk and lack of information on the adequacy of risk protections 
developed specifically for this population. IRB concerns often include questioning whether monetary 
compensation will condone or increase illicit substance use, if street recruitment will draw police attention to 
illegal behaviors, whether cravings or withdrawals are indications of incapacity to consent, and if questions 
regarding factors associated with substance use such as sexual risk behaviors, depression, and interpersonal 
violence will in themselves cause emotional distress or internalized stigma. This chapter discusses these 
challenges through examination of four domains essential for the responsible conduct of addiction science: 
balancing of research risks and benefits, informed consent, confidentiality and disclosure policies, and fair 
and noncoercive compensation. We conclude with a discussion of the importance of community perspectives 
and the applicability of the goodness-of-fit ethics model for enhancing participant protections in substance-
use prevention research. 
 
 

Professionals’ Practices and Views regarding Neonatal Postmortem: Can We Improve Consent 
Rates by Improving Training? 
Spierson H.a, Kamupira S.a, Storey C.b, Heazell A.E.P. 
Neonatology, 2019; 115 pp 341–345 
Background 
In the UK, rates of neonatal postmortem (PM) are low. Consent for PM is required, and all parents should 
have the opportunity to discuss whether to have a post-mortem examination of their baby.  
Objectives 
We aimed to explore neonatal healthcare professionals’ experiences, knowledge, and views regarding the 
consent process for post-mortem examination after neonatal death. 
Method 
An online survey of neonatal healthcare providers in the UK was conducted. Responses from 103 healthcare 
professionals were analysed, 84 of whom were doctors. The response rate of the British Association of 
Perinatal Medicine (BAPM) members was 11.7%.  
Results 
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Perceived barriers to PM included cultural and religious practices of parents as well as a lack of rapport 
between parents and professionals. Of the respondents, 69.4% had observed a PM; these professionals had 
improved satisfaction with their training and confidence in counselling (p < 0.001 and p < 0.001) but not 
knowledge of the procedure (p = 0.77). Healthcare professionals reported conservative estimates of the 
likelihood that a PM would identify significant information regarding the cause of death.  
Conclusions 
Confidence of neonatal staff in counselling could be improved by observing a PM. Training for staff in 
developing a rapport with parents and addressing emotional distress may also overcome significant barriers 
to consent for PM. 
 
:::::: 
:::::: 
 
BIOBANKING  
 

Anticipatory Waivers of Consent for Pediatric Biobanking 
Jane A. Hartsock, Peter H. Schwartz, Amy C. Waltz, Mary A. Ott 
Ethics & Human Research, 20 March 2019; 41(2) pp 14-21 
Abstract 
As pediatric biobank research grows, additional guidance will be needed about whether researchers should 
always obtain consent from participants when they reach the legal age of majority. Biobanks struggle with a 
range of practical and ethical issues related to this question. We propose a framework for the use 
of anticipatory waivers of consent that is empirically rooted in research that shows that children and 
adolescents are often developmentally capable of meaningful deliberation about the risks and benefits of 
participation in research. Accordingly, bright‐line legal concepts of majority or competency do not accurately 
capture the emerging capacity for autonomous decision‐making of many pediatric research participants and 
unnecessarily complicate the issues about contacting participants at the age of majority to obtain consent for 
the continued or first use of their biospecimens that were obtained during childhood. We believe the 
proposed framework provides an ethically sound balance between the concern for potential exploitation of 
vulnerable populations, the impetus for the federal regulations governing research with children, and the 
need to conduct valuable research in the age of genomic medicine. 

Editor’s note: this item also captured under YOUNG PERSONS  
 
 

The biobank consent debate: why ‘meta-consent’ is still the solution! 
Thomas Ploug, Soren Holm 
Journal of Medical Ethics, 14 March 2019 
Abstract 
In a recent article in the Journal of Medical Ethics, Neil Manson sets out to show that the meta-consent 
model of informed consent is not the solution to perennial debate on the ethics of biobank participation. In 
this response, we shall argue that (i) Manson’s considerations on the costs of a meta-consent model are 
incomplete and therefore misleading; (ii) his view that a model of broad consent passes a threshold of moral 
acceptability rests on an analogy that misconstrues how biobank research is actually conducted and (iii) a 
model of meta-consent is more in tune with the nature of biobank research and enables autonomous choice. 
 
:::::: 
:::::: 
 
SURGICAL  
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Consent in the Exam Room 
Jennifer Mendillo Keller 
The Journal of Sexual Medicine, 26 March 2019 
Introduction 
Explicitly obtaining consent from a patient prior to starting a sensitive physical exam is essential to improve 
their experience with intimate examinations such as the genitourinary exam. 
Aim 
The purpose of this article is to raise awareness among providers about how and why to obtain consent for 
intimate examinations. 
Methods 
The current literature on consent was reviewed and the opinion piece was created using current events and 
literature. 
Outcome measures 
None. 
Results 
Providers have a responsibility to consent patients for a sensitive exam. 
Conclusion 
Explicitly obtaining consent from a patient prior to starting a sensitive physical exam such as a genitourinary 
exam is essential to improve the patient experience with such exams. 
 
 

Perioperative Complications Chapter: Shared Decision-Making and Informed Consent 
William K. Hart, Robert C. Macauley, Daniel A. Hansen, Mitchell H. Tsai 
Catastrophic Perioperative Complications and Management, 20 March 2019; pp 397-406  
Abstract 
The practice of anesthesiology has grown remarkably safer, but complications ranging from minor to 
catastrophic may still occur. Improvements in patient safety have made surgery and anesthesia both 
commonplace and routine. The perioperative process, which classically began with admission to the hospital 
the night before the day of surgery, has been condensed into the efficient and increasingly cost-effective 
process of outpatient surgery. Patient confidence and comfort with this process has much to do with 
openness and communication on behalf of anesthesiologists and surgeons which did not always exist. 
Informed consent acknowledges the patient’s individual autonomy and right to decide what medical or 
surgical interventions should be a part of his or her health care. A patient may elect to pursue a certain 
treatment when he or she is determined to have decision-making capacity; risks, benefits, and alternatives to 
the proposed treatment have been adequately disclosed; and the decision to pursue treatment is voluntary, 
or free of external coercion. 
Shared decision-making builds on the foundation of informed consent. It broadens the discussion to include 
the patient’s goals of care, beliefs, and expectations in context with the physician’s expert recommendation 
and experience. While perhaps most essential in high-risk operations and medically complex patients, shared 
decision-making is becoming increasingly recognized as a valuable tool for all patients in the perioperative 
process. Benefits of shared decision-making include increased patient satisfaction, cost savings, and 
decreased litigation. 
Many institutions across the country have implemented multidisciplinary care teams to evaluate complex 
patients preoperatively, guide the decision-making process, plan for both postoperative care and 
unanticipated outcomes, and establish advanced directives. Informed consent and shared decision-making 
coupled with evidence-based medicine are an increasingly essential aspect of the patient-centered 
perioperative process. 
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Informed consent practice for obstetric and gynaecologic procedures: A patients' perspective 
from a developing country 
Zeeshan MF, Yousufi Z, Khan D, Malik FR, Ashfaq F, Batool F, Atta L, Tariq H, Huma Z, Ghafoor R, Jamil A,  
Qazi U 
Journal of Evaluation in Clinical Practice, 28 February 2019 
Objectives  
To assess the surgical informed consent (SIC) practices for obstetric and gynaecological (OB-GYN) procedures 
at different hospitals in Pakistan. 
Methods 
Study was conducted in five hospitals (three public and two private) of Peshawar, Pakistan. A pretested 
structured tablet-based questionnaire was administered from October 2016 through January 2017 among 
post-op OB-GYN patients. 
Results 
About 27% of the patients (significantly more in private hospitals, P = 0.001) did not remember a formal 
consent administration. Most patients (80%) felt they had no choice about signing the consent. About 65% 
(mostly in public as compared with private hospitals) mentioned that they would have signed it regardless of 
the specifics in it (P < 0.001). Patients had increased odds to recall consent if they felt empowered, odds ratio 
(OR) = 4.5; had an opportunity to ask questions, OR = 7.2; wanted more explanation, OR = 2.8; and had 
consent administered in their mother tongue, OR = 6.9. 
Discussion 
Patients' recall of key elements of consent was low. The time spent with the patient for consenting was much 
shorter than recommended. The printed consent forms were mostly not available in patients' mother 
tongue. 
Conclusions 
Consent practice for OB-GYN procedures was suboptimal in studied hospitals. Patients' attitude toward 
informed consent practices largely reflected providers' focus on obtaining a legally valid signed consent as 
opposed to administering a consent that empowers patients to make an informed decision in the absence of 
any external pressure. 
 
 

Improving the Effectiveness of the Informed Consent Process in Elective Aesthetic Procedures 
[POSTER] 
Hagopian, Chelsea Olivia; Ades, Teresa B.; Hagopian, Thomas Martin; Wolfswinkel, Erik; Stevens, Grant 
Virginia Henderson Global Nursing e-Repository, 14 February 2019 
Abstract 
Informed consent is commonly reduced to a legal formality rather than upholding its ethical ideal of being a 
process of shared decision-making. We present a multiphase development process model for creating a 
patient decision aid prototype to replace the traditional informed consent documents for primary breast 
augmentation surgery. 
 
 

Informed-Consent Taking Procedure for Elective Surgery in Gaza strip: Patient's Satisfaction with 
Doctor's Communication  
Khamis Elessi, Mohammed Elifranji, Zuhdi Elifranji  
Islamic University Gaza Journal of Natural Studies, 12 March 2017; 26(1) pp 18-29 
Background 
Widespread dissatisfaction and mistrust exists among patients in the Gaza Strip towards doctors. A sense of a 
lack of sufficient information regarding diagnosis, risks and benefits of interventions and subsequent 
management plans is present among patients. All of these areas are considered essential components in the 
surgical consent process. A gap between patients’ actual understanding and that perceived by doctors has 
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been shown to exist in different settings.1 Unfortunately, no former study has been done on this topic in the 
GazaStrip.  
Objectives  
This study aims to assess the satisfaction of patients in Gaza with the information provided to them during 
the consent process prior to an invasive procedure and compare this to the current practice and attitudes of 
surgeons.  
Methods 
A five-section self-designed questionnaire was administered using convenience sampling to the first 60 
patients and first 60 surgeons who met the selection criteria in the two hospitals in the Gaza Strip: Al-Shifa 
Hospital and the European Gaza Hospital.  
Findings 
Among the surgeons surveyed, 55% answered that informed consent should be obtained by doctors only, 3% 
thought that it can be obtained by nurses only, while 45% stipulated either doctors or nurses can obtain it. In 
total only 38% of those healthcare professionals taking the consent from the patient, actually performed the 
procedure. During consent procedures, 73% of surgeons reported providing written documents 30% 
drawings explaining the procedure, 3% giving videos or animations and 8% suggesting website links for more 
information. The survey of patients revealed that only 25% of surveyed surgeons identified themselves to 
their patients, and 12% asked for the patients’ signature without a complete discussion of the intervention. 
Around 35% of surgeons depended on verbal communication only. Surgeons identified barriers for best 
practice as time constraints, as well as lack of hospital policies and informational resources. However, 87% of 
surgeons believed that informed consent has an impact on patient wellbeing. A total of 90% of surveyed 
patients thought they received the right treatment and were satisfied. While 43% of patients prefer to travel 
overseas to get treatment, 77% of these because of a perceived lack of medical equipment and facilities. 
 
:::::: 
:::::: 
 
TECHNOLOGY MEDIATION  
 

Consent Recommender System: A Case Study on LinkedIn Settings  
Rosni K V, Manish Shukla, Vijayanand Banahatti, Sachin Lodha  
Central Europe Workshop Proceedings, 18 March 2019; 2335 pp 53-60 
Abstract  
Privacy is an increasing concern in the digital world, especially when it has become a common knowledge 
that even high profile enterprises process data without data-subject’s consent. In certain cases where data-
subject’s consent was taken, it was not linked to the proper purpose of processing. To address this growing 
concern, newer privacy regulations and laws are emerging to empower a data-subject with informed and 
explicit consent through which she can allow or revoke usage of her personal data. However, it has been 
shown that privacy self-management does not provide the expected results. This is mainly due to information 
overload as data-subjects use multiple services entailing variety of purposes, and hence, resulting in a very 
large number of consent requests. This may lead to consent fatigue as data-subject is now expected to 
provide informed consent for each associated purpose. The consent fatigue in data-subjects can lead to 
either incorrect decision making or opting for default values provided by the enterprise, and thus, defeating 
the purpose of new data privacy regulations. In this work, we discuss the factors influencing the informed 
consent of a data-subject. Further, we propose a ‘consent recommender system’ based on Factorization 
Machines (FMs) to assist the data-subject and thereby avoiding consent fatigue. Our consent recommender 
system effectively models the interaction between the different factors which influence a data-subject’s 
informed consent. We discuss how this setup extends for cold start data-subjects facing the decision problem 
with consent requests from multiple enterprises. Additionally, we demonstrate the scenario of consent 
recommendation as a prediction problem with minimum attributes available from LinkedIn’s privacy settings. 
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Informed consent (IC), randomized controlled trial digital vs conventional IC 
V. Galve La Hoz, J. Rioja, E. Salas, L. Enguita, M. Sanz Del Pozo, D. Corbatón, C. Gareta, S. Ezquerro, M. 
Muñoz, T. Cabañuz, P. Gil, M.J. Gil 
European Urology Supplements, March 2019; 18(1) pp e847 
Introduction& Objectives 
In order to satisfy the informed consent process, patients must understand the information they receive. We 
know have support tools, like hyperrealistic simulations, which improve the understanding of informed 
consent. The objective of the study is to demonstrate that digital informed consent, with hyperrealistic 
simulations, improved the understanding of information and, therefore, informed consent.  
Materials& Methods 
The study included 84 participants who underwent a transurethral resection of the bladder, transurethral 
resection of the prostate or ureterostomy in our department. Participants were randomly assigned to either 
intervention or control group using the closed envelopes method. Informed consent was obtained in the 
outpatient clinic and patients were included in the study at hospital admission, when they were informed 
again. Intervention group watched a hyper realistic simulation from IURO app, consecutive, and completed a 
validated questionnaire. The control group completed the questionnaire without watching any simulation. 
The primary outcomes was subjective information perception. We used Mann-Whitney U test for statistical 
analysis.  
Results 
42 participants were assigned to each group. 4 participants in the intervention group did not complete the 
questionnaire versus 5 in the control group. Th intervention group, called digital consent, showed a higher 
subjective information perception than the control group, called the conventional group (figure 1 p= 0,001). 
The anxiety level in both groups was similar. In the subgroup analysis we observed that participants who had 
a basic level in the study or educational showed a higher subjective information perception in th digital group 
than the conventional group (p=0.006). We did not observe these differences in the subgroup with a higher 
level of study or educational.  
 
:::::: 
:::::: 
 
COGNITIVE CHALLENGES  
 

Decisional Capacity for Informed Consent in Males and Females with Fragile X Syndrome 
Anne C. Wheeler, Amanda Wylie, Melissa Raspa, Adrienne Villagomez, Kylee Miller, Anne Edwards, 
Margaret DeRamus, Paul S. Appelbaum, Donald B. Bailey Jr. 
Journal of Autism and Developmental Disorders, 1 March 2019; pp 1–23 
Abstract 
Although informed consent is critical for all research, there is increased ethical responsibility as individuals 
with intellectual or developmental disabilities (IDD) become the focus of more clinical trials. This study 
examined decisional capacity for informed consent to clinical trials in individuals with fragile X syndrome 
(FXS). Participants were 152 adolescents and adults (80 males, 72 females) with FXS who completed a 
measure of decisional capacity and a comprehensive battery of neurocognitive and psychiatric measures. 
Females outperformed males on all aspects of decisional capacity. The ability to understand aspects of the 
clinical trial had the strongest association with the ability to appreciate and reason about the decision. 
Scaffolding improved understanding, suggesting researchers can take steps to improve decisional capacity 
and the informed consent process. 
 
:::::: 
:::::: 
 

https://www.eusupplements.europeanurology.com/article/S1569-9056(19)30619-0/pdf
https://www.eusupplements.europeanurology.com/article/S1569-9056(19)30619-0/pdf
javascript:void(0);
javascript:void(0);
javascript:void(0);
javascript:void(0);
javascript:void(0);
javascript:void(0);
javascript:void(0);
javascript:void(0);
javascript:void(0);
javascript:void(0);
javascript:void(0);
javascript:void(0);
https://www.eusupplements.europeanurology.com/issue/S1569-9056(18)X0015-3
https://link.springer.com/article/10.1007/s10803-019-03930-4
https://link.springer.com/article/10.1007/s10803-019-03930-4
https://link.springer.com/journal/10803


12 
 

 
CULTURAL CONTEXT 
 

Indigenous Processes of Consent: Repoliticizing Water Governance through Legal Pluralism 
Deborah Curran 
Water, 19 March 2019; 11(3) pp 571 
Abstract 
While international instruments and a few state governments endorse the “free, prior and informed 
consent” of Indigenous peoples in decision-making about the water in their traditional territories, most state 
water governance regimes do not recognize Indigenous water rights and responsibilities. Applying a political 
ecology lens to the settler colonialism of water governance exposes the continued depoliticizing personality 
of natural resources decision-making and reveals water as an abstract, static resource in law and governance 
processes. Most plainly, these decision-making processes inadequately consider environmental flows or 
cumulative effects and are at odds with both Indigenous governance and social-ecological approaches to 
watershed management. Using the example of groundwater licensing in British Columbia, Canada as 
reinforcing colonialism in water governance, this article examines how First Nations are asserting Indigenous 
rights in response to natural resource decision-making. Both within and outside of colonial governance 
processes they are establishing administrative and governance structures that express their water laws and 
jurisdiction. These structures include the Syilx, Nadleh Wut’en and Stellat’en creating standards for water, 
the Tsleil-Waututh and Stk’emlúpsemc te Secwépemc community assessments of proposed pipeline and 
mining facilities, and the First Nations of the Nicola Valley planning process based on their own legal 
traditions. Where provincial and federal environmental governance has failed, Indigenous communities are 
repoliticizing colonial decision-making processes to shift jurisdiction towards Indigenous processes that 
institutionalize responsibilities for and relationships with water. 
 
 

Barriers and Facilitators to Obtaining Informed Consent in a Critical Care Pediatric Research Ward 
in Southern Malawi 
Lucinda Manda-Taylor, Alice Liomba, Terrie E. Taylor, Kristan Elwell 
Journal of Empirical Research on Human Research Ethics, 13 March 2019; 14(2) pp 152–168 
Abstract 
Informed consent is an ethical requirement in clinical research. Obtaining informed consent is challenging in 
resource-constrained settings. We report results of a formative qualitative study that examined factors that 
facilitate and hinder informed consent for clinical research among critically ill children in Malawi. We argue 
that truly informed consent in a pediatric intensive care unit (PICU) is challenged by parental distress, time 
constraints when balancing care for critically ill patients with research-related tasks, and social hierarchies 
and community mistrust toward certain research procedures. We interviewed health care providers and 
parents of children attending a critical care unit to identify potential challenges and solicit strategies for 
addressing them. Providers and caregivers suggested practical solutions to enhance research participant 
understanding of clinical trial research, including the use of visual materials, community engagement 
strategies, and using patients as advocates in promoting understanding of research procedures. 
 
 

Moving Forward on Consent Practices in Australia 
Lisa Eckstein & Rebekah McWhirter 
Journal of Bioethical Inquiry, 2018; 15(2) pp 243-257  
Abstract 
Allowing persons to make an informed choice about their participation in research is a pre-eminent ethical 
and legal requirement. Almost universally, this requirement has been addressed through the provision of 
written patient information sheets and consent forms. Researchers and others have raised concerns about 
the extent to which such forms—particularly given their frequent lengthiness and complexity—provide 
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participants with the tools and knowledge necessary for autonomous decision-making. Concerns are 
especially pronounced for certain participant groups, such as persons with low literacy and Indigenous 
persons. Multimedia strategies have the potential to usefully supplement current consent practices in 
Australia; however, information is needed about the need for supplementary consent practices, along with 
drivers for and barriers against adoption. This study initiates the required evidence base through an audit of 
informed consent practices for medical research in the Australian state of Tasmania to assess the need for, 
and current uptake of, supplementary consent strategies. Drivers for and barriers against adoption of 
multimedia consent practices were explored in detail through interviews with key stakeholders, including 
researchers, HREC chairs and members, and research participants, including Indigenous participants. 
 
:::::: 
:::::: 
 
RIGHTS/LEGAL/LEGISLATIVE 
 

How Democracy Can Inform Consent: Cases of the Internet and Bioethics 
Carol C. Gould 
Journal of Applied Philosophy, 22 March 2019; Special Issue  
Abstract 
Traditional conceptions of informed consent seem difficult or even impossible to apply to new technologies 
like biobanks, big data, or GMOs, where vast numbers of people are potentially affected, and where 
consequences and risks are indeterminate or even unforeseeable. Likewise, the principle has come under 
strain with the appropriation and monetisation of personal information on digital platforms. Over time, it has 
largely been reduced to bare assent to formalistic legal agreements. To address the current ineffectiveness of 
the norm of informed consent, I suggest that we need a notion of structural injustice (on a distinctive 
interpretation, elaborated here, which takes account of unequal power and property relations). I then argue 
that in order to protect and enhance people's freedom, we have to go beyond traditional applied ethics and 
introduce perspectives from democratic theory and social philosophy. I attempt to show how applications of 
the ‘all‐affected principle’, together with new forms of democratic participation, deliberation, and 
representation can helpfully frame the narrower principle of informed consent. There is an important role for 
what we could call collective consent, and informed consent can only succeed in increasing individual agency 
if it is situated within enhanced forms of democratic decision‐making. 
 
 

Democracy as Uninformed Non‐Consent 
Jason Brennan 
Journal of Applied Philosophy, 14 March 2019; Special Issue 
Abstract 
Carol Gould argues that democratic institutions can serve as mechanisms of informed consent or could at 
least facilitate creating regulations and other structures which facilitate informed consent in bioethics, 
medicine, and elsewhere. I am sceptical. I argue that democracies cannot serve as vehicles of consent, 
let alone informed consent. Further, the problems of democratic ignorance and irrationality created 
significant barriers to democratic deliberation helping to produce better regulations or conditions for 
informed consent. Democracy is not a good surrogate for consent. 
 
 

Ethical failings of CPSO policy and the health care consent act: case review 
Joshua T. Landry, Rakesh Patel, David Neilipovitz, Kwadwo Kyeremanteng, Gianni D’Egidio  
BioMed Central Medical Ethics, 19 March 2019; 20(20) 
Abstract 
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End-of-life disputes in Ontario are currently overwhelmingly assessed through the singular lens of patient 
autonomy. The current dispute resolution mechanism(s) does not adequately consider evidence-based 
medical guidelines, standards of care, the patient’s best interests, expert opinion, or distributive justice. We 
discuss two cases adjudicated by the Consent and Capacity board of Ontario that demonstrate the over 
emphasis on patient autonomy. Current health care policy and the Health Care Consent Act also place 
emphasis on patient autonomy without considering other ethically defensible factors. We argue that current 
policy and legislation require amendment, and unless there are measures undertaken to modify them, both 
the quality of care provided and the long-term capabilities of the health care system to remain publicly-
funded, comprehensive and equitable, are at stake.  
 
 

A review and analysis of new Italian law 219/2017: ‘provisions for informed consent and advance 
directives treatment’ 
Marco Di Paolo, Federica Gori, Luigi Papi, Emanuela Turillazzi  
BioMed Central Medical Ethics, 4 March 2019; 20(17) 
Background 
In December 2017, Law 219/2017, ‘Provisions for informed consent and advance directives’, was approved in 
Italy. The law is the culmination of a year-long process and the subject of heated debate throughout Italian 
society. Contentious issues (advance directives, the possibility to refuse medical treatment, the withdrawal of 
medical treatment, nutrition and hydration) are addressed in the law. 
Main text 
What emerges clearly are concepts such as quality of life, autonomy, and the right to accept or refuse any 
medical treatment – concepts that should be part of an optimal relationship between the patient and 
healthcare professionals. The law maximizes the value of the patient’s time to decide. Every patient is 
allowed to make choices for the present (consenting to or refusing current treatment) as well as for the 
future, conceived as a continuation of the present, and to decide what comes next, based on what he/she 
already knows. The law identifies three distinct but converging paths towards the affirmation of a care 
relationship based on reciprocal trust and respect: the possibility to consent to or refuse treatment, the 
shared care planning, and advance directives. 
Conclusions 
The fundamental point to emerge from the new Italian law is that consensus is an essential connotation of 
the treatment relationship. Consensus is not limited to the acceptance/rejection of medical treatment but is 
ongoing. It is projected into the future through shared care planning and advance directives which act as 
tools for self-determination and the manifestation of the beliefs and preferences of persons unable to 
express their will. These principles are in line with the idea of appropriate care as evaluated from two 
different perspectives, one of scientific adequacy and the other commensurate with the individual’s 
resources, fragility, values, and beliefs. Surely, however, the new law is not the end of the matter on issues 
such as conscientious objection, which is deeply rooted within the Italian cultural and political debate. In this 
regard, healthcare institutions and policymakers will be called upon to develop and implement organizational 
policies aimed at the management of foreseeable conscientious objection in this field. 
 
 

Ethical governance of the medical research: clinical investigation and informed consent under the 
new EU Medical Devices Regulation (2017∕745) 
Olimid DA, Olimid AP, Ifrim Chen F   
Romanian Journal of Morphology and Embryology, 1 Jan 2018, 59(4):1305-1310 
Purpose 
The paper focuses on the ethical appraisal of the clinical investigations (CIs) and the informed consent within 
the new European Union (EU) legislation on medical devices (MDs). The Regulation (EU) 2017∕745 of the 
European Parliament and of the Council was adopted on 5 April 2017 and entered into force on 25 May 2017, 
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repealing the Council Directives concerning Medical Devices 93∕42∕EEC and the Active Implantable Medical 
Devices 90∕385∕EEC.  
Background 
For the past thirty years, the EU legislation on MDs has been updated by several directives: Council Directive 
90∕385∕EEC on Active Medical Devices (1990); Council Directive 93∕42∕EEC on Medical Devices (1993) and 
Council Directive 98∕79∕EC on In vitro Medical Devices (1998) aiming to frame the MDs market development.  
Content 
From the ethical perspective, the present article investigates the new rules concerning the CIs of the MDs for 
human use and accessories for such devices conducted in the EU by highlighting new regulatory aspects: (1) 
the framework of the clinical evaluation and CI; (2) the relevant definitions; (3) the ethical principles related 
to CIs; (4) the informed consent; (5) the role of the national ethics committees.  
Conclusions 
Although the new guidelines enable an extension of the definition of "medical device" and the harmonization 
of the rules for "the placing on market and putting into service of the medical devices", it also regulates the 
MDs industry to ensure clinical benefits for patients and high standards of quality and safety. 
 
:::::: 
:::::: 
 
GENERAL/OTHER 
 

Analysis of Privacy Policies to Enhance Informed Consent (Extended Version)  
Raúl Pardo, Daniel Le Métayer 
Hyper Articles en Ligne, 15 Mar 2019 

Abstract 
In this report, we present an approach to enhance informed consent for the processing of personal data. The 
approach relies on a privacy policy language used to express, compare and analyze privacy policies. We 
describe a tool that automatically reports the privacy risks associated with a given privacy policy in order to 
enhance data subjects’ awareness and to allow them to make more informed choices. The risk analysis of 
privacy policies is illustrated with an IoT example. 

Editor’s Note: “IoT” refers to the “internet of things” as explained in this article.  
 
 

Performing informed consent in transgender medicine 
Shuster SM 
Social Science and Medicine, 3 March 2019; 226 pp 190-197 
Abstract 
Using in-depth interviews with 23 physical and mental healthcare providers and observations at transgender-
specific healthcare conferences between 2012 and 2015, I examine how medical providers negotiate 
informed consent processes in their clinical encounters with trans patients. While a growing body of 
scholarship has examined informed consent in scientific research from the patient's perspective, a gap 
remains in how informed consent is understood in clinical encounters, and from providers' perspectives. I use 
the case of trans medicine, an emergent field of medicine that has not yet implemented standardized 
procedures or policies that shape providers' decision-making. I demonstrate how many providers of trans 
medicine give voice to following informed consent, but fail to actually practice it in their work with trans 
patients. In performing informed consent, providers revert to a paternalistic model of care, which amplifies 
their medical authority while veiling power differentials in their clinical encounters and decision-making in 
trans medicine. 
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Predicting major mental illness: ethical and practical considerations  
Stephen M. Lawrie, Sue Fletcher-Watson, Heather C. Whalley and Andrew M. McIntosh  
British Journal of Psychiatry, 2019; 5(e30) pp 1–5 
Summary  
An increasing body of genetic and imaging research shows that it is becoming possible to forecast the onset 
of major psychiatric disorders such as depression and schizophrenia before people become ill with ever 
improving accuracy. Practical issues such as the optimal combination of clinical and biological variables are 
being addressed, but the application of predictive algorithms to individuals or in routine clinical settings have 
yet to be tested. The development of predictive methods in mental health comes with substantial ethical 
questions, including whether people wish to know their level of risk, as well as individual and societal 
attitudes to the potential adverse effects of data sharing, early diagnosis and treatment, which so far have 
been largely ignored. Preliminary data suggests that at least some people think predictive research is 
valuable and would take part in such studies, and some would welcome knowing the results. Future 
initiatives should systematically assess opinions and attitudes in conjunction with scientific and technical 
advances. 
 
 

Crisis at the Pregnancy Center: Regulating PseudoClinics and Reclaiming Informed Consent 
Teneille R. Brown 
Yale Journal of Law & Feminism, 2019; 30(2) 
Abstract 
Crisis Pregnancy Centers (CPCs) adopt the look of medical practices-complete with workers in scrubs, 
ultrasound machines, and invasive physical exams-to deceive pregnant women into thinking they are being 
treated by licensed medical professionals. In reality, CPCs offer exclusively Bible- based, non-objective 
counseling. Numerous attempts to regulate CPCs have faced political roadblocks. Most recently, in NIFLA v. 
Becerra, the Supreme Court held that state efforts to require CPCs to disclose that they are not medically 
licensed are unconstitutional violations of CPCs’ First Amendment right to free speech. In the wake of that 
decision, pregnant women in crisis-a disproportionate percentage of whom are low-income women, minority 
women, or women in vulnerable or dangerous situations-continue to be subject to CPCs’ ideological 
marketing, masquerading as medical advice. 
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