
1 

 

 
 

 
Center for Informed Consent Integrity 

Informed Consent: A Monthly Review 
February 2019 

_____________________________________________ 
 

 
This digest is intended to aggregate and distill key content around informed consent from a broad spectrum 
of peer-reviewed and grey literature, practice domains and organization types including key agencies/IGOs, 
NGOs, governments, academic and research institutions, consortiums and collaborations, foundations, and 
commercial organizations. We acknowledge that this spectrum/scope yields an indicative and not an 
exhaustive digest product.  
 

Informed Consent: A Monthly Review is a service of the GE2P2 Global Foundation’s Center for Informed 
Consent Integrity, which is solely responsible for its content. Comments and suggestions should be directed 
to: 
 Editor 

Paige Fitzsimmons, MA 
Editor & Associate Fellow 

  paige.fitzsimmons@ge2p2global.org 
 
Publisher 
David R. Curry 
President & CEO 

              david.r.curry@ge2p2global.org 

 
_____________________________________________ 

 
:::::: 
 
GENERAL 
 

Consent in the face of death 
Camilla L. Scanlan, Cameron Stewart, Ian Kerridge 
Ethics in Medicine, 24 January 2019; 49(1):108-110 
Abstract 
While the traditional model of consent is supported by codes and theories of ethics, is enshrined in law, and 
provides the core of health policy and clinical governance, it is unclear how accurately it reflects clinical 
practice and in particular how accurately it accounts for edition‐making in ‘high‐risk’ situations where 
patients are critically ill and facing death. 

 
Should I Agree?: Delegating Consent Decisions Beyond the Individual 
Bettina Nissen, Victoria Neumann, Mateusz Andrzej Mikusz, Rory Gianni, Sarah Clinch, Chris Speed, Nigel 
Andrew Justin Davies 
Lancaster University, 7 January 2019 
Abstract 
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Obtaining meaningful user consent is increasingly problematic in a world of numerous, heterogeneous digital 
services. Current approaches (e.g. agreeing to Terms and Conditions) are rooted in the idea of individual 
control despite growing evidence that users do not (or cannot) exercise such control in informed ways. We 
consider an alternative approach whereby users can opt to delegate consent decisions to an ecosystem of 
third-parties including friends, experts, groups and AI entities. We present the results of a study that used a 
technology probe at a large festival to explore initial public responses to this reframing focusing on when and 
to whom users would delegate such decisions. The results reveal substantial public interest in delegating 
consent and identify differing preferences depending on the privacy context, highlighting the need for 
alternative decision mechanisms beyond the current focus on individual choice. 
 

Informed Consent: No Longer Just What the Doctor Ordered? Revisited 
Marc D. Ginsberg 
Akron Law Review, January 2019; 52(2): 49-90 
Abstract 
The law of informed consent in medicine has evolved from the original doctrine which required the 
physician’s disclosure of the risks, benefits, and complications of (and alternatives to) a proposed procedure 
or treatment. The doctrine now implicates the disclosure of matters personal to the physician. Questions 
regarding the breadth of the doctrine in other respects have developed as well. This paper represents the 
author’s second examination of the unconventional aspects of the law of informed consent.  
 

:::::: 
 
YOUNG PERSONS 
 
Improving the informed consent process among HIV‐infected undisclosed minors participating in a 
biomedical research: insights from the multicentre nutritional SNACS study in Senegal 
Fabienne Hejoaka, Marie Varloteaux, Caroline Desclaux‐Sall, Sidy Mokhtar Ndiaye, Karim Diop, Aminata 
Diack, Fatou Niasse, Cécile Cames 
Tropical Medicine & International Health, 9 January 2019; Early View 
Objectives 
Providing research information in a manner accessible to minors participating in biomedical research is a 
major challenge. Guidance is dramatically lacking regarding best practices for seeking informed consent 
among undisclosed minors enrolled in HIV‐related research. We implemented an improved informed consent 
process (IICP) and identified factors associated with understanding of the information presented to HIV‐
infected minors prior to their enrolment in a study. 
Methods 
We enrolled study participants attending 12 paediatric HIV clinics in Senegal. Children ≥7 years were 
provided with standardised research information using the IICP, which involves viewing a video and taking 
part in extended group discussions. Understanding was assessed by seven basic questions scored 1 or 2 
points, with a maximum score of 11 points. A score of 9 or more points was defined as satisfactory 
understanding. Factors associated with understanding were identified using a stepwise logistic regression 
model. 
Results 
Overall, 112 children, with a median age of 12.9 years (IQR: 10.2–15.0), participated in the IICP, of whom 37% 
were HIV disclosed. 71% achieved a satisfactory understanding score and all gave consent to participate in 
the research. HIV‐disclosed children were more likely to demonstrate satisfactory understanding than 
undisclosed children (aOR = 3.2, 95% CI: 1.1–9.6). Age, study setting and education level were not associated 
with satisfactory understanding. 
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Conclusion 
These findings provide practical guidance for the development of improved and friendly informed consent 
processes in research involving minors. The implementation of the paediatric HIV research agenda will 
require a standardised and operational definition of informed consent, integrating the issue of HIV 
disclosure. 
 

Ethical complexities in child co-research 
Merle Spriggs, Lynn Gillam 
Research Ethics, January 2019; 15(1):1–16 
Abstract 
Child co-research has become popular in social research involving children. This is attributed to the emphasis 
on children’s rights and is seen as a way to promote children’s agency and voice. It is a way of putting into 
practice the philosophy, common amongst childhood researchers, that children are experts on childhood. In 
this article, we discuss ethical complexities of involving children as co-researchers, beginning with an analysis 
of the literature, then drawing on data from interviews with researchers who conduct child co-research. We 
identify six ethical complexities, some of which are new findings which have not been mentioned before in 
this context. In light of these possible ethical complexities, a key finding is for researchers to be reflexive – to 
reflect on how the research may affect child co-researchers and participants before the research starts. A 
separate overriding message that came out in responses from the researchers we interviewed was the need 
for support and training for child co-researchers. We conclude by providing a list of questions for reflexive 
researchers to ask of themselves when they use child co-research methodology. We also provide important 
questions for human research ethics committees to ask when they review projects using child co-research.  

 
Who Speaks for Me?: Addressing Variability in Informed Consent Practices for Minimal Risk 
Research Involving Foster Youth 
MV Greiner, SJ Beal, A Allen, V Patel, J Meinzen-Derr, AH Matheny Antommaria 
Journal of Health Disparities Research and Practice, Winter 2018; 11(4):111-131 
Background  
Youth in protective custody (i.e., foster care) are at higher risk for poorer physical and mental health 
outcomes compared with those who are not in custody. These differences may be due in part to the lack of 
research on the population to create evidence-based recommendations for health care delivery. A potential 
contributor to this lack of research is difficulties in obtaining informed consent for empirical studies in this 
population. The objective of this study was to describe the approaches to obtaining informed consent in 
minimal risk studies of foster youth and provide recommendations for future requirements.  
Methods  
We conducted a systematic review of the literature to characterize the informed consent approaches in 
published minimal risk research involving youth in foster care. We searched PubMed, CINAHL, PsychINFO, 
Embase, ERIC, Scopus, and EBMR. Inclusion criteria were: studies conducted in the United States, included 
current foster youth, minimal risk, peer reviewed, and published in English. Full text was reviewed, and 
individuals required to consent and assent were extracted.  
Results 
Forty-nine publications from 33 studies were identified. Studies required 0 to 3 individuals to consent. 
Individuals required to give consent included case workers (16, 48%), foster caregivers (12, 36%), biological 
parents (7, 21%), judges (5, 15%), and guardian ad litems (2, 6%). Twenty-nine (88%) studies required the 
youth’s assent. The studies used 14 different combinations of individuals. One (3%) study utilized a waiver of 
consent.  
Conclusions  
There is no consistent approach for obtaining informed consent for foster youth to participate in minimal risk 
research. Consent should ideally involve individuals with legal authority and knowledge of the individual  
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youth’s interests and should not be burdensome. Consensus regarding consent requirements may facilitate 
research involving foster youth. 

 
:::::: 
 

CULTURAL CONTEXT 
 

The picture talk project: Aboriginal community input on consent for research  
Emily FM Fitzpatrick, Gaynor Macdonald, Alexandra LC Martiniuk, June Oscar, Heather D’Antoine, Maureen 
Carter, Tom Lawford and Elizabeth J Elliott 
BMC Medical Ethics, 29 January 2019; 20(12) 
Background 
The consent and community engagement process for research with Indigenous communities is rarely 
evaluated. Research protocols are not always collaborative, inclusive or culturally respectful. If participants 
do not trust or understand the research, selection bias may occur in recruitment, affecting study results 
potentially denying participants the opportunity to provide more knowledge and greater understanding 
about their community. Poorly informed consent can also harm the individual participant and the community 
as a whole. 
Methods 
Invited by local Aboriginal community leaders of the Fitzroy Valley, the Kimberley, Western Australia, The 
Picture Talk project explores the consent process for research. Focus groups of Aboriginal community 
members were conducted to establish preferences for methods of seeking individual consent. Transcripts 
were analysed through NVivo10 Qualitative software using grounded theory with inductive and deductive 
coding. Themes were synthesised with quotes highlighted. 
Results 
Focus groups with Aboriginal community members (n = 6 focus groups of 3–7 participants) were facilitated by 
a Community Navigator as a cultural guide and interpreter and a researcher. Participants were recruited from 
all main language groups of the Fitzroy Valley – Gooniyandi, Walmajarri, Wangkatjungka, Bunuba and 
Nikinya. Participants were aged ≥18 years, with 5 female groups and one male group. Themes identified 
include: Reputation and trust is essential; The Community Navigator is key; Pictures give the words meaning 
– milli milli versus Pictures; Achieving consensus in circles; Signing for consent; and Research is needed in the 
Valley. 
Conclusion 
Aboriginal communities of the Fitzroy Valley recommend that researchers collaborate with local leaders, 
develop trust and foster a good reputation in the community prior to research. Local Aboriginal researchers 
should be employed to provide cultural guidance throughout the research process and interpret local 
languages especially for elders. Pictures are preferred to written text to explain research information and 
most prefer to sign for consent. The Fitzroy Valley welcomes research when collaborative and for the benefit 
of the community. Future research could include exploring how to support young people, promote health 
screening and improve understanding of medical knowledge. 
 

Are predominantly western standards and expectations of informed consent in surgery applicable 
to all? A qualitative study in a tertiary care hospital in Sri Lanka 
Udagedara Mudiyanselage Jayami Eshana Samaranayake, Yasith Mathangasinghe, Anura Sarath Kumara 
Banagala 
BMJ Open, 25 January 2019 
Objective  
To identify the different perceptions on informed surgical consent in a group of Sri Lankan patients. 
Methods  
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A qualitative study was conducted in a single surgical unit at a tertiary care hospital from January to May 
2018. The protocol conformed to the Declaration of Helsinki. Patients undergoing elective major surgeries 
were recruited using initial purposive and later theoretical sampling. In-depth interviews were conducted in 
their native language based on the grounded theory. Initial codes were generated after analysing the 
transcripts. Constant comparative method was employed during intermediate and advanced coding. Data  
collection and analyses were conducted simultaneously, until the saturation of the themes. Finally, advanced 
coding was used for theoretical integrations. 
Results  
Thirty patients (male:female=12:18) were assessed. The mean age was 41±9 years. Sinhalese predominated 
(50.0%, n=15). Majority underwent thyroidectomy (36.7%, n=11). The generated theory categorises the 
process of obtaining informed consent in four phases: initial interaction phase, reasoning phase, convincing 
phase and decision-making phase. Giving consent for surgery was a dependent role between patient, family 
members and the surgeon, as opposed to an individual decision by the patient. Some patients abstained 
from asking questions from doctors since doctors were ‘busy’, ‘short-tempered’ or ‘stressed out’. Some 
found nurses to be more approachable than doctors. Patients admitted that having a bystander while 
obtaining consent would relieve their stress. They needed doctors to emphasise more on postoperative 
lifestyle changes and preprocedure counselling at the clinic level. To educate patients about their procedure, 
some suggested leaflets or booklets to be distributed at the clinic before ward admission. The majority 
disliked watching educational videos because they were ‘scared’ to look at surgical dissections and blood. 
Conclusion  
The informed consent process should include key elements that are non-culture specific along with elements 
or practices that consider the cultural norms of the society. 
 

Psychometric evaluation of the Informed Consent Process Scale in Chinese 
Shu Yu Chen, Shu-Chen Susan Chang, Chiu-Chu Lin, Qingqing Lou, Robert M Anderson 
Nursing Ethics, 6 January 2019 
Background 
Informed consent is essential for the ethical conduct of clinical research and is a culturally sensitive issue. 
But, a measurable Chinese version of the scale to evaluate the informed consent process has not yet been 
explored in the existing literature. 
Research objectives 
This study aimed to develop and psychometrically test the Chinese version of the Informed Consent Process 
Scale. 
Research design 
Back-translation was conducted to develop the Chinese version of the questionnaire. A cross-sectional survey 
was administered, after which an exploratory factor analysis was conducted. 
Participants 
We recruited a total of 375 participants who had experience in signing an informed consent form within the 
previous 3 years in Taiwan. 
Ethical considerations 
This study was approved by two Institutional Review Boards and the autonomy of the participants was 
respected. 
Findings 
The Chinese version of the Informed Consent Process Scale is composed of three factors with 23 items 
showing evidence of acceptable reliability and validity. Three major factors were extracted and labeled: 
Factor 1 – ‘Understanding of the research’, Factor 2 – ‘Trust and confidence’ and Factor 3 – ‘Doubt and 
uncertainty’. The three factors accounted for is 52.954 of the total variance with Cronbach’s α of .917. 
Discussion and conclusion 
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The finding corroborates previous studies showing that participants had too little understanding on the 
informed consent forms they signed and implied the need to clarify the critical points in clinical research. The 
psychometric results indicated good internal consistency and validity for this newly constructed instrument, 
and it was found worthy of conducting further testing and application. 

 
Four Ethical Principles in European Bioethics and Biolaw: Autonomy, Dignity, Integrity and 
Vulnerability 
Biolaw and Policy in the Twenty-First Century, 25 January 2019, LIME(78):33-40  
Abstract 
The main goal of this chapter is to discuss the epistemological and practical features of the basic ethical 
principles in European bioethics and biolaw as a result of a relevant project supported by the European 
Commission between 1995 and 1998. That project was based on cooperation between 22 partners coming 
from most EU countries. Its aim was to identify the ethical principles relating to autonomy, dignity, integrity 
and vulnerability as four important ideas or values for a European bioethics and biolaw. In this chapter it will 
be showed how the authors reach the conclusion that the basic ethical principles cannot be understood as 
universal, everlasting ideas or transcendental truths but they rather function as “reflective guidelines”, and 
important values in European culture. 
 

:::::: 
 

SURGICAL  
 

Informed consent for endoscopic procedures in Portugal–do we need a thoroughly detailed 
consent form? 
N Almeida, M Areia, C Chagas, R Cardoso, M Dinis-Ribeiro 
Endoscopy, 29 January 2019; 51(02): 200-201 
Abstract 
Endoscopy is an invaluable tool for all Gastroenterologists but most importantly it is a crucial 
procedure/method in screening, diagnosis and management of gastrointestinal diseases which in turn affect 
a relevant proportion of citizens. The number and technical difficulty of endoscopic procedures have greatly 
increased in the past two decades, and even the simpler ones are not purely diagnostic examinations which 
are exempt from risks [1]. A small but real risk is present in all endoscopic procedures, even if there are no 
additional diagnostic (e. g., biopsies) or therapeutic manoeuvres (such as polypectomy) 

Adverse event rate for upper endoscopy ranges from 1 in 200 to 1 in 10,000 and mortality ranges 
between none to 1 in 2,000 [2] [3]. Curiously, up to 2.5 % of patients sought medical advice for various 
complaints following upper endoscopy [4]. For colonoscopy the risks are higher and a systematic review 
including 57,742 colonoscopies performed for screening in average risk patients showed a pooled serious 
adverse event rate of 2.8 per 1,000 procedures [5]. Classically, the most feared one is perforation with rates 
of 0.019 to 0.8 % in diagnostic and 0.10 to 3 % in therapeutic colonoscopies [6]. Such rate is expected to 
increase with widespread acceptance of colonoscopy screening [7]. Even so, a recent study, from a bowel 
cancer screening programme, revealed a perforation rate of 0.06 % (1 in 1,790 procedures) [8]. However, it is 
interesting to notice that only 13 % of such perforations were detected during colonoscopy and morbidity 
was considerably higher in the remainder 87 % [8]. 

Owing to the invasive nature and potential risks of all endoscopic procedures of the gastrointestinal 
tract, written consent should be formally obtained, except in an emergency [9]. In Portugal, there are written 
instructions about the informed consent, and an online formulary from the Ministry for Health, Health 
Authority [10]. However, such formulary is awkward, difficult to fill out, and most Gastroenterology 
Departments and Clinics have their own written informed consents with specific information about the 
proposed procedures. 
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https://www.thieme-connect.com/products/ejournals/abstract/10.1055/a-0822-3350#OR000-10


7 

 

 
Traditionally, it is recommended that verbal and/or written information should be provided to all patients 
referred for endoscopic procedures [9] [10]. Such information must be in a format that allows the patient to 
understand the expected benefits as well as the potential burdens and risks and alternatives [9]. This means 
the patient must be informed not only about the most common risks, but also about the most serious, albeit 
rare, ones. But there are specific risks in specific individuals. So, should we provide a generic, easy to read  
and understandable information or go for a detailed version, including all risks and specific circumstances 
that can increase complication odds? 

Our Supreme Court condemned recently a Gastroenterologist to pay a civil indemnification to a 
patient that suffered a perforation during a colonoscopy. The court assume as proven that the patient was 
informed about the proposed procedure, including the risk of perforation, and the doctor acted in 
accordance with the leges artis. However, since the patient had a history of previous abdominal surgery and 
was not informed that such fact increases the risk of perforation the informed consent procedure was 
considered not valid. This represents a major alert to all Portuguese Gastroenterologists and probably we 
need a more detailed informed consent form for all endoscopic procedures. The Portuguese Society of 
Digestive Endoscopy is working to provide specific written leaflets to our associates. The texts are being 
discussed with counsellors from the Centre for Biomedical Law at the Faculty of Law, University of Coimbra 
and will go for public discussion in a short period of time. 

We are facing a potentially turbulent period in our relationship with the rest of society, but we must 
give our best efforts to help all our patients! That is the only reason to perform these procedures as they 
currently exist, and, most of all, to innovate and develop them. 
 

Improving surgical informed consent in obstetric and gynaecologic surgeries in a teaching hospital 
in Ethiopia: A before and after study 
Million Teshome, Zenebe Wolde, Abel Gedefaw, Anteneh Asefa 
BMJ Open, 25 January 2019 
Objectives  
Even though surgical informed consent (SIC) has marked benefits, in many settings the information is not 
provided appropriately. In Ethiopia, minimal attention is given to SIC. This study assesses whether an 
intervention designed to improve SIC in obstetric and gynaecologic surgeries is associated with receipt of SIC 
components. 
Design  
Pre-intervention and post-intervention surveys were conducted at Hawassa University Comprehensive 
Specialized Hospital among women who underwent obstetric or gynaecologic surgeries. The intervention 
consisted of a 3-day training on standard counselling for surgical procedures offered to health professionals. 
A total of 457 women were surveyed (230 pre-intervention, 227 post-intervention). An adjusted Poisson 
regression analysis was used to identify the association between the intervention and the number of SIC 
components received. 
Results  
The majority of participants were 25–34 years of age in both the pre-intervention and post-intervention 
groups (p=0.66). 45.7% of the pre-intervention and 51.5% of the post-intervention survey participants 
underwent elective surgery (p=0.21). Additionally, 70.4% of pre-intervention survey participants received 
counselling immediately before surgery, compared with 62.4% of post-intervention participants (p<0.001). 
5.7% of pre-intervention and 6.6% of post-intervention participants reported the belief that SIC consists 
entirely of signing on a piece of paper (p=0.66). After controlling for effects of potential confounders, the 
number of SIC components reported by post-intervention survey participants was 16% higher than what is 
received by pre-intervention ones (adjusted coefficient=1.16 (1.06–1.28)). Having elective versus emergency 
surgery was not associated with the number of components received by participants in either group 
(adjusted coefficient=0.98 (0.88–1.09)). 
 
 

https://www.thieme-connect.com/products/ejournals/abstract/10.1055/a-0822-3350#JR000-9
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Conclusion  
Training on the delivery of standard SIC is associated with receipt of a higher number of standard counselling 
components. However, there is a need to evaluate whether a one-time intervention leads to sustained 
improvement. A system-wide study of factors that promote SIC is required. 
This is an open access article distributed in accordance with the Creative Commons Attribution Non 
Commercial (CC BY-NC 4.0) license, which permits others to distribute, remix, adapt, build upon this work  
non-commercially, and license their derivative works on different terms, provided the original work is 
properly cited, appropriate credit is given, any changes made indicated, and the use is non-commercial. 
 

How to effectively obtain informed consent in trauma patients: a systematic review 
Yen-Ko Lin, Kuan-Ting Liu, Chao-Wen Chen, Wei-Che Lee, Chia-Ju Lin, Leiyu Shi, Yin-Chun Tien 
BMC Medical Ethics, 23 January 2019; 20(8)   
Background 
Obtaining adequate informed consent from trauma patients is challenging and time-consuming. Healthcare 
providers must communicate complicated medical information to enable patients to make informed 
decisions. This study aimed to explore the challenges of obtaining valid consent and methods of improving 
the quality of the informed consent process for surgical procedures in trauma patients. 
Methods 
We conducted a systematic review of relevant English-language full-text original articles retrieved from 
PubMed (1961–August 2018) that had experimental or observational study design and involved adult trauma 
patients. Studies involving informed consent in clinical or research trials were excluded. Titles and abstracts 
of searched articles were reviewed and relevant data were extracted with a structured form. Results were 
synthesized with a narrative approach. 
Results 
A total of 2044 articles were identified in the initial search. Only eight studies were included in the review for 
narrative synthesis. Six studies involved orthopedic surgeries, one involved nasal bone surgeries, and one 
involved trauma-related limb debridement. Only one study was conducted in an emergency department. 
Information recall was poor for trauma patients. Risk recall and comprehension were greater when written 
or video information was provided than when information was provided only verbally. Patient satisfaction 
was also greater when both written and verbal information were provided than when verbal information 
alone was provided; patients who received video information were more satisfied than patients who 
received written or verbal information. 
Conclusions 
Many articles have been published on the subject of informed consent, but very few of these have focused 
on trauma patients. More empirical evidence is needed to support the success of informed consent for 
trauma patients in the emergency department, especially within the necessarily very limited time frame. To 
improve the informed consent process for trauma patients, developing a structured and standardized 
informed consent process may be necessary and achievable; its effectiveness would require evaluation. 
Adequately educating and training healthcare providers to deliver structured, comprehensive information to 
trauma patients is crucial. Institutions should give top priority to ensuring patient-centered health care and 
improved quality of care for trauma patients. 
 

Informed Consent Education in Obstetrics and Gynecology: A Survey Study 
KatiePropstMD, David M.O'Sullivan, AmandaUlrich, ElenaTunitsky-Bitton 
Journal of Surgical Education, 2 January 2019; 76(1) 
Objective 
The practice of obstetrics and gynecology poses specific ethical challenges for informed consent (IC). Data 
regarding resident confidence with the IC process are lacking. Our objective was to evaluate obstetrics and 
gynecology residents’ education, experience, and confidence related to IC. 
 

https://link.springer.com/article/10.1186/s12910-019-0347-0
https://link.springer.com/article/10.1186/s12910-019-0347-0
https://link.springer.com/journal/12910
https://www.sciencedirect.com/science/article/pii/S193172041830775X
https://www.sciencedirect.com/science/article/pii/S193172041830775X
https://www.sciencedirect.com/science/article/pii/S193172041830775X#!
https://www.sciencedirect.com/science/article/pii/S193172041830775X#!
https://www.sciencedirect.com/science/article/pii/S193172041830775X#!
https://www.sciencedirect.com/science/article/pii/S193172041830775X#!
https://www.sciencedirect.com/science/journal/19317204
https://www.sciencedirect.com/topics/medicine-and-dentistry/gynecology
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Design 
This was a cross-sectional survey of obstetrics and gynecology residents. Descriptive analyses were 
performed using mean and standard deviation or frequency expressed as a percentage. The results were 
analyzed for statistical significance using chi-square or Fisher's exact tests for categorical variables and 
Student t or Mann-Whitney U tests, as appropriate, for continuous variables; all results yielding p < 0.05 were 
deemed statistically significant. 
Results 
Two hundred eighty-one trainees completed the survey. The majority of participants were female (84.3%) 
and from an academic training program (65.1%). Two hundred seventy-seven trainees (98.6%) reported that 
they had obtained IC for operating roomprocedures; the majority had first done this in the first postgraduate 
year (PGY) (n = 258, 91.8%). Trainees most commonly obtain IC for resident and general gynecology 
attending cases. Most trainees primarily learn how to obtain IC via observation of their coresidents and 
attendings. Nearly 90% of trainees have obtained IC for a procedure for which they were unsure of all the 
risks. One hundred seventy-three trainees (61.6%) reported that they would like to have more training in IC. 
Increasing PGY was significantly associated with increasing confidence in obtaining IC for gynecologic, 
obstetric, and office procedures (all p < 0.01). There were no differences based on PGY in frequency of 
reviewing who will perform the surgical procedure (p = 0.75), how trainees will be involved in the procedure 
(p = 0.35), review of alternative treatments (p = 0.91), or in documentation of the IC process (p = 0.16). 
Conclusion 
Based on the findings of this survey study, education related to the IC process is warranted and curriculum 
development should be the focus of future study. 

 

Quality of informed consent as experienced by patients awaiting surgical intervention in a tertiary 
care setting in Sri Lanka 
Gunathunga, M.H.D.; Hansamali, M.M.P.; Hapuarachchi, H.S.M.; Herath, H.M.T.H.; Herath, 
H.M.C.J.; Chandratilake, M.N. 
Proceedings of the Sri Lanka Medical Association, Anniversary Academic Sessions, 2018; 63[sup1](21) 
Introduction and Objectives  
Informed consent is a basic ethical principle. The existing guidelines may not be fully operational in practice. 
The objective of this study was to identify the common lapses in obtaining informed context  
Methods  
A cross-sectional descriptive study was conducted in surgical wards of North-Colombo Teaching Hospital. A 
questionnaire was developed by observing 11 consent-taking encounters. 100 in-ward patients awaiting 
surgical interventions completed the questionnaire.  
Results  
We observed that the information regarding surgery is provided by different personnel along the process. 
The gap between information provision and consent taking appeared inadequate for patients to take a well 
thought-out decision. In most instances, consenting was given by signing/thumb-printing a statement 
prescribed by the intern house officer. Disturbances to the process of doctor-patient conversation were also 
observed and privacy was a concern as the setting for doctor-patient conversation was not in an acceptably 
private space. According to patients, information provision (48% in the clinic; 43% of the time by senior 
doctors) and expressing (100% in the ward; 86% of the time by most junior doctors and 10% by nurses) have 
happened as two disjointed processes. Common lapses identified by patients were: alternative treatment 
options were not explained (85%); a tendency not to discuss risks (50%); confinement to verbal explanation 
(87%); and not requesting patients to paraphrase to check their understanding (90.9%). 
Conclusion 
There were lapses in consent-taking procedure which were largely attributable to poor patient centeredness 
and respect for patients' autonomy among doctors, and the power gap between patients and doctors. 

 

 

https://www.sciencedirect.com/topics/medicine-and-dentistry/fisher-exact-test
https://www.sciencedirect.com/topics/medicine-and-dentistry/operating-room
https://www.sciencedirect.com/topics/medicine-and-dentistry/surgical-technique
http://repository.kln.ac.lk/handle/123456789/19702
http://repository.kln.ac.lk/handle/123456789/19702
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The psychology of “cure” - unique challenges to consent processes in HIV cure research in South 
Africa 
Keymanthri Moodley, Ciara Staunton, Theresa Rossouw, Malcolm de Roubaix, Zoe Duby, Donald Skinner 
BMC Medical Ethics, 24 January 2019; 20(9) 
Background 
Consent processes for clinical trials involving HIV prevention research have generated considerable debate 
globally over the past three decades. HIV cure/eradication research is scientifically more complex and 
consequently, consent processes for clinical trials in this field are likely to pose a significant challenge. Given 
that research efforts are now moving toward HIV eradication, stakeholder engagement to inform appropriate 
ethics oversight of such research is timely. This study sought to establish the perspectives of a wide range of 
stakeholders in HIV treatment and research to inform consent processes for cure research. 
Methods 
In total, 68 South African stakeholders participated in two qualitative research modalities. In-depth 
interviews (IDIs) were conducted with a purposive sample of 42 individuals - audiotaped with consent. 
Twenty-six stakeholders participated in three focus group discussions (FGDs). Thematic analysis of 
transcribed IDIs and FGDs was conducted. 
Results 
The majority of respondents indicated that there could be unique challenges in HIV cure research requiring 
special attention. In particular, given the complexity of cure science, translation of concepts into lay language 
would be critical for potential participants to adequately appreciate risks and benefits in early phase research 
with experimental interventions. Furthermore, to aid understanding of risks and benefits against a 
background of desperation for a cure, specially trained facilitators would be required to assist with a 
psychological assessment prior to consent to avoid curative misconceptions. Long-term participant 
engagement to assess durability of a cure would mean that the consent process would be prolonged, 
necessitating annual re-consent. Building trust to maintain such long-term relationships would be critical to 
retain study participants. 
Conclusion 
Unique consent requirements for cure research in South Africa would include significant efforts to maximise 
understanding of trial procedures, risks and the need for long-term follow-up. However, the psychological 
dimension of cure must not be underestimated. Beyond an understanding of cure science, the emotional 
impact of HIV cure advances the discourse from cure to healing. Consequently, the consent process for cure 
research would need to be enhanced to include psychological support and counselling. This has several 
important implications for research ethics review requirements for consent in HIV cure research. 
 

Emergency Consent: Patients’ and Surrogates’ Perspectives on Consent for Clinical Trials in Acute 
Stroke and Myocardial Infarction 
Neal W. Dickert, Victoria M. Scicluna, Opeolu Adeoye, Dominick J. Angiolillo, James C. Blankenship, Chandan 
M. Devireddy, Michael R. Frankel, Sara F. Goldkind, Gautam Kumar, Yi‐An Ko, Andrea R. Mitchell, Raul G. 
Nogueria, Ruth M. Parker, Manesh R. Patel, Michele Riedford, Robert Silbergleit, Candace D. Speight, Ilana 
Spokoyny, Kevin P. Weinfurt, Rebecca D. Pentz 
Journal of the American Heart Association, 19 January 2019; 8(2)  
Background 
Emergent informed consent for clinical trials in acute myocardial infarction (AMI) and stroke is challenging. 
The role and value of consent are controversial, and insufficient data exist regarding patients’ and surrogates’ 
experiences. 
Methods and Results 

https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0348-z
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0348-z
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/doi/full/10.1161/JAHA.118.010905
https://www.ahajournals.org/journal/jaha
https://www.ahajournals.org/toc/jaha/8/2
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We conducted structured interviews with patients (or surrogates) enrolled in AMI or acute stroke trials at 6 
sites between 2011 and 2016. Primary domains included trial recall, consent experiences, and preferences  
regarding involvement. Descriptive and test statistics were used to characterize responses and explore 
relationships between key domains and characteristics. Multivariable logistic regression was used to examine 
associations between key covariates and consent preferences. There were 176 (84 stroke, 92 AMI) 
completed interviews. Most stroke respondents (82%) were surrogates; all AMI respondents were patients. 
Average time from trial enrollment to interview was 1.9 years (stroke) and 2.8 years (AMI); 89% of stroke and 
62% of AMI respondents remembered being in the trial, and among these respondents, 80% (stroke) and 
44% (AMI) remembered reading some of the consent form. Over 90% reported not feeling pressure to enroll, 
being treated in a caring way, and being treated with dignity. A minority (16% stroke and 26% AMI) reported 
they would have preferred not to be asked for consent. Just over half (61% stroke and 53% AMI) recalled a 
postenrollment conversation about the study. 
Conclusions 
Most respondents felt they were treated respectfully and were glad they had been asked for consent. Trial 
recall was relatively low, and many respondents recalled little postenrollment discussion. Further 
development of context‐sensitive approaches to consent is important. 
 

Myth or Magic? Towards a Revised Theory of Informed Consent in Medical Research 
Bert Heinrichs 
The Journal of Medicine and Philosophy, 14 January 2019; 44(1): 33–49 
Abstract 
Although the principle of informed consent is well established and its importance widely acknowledged, it 
has met with criticism for decades. Doubts have been raised for a number of different reasons. In particular, 
empirical data show that people regularly fail to reproduce the information provided to them. Many critics 
agree, therefore, that the received concept of informed consent is no more than a myth. Strategies to 
overcome this problem often rest on a flawed concept of informed consent. In this paper, it is suggested that 
informed consent is a communicative act between two persons. The challenge is to elucidate the norms and 
constraints for successfully performing such a communicative act. The view developed here has major 
consequences with regard to the standards for information disclosure as well as for the general scope of 
informed consent. 
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