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:::::: 
:::::: 
 
GENOMIC MEDICINE/GENE EDITING 
 
Informed Consent in the Genomics Era 
Shannon Rego, Megan E. Grove, Mildred K. Cho, Kelly E. Ormond  
Cold Spring Harbor Perspectives in Medicine, 30 September 2019 
Abstract 
Informed consent, the process of gathering autonomous authorization for a medical intervention or medical 
research participation, is a fundamental component of medical practice. Medical informed consent assumes 
decision-making capacity, voluntariness, comprehension, and adequate information. The increasing use of 
genetic testing, particularly genomic sequencing, in clinical and research settings has presented many new 
challenges for clinicians and researchers when obtaining informed consent. Many of these challenges revolve 
around the need for patient comprehension of sufficient information. Genomic sequencing is complex—all of 
the possible results are too numerous to explain, and many of the risks and benefits remain unknown. Thus, 
historical standards of consent are difficult to apply. Alternative models of consent have been proposed to 
increase patient understanding, and several have empirically demonstrated effectiveness. However, there is 
still a striking lack of consensus in the genetics community about what constitutes informed consent in the 
context of genomic sequencing. Multiple approaches are needed to address this challenge, including 
consensus building around standards, targeted use of genetic counselors in nongenetics clinics in which 
genomic testing is ordered, and the development and testing of alternative models for obtaining informed 
consent. 
 
 
Prioritising African perspectives in Psychiatric Genomics Research: issues of translation and 
informed consent 
E. Kamaara, Camillia Kong, M. Campbell 
Developing World Bioethics, 9 October 2019 
Abstract 
Psychiatric genomics research with African populations comes with a range of practical challenges around 
translation of psychiatric genomics research concepts, procedures, and nosology. These challenges raise 
deep ethical issues particularly around legitimacy of informed consent, a core foundation of research ethics. 
Through a consideration of the constitutive function of language, the paper problematises like-for-like, 
designative translations which often involve the ‘indigenization’ of English terms or use of metaphors which 
misrepresent the risks and benefits of research. This paper argues that effective translation of psychiatric 
genomics research terminology in African contexts demands substantive engagement with African 
conceptual schemas and values. In developing attenuated forms of translational thinking, researchers may 
recognise the deeper motivational reasons behind participation in research, highlighting the possibility that 
such reasons may depart from the original meaning implied within informed consent forms. These 
translational issues might be ameliorated with a critical re-examination of how researchers develop and 
present protocols to institutional ethics review boards. 

Editor’s note: This article also appears under CULTURAL/COUNTRY CONTEXT  
 
 
Education versus screening: the use of capacity to consent tools in psychiatric genomics 
Extended Essay 
Camillia Kong, Mehret Efrem, Megan Campbell 
Journal of Medical Ethics, 28 September 2019 
Abstract 
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Informed consent procedures for participation in psychiatric genomics research among individuals with 
mental disorder and intellectual disability can often be unclear, particularly because the underlying ethos 
guiding consent tools reflects a core ethical tension between safeguarding and inclusion. This tension reflects 
important debates around the function of consent tools, as well as the contested legitimacy of decision-
making capacity thresholds to screen potentially vulnerable participants. Drawing on human rights, person-
centred psychiatry and supported decision-making, this paper problematises the use of consent procedures 
as screening tools in psychiatric genomics studies, particularly as increasing normative emphasis has shifted 
towards the empowerment and participation of those with mental disorder and intellectual disabilities. We 
expound on core aspects of supported decision-making, such as relational autonomy and hermeneutic 
competence, to orient consent procedures towards a more educative, participatory framework that is better 
aligned with developments in disability studies. The paper concludes with an acknowledgement of the 
pragmatic and substantive challenges in adopting this framework in psychiatric genomics studies if this 
participatory ethos towards persons with mental disorder and intellectual disability is to be fully realised. 

Editor’s note: This article also appears under COGNITIVE CHALLENGES  
 
 
Taking consent for neonatal microarray analysis as a screen for genomic rearrangements: are 
paediatricians equipped for the genomic era? 
Post Script Letter 
Katrina Andrews, Matina Prapa, Elizabeth Radford, Ingrid Simonic, Simon Holden, Gusztav Belteki 
Archives of Disease in Childhood, 28 September 2019 
Excerpt 
Microarrays are increasingly requested as a first-line genetic investigation for chromosome anomalies in the 
neonatal population. Consent is usually taken by paediatricians, frequently trainees, often without specific 
training in how to consent for genetic tests. Unlike in the paediatric population,1 there are no consensus 
guidelines on the indications for neonatal microarray testing. Our local guideline recommends microarray 
testing in babies with multiple congenital anomalies or ambiguous genitalia. However, studies have also 
suggested the utility of microarray testing in congenital heart disease2 and intrauterine growth restriction 
(IUGR) without congenital anomalies.3 
    Informed genetic consent needs to cover prognostication (most pathogenic copy number variants (CNVs) 
are associated with a significant risk of learning disability); potential implications for family members; 
incidental findings and the risk of identifying variants of uncertain significance (VUS)…  
 
:::::: 
:::::: 
 
BIOMEDICAL RESEARCH 
 
Ethical Challenges of Risk, Informed Consent, and Posttrial Responsibilities in Human Research 
With Neural Devices 
Review 
Saskia Hendriks, Christine Grady,  Khara M. Ramos, Winston Chiong, Joseph J. Fins, Paul Ford, 
Sara Goering, Henry T. Greely, Katrina Hutchison, Michael L. Kelly, Scott Y. H. Kim, Eran Klein, Sarah 
H. Lisanby, Helen Mayberg, Hannah Maslen, Franklin G. Miller, Karen Rommelfanger, Sameer A. Sheth, 
Anna Wexler  
JAMA Neurology, 17 October 2019 
Abstract 
Importance   
Developing more and better diagnostic and therapeutic tools for central nervous system disorders is an 
ethical imperative. Human research with neural devices is important to this effort and a critical focus of the 
National Institutes of Health Brain Research Through Advancing Innovative Neurotechnologies (BRAIN) 
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Initiative. Despite regulations and standard practices for conducting ethical research, researchers and others 
seek more guidance on how to ethically conduct neural device studies. This article draws on, reviews, 
specifies, and interprets existing ethical frameworks, literature, and subject matter expertise to address 3 
specific ethical challenges in neural devices research: analysis of risk, informed consent, and posttrial 
responsibilities to research participants. 
Observations   
Research with humans proceeds after careful assessment of the risks and benefits. In assessing whether risks 
are justified by potential benefits in both invasive and noninvasive neural device research, the following 
categories of potential risks should be considered: those related to surgery, hardware, stimulation, research 
itself, privacy and security, and financial burdens. All 3 of the standard pillars of informed consent—
disclosure, capacity, and voluntariness—raise challenges in neural device research. Among these challenges 
are the need to plan for appropriate disclosure of information about atypical and emerging risks of neural 
devices, a structured evaluation of capacity when that is in doubt, and preventing patients from feeling 
unduly pressured to participate. Researchers and funders should anticipate participants’ posttrial needs 
linked to study participation and take reasonable steps to facilitate continued access to neural devices that 
benefit participants. Possible mechanisms for doing so are explored here. Depending on the study, 
researchers and funders may have further posttrial responsibilities. 
Conclusions and Relevance   
This ethical analysis and points to consider may assist researchers, institutional review boards, funders, and 
others engaged in human neural device research. 
 
 
Enhancing the Informed Consent Process Using Shared Decision Making and Consent Refusal Data 
from the CLEAR III Trial 
Amanda L. Porter, James Ebot, Karen Lane, Lesia H. Mooney, Amy M. Lannen, Eugene M. Richie, 
Rachel Dlugash, Steve Mayo, Thomas G. Brott, Wendy Ziai, William D. Freeman, Daniel F. Hanley 
Neurocritical Care, 30 September 2019; pp 1–8  
Abstract 
Background 
The process of informed consent in National Institutes of Health randomized, placebo-controlled trials is 
poorly studied. There are several issues regarding informed consent in emergency neurologic trials, including 
a shared decision-making process with the patient or a legally authorized representative about overall risks, 
benefits, and alternative treatments. 
Methods 
To evaluate the informed consent process, we collected best and worst informed consent practice 
information from a National Institutes of Health trial and used this in medical simulation videos to educate 
investigators at multiple sites to improve the consent process. Clot Lysis: Evaluating Accelerated Resolution 
of Intraventricular Hemorrhage Phase III (CLEAR III) (clinicaltrials.gov, NCT00784134) studied the effect of 
intraventricular alteplase (n = 251) versus saline (placebo) injections (n = 249) for intraventricular 
hemorrhage reduction. Reasons for ineligibility (including refusing to consent) for all screen failures were 
analyzed. The broadcasted presentation outlined best practices for doctor–patient interactions during the 
consenting process, as well as anecdotal, study-specific reasons for consent refusal. Best and worst consent 
elements were then incorporated into a simulation video to enhance the informed consent process. This 
video was disseminated to trial sites as a webinar around the midpoint of the trial to improve the consent 
process. Pre- and post-intervention consent refusals were compared. 
Results 
During the trial, 10,538 patients were screened for eligibility, of which only three were excluded due to trial 
timing. Pre-intervention, 77 of 5686 (1.40%) screen eligible patients or their proxies refused consent. Post-
intervention, 55 of 4849 (1.10%) refused consent, which was not significantly different from pre-intervention 
(P = 0.312). The incidence of screen failures was significantly lower post-intervention (P = 0.006), possibly due 
to several factors for patient exclusion. 
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Conclusion 
The informed consent process for prospective randomized trials may be enhanced by studying and refining 
best practices based on trial-specific plans and patient concerns particular to a study. 
 
:::::: 
:::::: 
 
SOCIAL SCIENCE RESEARCH 
 
Automating dynamic consent decisions for the processing of social media data in health research  
Chris Norval, Tristan Henderson  
Journal of Empirical Research on Human Research Ethics, September 2019 
Open Access 
Abstract  
Social media have become a rich source of data, particularly in health research. Yet, the use of such data 
raises significant ethical questions about the need for the informed consent of those being studied. Consent 
mechanisms, if even obtained, are typically broad and inflexible, or place a significant burden on the 
participant. Machine learning algorithms show much promise for facilitating a ‘middle ground approach: 
using trained models to predict and automate granular consent decisions. Such techniques, however, raise a 
myriad of follow-on ethical and technical considerations. In this paper, we present an exploratory user study 
(n = 67) in which we find that we can predict the appropriate flow of health-related social media data with 
reasonable accuracy, while minimising undesired data leaks. We then attempt to deconstruct the findings of 
this study, identifying and discussing a number of real-world implications if such a technique were put into 
practice. 
 
:::::: 
:::::: 
 
TECHNOLOGY/OTHER MEDIATION  
 
Access to an Online Video Enhances the Consent Process, Increases Knowledge, and Decreases 
Anxiety of Caregivers with Children Scheduled for Inguinal Hernia Repair: a Randomized 
Controlled Study 
Friederike Book, Jan Goedeke, Alicia Poplawski, Oliver J. Muensterer 
Journal of Pediatric Surgery, 25 October 2019 
Abstract 
Background 
There is limited time within the clinical workflow of most pediatric surgeons to obtain a comprehensive, well 
informed consent. This study evaluates whether ad-lib access to an online video on the consent dialogue 
enhances the consent process for inguinal hernia repair (IHR) in children. 
Methods 
The study was approved by the state ethics board. A 6-min video of a consent speech on IHR was produced 
and uploaded to a nonpublic online channel, explaining the condition, procedure, complications, and 
postoperative expectations. A total of 50 families were randomized to conventional, face-to-face consenting 
in clinic either with (intervention) or without (control) access to the online video. During their child's IHR, the 
parents were asked to complete the State–Trait-Anxiety-Inventory (STAI), a modified Friedlander 
questionnaire on assessing knowledge sufficient to provide informed consent, and a validated satisfaction 
survey. Scores of the intervention and control group were statistically compared. 
Results 
The intervention group demonstrated significantly decreased anxiety measured with the STAI (p = 0,026) and 
increased knowledge (p = 0,016) compared to controls. There was no difference in satisfaction (p = 0,557). 



6 
 

Conclusion 
Preoperatively providing access to an online consent video regarding IHR reduces anxiety and enhances 
knowledge without altering satisfaction level. Adjunct online videos are a useful tool to enhance the consent 
process. 
 
 
Patients’ Preference for Receiving Informed Consent Information Regarding Third Molar Surgery 
Daniel M.Laskin 
Journal of Oral and Maxillofacial Surgery, 15 October 2019 
Abstract 
Purpose 
It is important that patients have adequate information about a surgical procedure and its risks and benefits 
prior to giving consent to proceed. The purpose of this study was to determine patients’ satisfaction with 
various methods of presenting such information and their preferred method. 
Patients and Methods 
Patients presenting for removal of impacted third molars were shown an informational video discussing the 
diagnosis of impacted teeth, the potential risks of not having them removed, their treatment, surgical 
complications, and anesthetic options and risks. They then met with the treating doctor who again reviewed 
the material shown in the video and answered any questions prior to the patient signing the informed 
consent document. Patients then completed a brief questionnaire asking them to rate their satisfaction with 
the two presentation methods and to indicate their preferred method. 
Results 
Fifty patients (18 males, 32 females; average age – 26yrs) completed the questionnaire. Fifty-eight percent 
had high school education, whereas 42% had some college or a college degree. Sixty-six percent of patients 
found the video very helpful and 78% found the oral presentation very helpful. However, when asked which 
format provided the best information, 62% indicted the video whereas 38% indicted the oral presentation. 
Conclusion 
Because there was no clear consensus among patients regarding the best format, providing both the video 
and an oral presentation is the ideal situation. 
 
 
Using a Multimedia Tool for Informed Consent in Mohs Surgery: A Randomized Trial Measuring 
Effects on Patient Anxiety, Knowledge, and Satisfaction 
Macey Delcambre, Dylan Haynes, Tamar Hajar, Spring Golden, Anna Bar, Emile Latour, Justin J. Leitenberger 
Dermatologic Surgery, 11 October 2019 
Abstract 
Background 
Multimedia educational materials have been found to improve aspects of informed consent, although data in 
the context of Mohs micrographic surgery (MMS) is limited. 
Objective  
To assess whether a preoperative educational video decreases anxiety, increases comprehension, and 
improves overall satisfaction for patients undergoing same-day office consultation and MMS. 
Materials and Methods 
This single-center randomized controlled trial included patients above the age of 18 years undergoing MMS 
for skin cancer between October 2015 and December 2015. Patients were randomized to view a short 
preoperative video on MMS in addition to traditional informed consent versus informed consent without 
video viewing. Questionnaires were used to assess preoperative anxiety, knowledge, and satisfaction. 
Results 
From 231 consecutively enrolled subjects, there were no significant differences in anxiety (p = .626) or 
satisfaction (p = .065) between groups. Subjects receiving the intervention were able to more accurately 
recognize risks of MMS (88% vs 69% of controls, p < .001) and had improved subject-reported confidence in 
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understanding procedural risks and benefits (89% vs 71% of controls, p = .049). Composite comprehension 
scores were similar between groups (p = .131). 
Conclusion 
A preoperative MMS educational video increased recognition of procedural risks, but did not improve patient 
anxiety or satisfaction. 
 
 
Improving the chemotherapy consent: From paper to tablet 
Aarti Sonia Bhardwaj, Jessica Parra, Kavita Rampertaap, Katherine FitzPatrick, Raina Caridi, Mark Liu, Victoria 
Casani, Donna Berizzi, Luis M. Isola, Cardinale B. Smith 
Journal of Clinical Oncology, 20 September 2019; 37(27) pp 298-298 
Abstract 
Background 
A comprehensive chemotherapy informed consent process improves shared decision-making. Additionally, 
the Oncology Care Model (OCM) emphasizes providing patients with a documented care plan that contains 
the 13 components in the Institute of Medicine Care Management Plan. Within our health system, we 
incorporated the care plan into our existing chemotherapy consent process and utilized technology to 
increase compliance and reduce administrative burden.  
Methods 
Our 2 phase PDSA included: 1) updating our existing paper chemotherapy form with the 13 components of 
the IOM care plan and then 2) piloting an electronic version of the chemotherapy consent form. We updated 
our new chemotherapy consent with the addition of Prognosis, Expected Response to Treatment, Potential 
Effect on Quality of Life, Potential Benefits/Goals of Treatment, and added more options for potential side 
effects/harm. Given the increased administrative burden, we created and piloted the use of an electronic 
version of the consent form in our breast oncology program.  
Results 
Baseline, monthly random chart audit of 20-40 patients revealed compliance with completing every question 
of the paper chemotherapy consent at 30% of all patients receiving IV chemotherapy at our cancer center 
that month- 7/2018. When the new chemotherapy consent incorporating the IOM elements was rolled out, 
compliance initially rose to 50% (8/2018), however the following months dropped to 10-20% (9-11/2018) and 
then back up to 41% briefly (12/2018). The results were low and inconsistent. A pareto chart confirmed that 
redundancy and too many questions were the reasons for under-completion. By auto-populating fields for 
certain questions on the paper consent, compliance increased to 75% (2/2019). Finally within our breast 
cancer pilot group our compliance rose to 100% (3-4/2019), by converting to an electronic form with the 
maximum options for auto-population and drop-down selections for certain fields.  
Conclusions 
Incorporating regulatory requirements into an existing workflow can reduce administrative burden. The use 
of innovative technology can further increase clinician and OCM compliance while delivering value to 
patients. 
 
:::::: 
:::::: 
 
BIOBANKING 
 
Broad consent for biobanks is best – provided it is also deep 
Debate 
Rasmus Bjerregaard Mikkelsen, Mickey Gjerris, Gunhild Waldemar, Peter Sandøe  
BMC Medical Ethics, 15 October 2019; volume 20(71)   
Open Access 
Abstract 
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Background 
As biobank research has become increasingly widespread within biomedical research, study-specific consent 
to each study, a model derived from research involving traditional interventions on human subjects, has for 
the sake of feasibility gradually given way to alternative consent models which do not require consent for 
every new study. Besides broad consent these models include tiered, dynamic, and meta-consent. However, 
critics have pointed out that it is normally not known at the time of enrolment in what ways samples 
deposited in a biobank may be used in future research and that, for a consent to be informed, exactly this 
kind of knowledge is required. Therefore, there is an ongoing debate about the ethical acceptability of going 
for less than study-specific consent. 
Main text 
In light of this debate we address the question of how to best protect participants against relevant risks and 
violations of autonomy. We apply the central aims of the informed consent process to the unique 
circumstances of biobank research where samples and data in many cases are stored for long periods of time 
and reused in subsequent studies. Thereby we are able to formulate a set of criteria focusing both on the risk 
of informational harm and the potential violation of participants’ values. We compare existing models of 
consent based on their ability to satisfy the criteria, and we find that the broad consent model offers the best 
level of protection for participants, although, it suffers from a few important deficiencies with regards to 
protection against participant value violations and long-term protection of autonomy, if it is applied without 
qualifications. For this reason, we propose modifications to the current broad consent model, in order to 
ensure that it provides protection of autonomy and participant values through strong ethical review and 
continuous communication. 
Conclusion 
We conclude that a modified form of broad consent is ethically superior in biobank research, not only 
because it is most feasible but primarily because it offers the best available protection against the hazards 
facing research subjects in this form of research. 

 
:::::: 
:::::: 
 
COGNITIVE CHALLENGES  
 
Neurological Deficits in Stroke Patients that May Impede the Capacity to Provide Informed 
Consent for Endovascular Treatment Trials 
Paula M.Janssen, VickyChalos, Sophie A.van den Berg, Erwin J.O.Kompanje, Paul J.Nederkoorn, Bart H.van der 
Worp, Wim H.van Zwam, Diederik W.J.Dippel  
Journal of Stroke and Cerebrovascular Diseases, 14 October 2019 
Abstract 
Background 
We assessed the occurrence of neurological deficits that may impede the capacity to provide consent for trial 
participation in patients with an acute stroke, who are eligible for endovascular treatment (EVT). 
Methods 
We used data from the Multicenter Randomized Controlled Trial of Endovascular Treatment for Acute 
Ischemic Stroke in the Netherlands Registry, a prospective observational cohort study. We included 1526 
patients with an anterior large vessel occlusion, undergoing EVT between March 2014 and June 2016. We 
based our assessment of decision-making capacity for trial participation on neurological symptoms 
influencing conditions concerning informed consent as stated in the declaration of Helsinki. We formulated a 
strict and a mild capacity assessment rule, using 2 different cut points in item scores on the National 
Institutes of Health Stroke Scale (NIHSS). 
Results 
Applying the strict and mild rule, respectively 1469 (96%) and 1220 (80%) patients deemed not capable of 
decision-making for trial participation on admission, and 1077 (79%) and 825 (60%) patients at 24-48 hours 
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after admission. Highest frequencies of predefined scores suggesting incapacity based on the strict rule were 
on the NIHSS items “Level of Consciousness Questions” (59%), "Best Gaze" (68%), and “Best Language” 
(58%). Patients who were considered incapable were older (median 71 versus 66 years, P = .043), had higher 
NIHSS scores (median 16 versus 8, P < .001), and had more often left hemisphere strokes (55% versus 
28%, P < .001) than patients who were presumably capable. 
Conclusions 
In the majority of patients with an anterior circulation stroke who are eligible for EVT, neurological deficits 
are present that may impede the capacity to provide informed consent for trial participation. 
 
 
‘It’s a tough decision’: a qualitative study of proxy decision-making for research involving adults 
who lack capacity to consent in UK 
Victoria Shepherd, Kerenza Hood, Mark Sheehan, Richard Griffith, Fiona Wood 
Age and Ageing, 9 October 2019; 48(6) pp 903–909 
Abstract 
Background 
Research into dementia and other conditions connected with cognitive impairments is essential but 
conducting research with populations who lack capacity to provide consent involves a number of ethical, 
legal and practical challenges. In England and Wales, family members can act as a consultee or legal 
representative on behalf of someone who lacks capacity. However, there is a paucity of research about how 
family members make decisions concerning research participation. 
Objective 
To explore family members’ experiences of proxy decision-making for research. Understanding how proxy 
decisions are made could lead to interventions to support greater inclusion of individuals in research who 
have impaired decision-making capacity. 
Methods 
Semi-structured interviews were conducted with a purposive sample of 17 family members who had 
experience as a proxy for making decisions about participation in research, including those who had agreed 
to participation and those who declined. Thematic analysis was used to examine experiences and generate 
findings for research practice and to develop future supportive interventions. 
Results 
Proxy decision-making is highly contextualised. Proxies balance a number of factors when deciding about 
research participation, including the person’s values and preferences, within the specific context of the 
study, and the practicalities of being involved. Proxies use these factors to construct a decision that is 
authentic to the person they care for. 
Conclusions 
Proxy decision-making for research is a complex process with inter-woven layers of decision-making. 
Decisions can be problematic for some proxies who may benefit from decision support to make an informed 
decision about research participation on behalf of a family member. 
 
 
Education versus screening: the use of capacity to consent tools in psychiatric genomics 
Extended Essay 
Camillia Kong, Mehret Efrem, Megan Campbell 
Journal of Medical Ethics, 28 September 2019 
Abstract 
Informed consent procedures for participation in psychiatric genomics research among individuals with 
mental disorder and intellectual disability can often be unclear, particularly because the underlying ethos 
guiding consent tools reflects a core ethical tension between safeguarding and inclusion. This tension reflects 
important debates around the function of consent tools, as well as the contested legitimacy of decision-
making capacity thresholds to screen potentially vulnerable participants. Drawing on human rights, person-
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centred psychiatry and supported decision-making, this paper problematises the use of consent procedures 
as screening tools in psychiatric genomics studies, particularly as increasing normative emphasis has shifted 
towards the empowerment and participation of those with mental disorder and intellectual disabilities. We 
expound on core aspects of supported decision-making, such as relational autonomy and hermeneutic 
competence, to orient consent procedures towards a more educative, participatory framework that is better 
aligned with developments in disability studies. The paper concludes with an acknowledgement of the 
pragmatic and substantive challenges in adopting this framework in psychiatric genomics studies if this 
participatory ethos towards persons with mental disorder and intellectual disability is to be fully realised. 

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

:::::: 
:::::: 
 
YOUNG PERSONS 
 
Informed Consent From Children 
Tim Moore 
SAGE Research Methods Foundations, 9 September 2019 
Abstract 
Children’s informed consent in participatory research is an essential component to ethical research practice. 
Although there has been significant attention from researchers about the importance of seeking children’s 
informed consent prior to their participation in data collection, some commentators see consent as an 
ongoing process rather than a hurdle to be overcome prior to data collection. After discussing the 
participation of children in research, this entry presents five steps that may help researchers consider how to 
embed informed consent in research activities as well as examples to show how researchers can assist 
children to understand, indicate, utilize, and reflect on their consent. 
 
 
Variability in Informed Consent Practices for Non-Emergent Procedures in Pediatric Emergency 
Departments 
Research Article 
B. Lorrie Edwards, Heidi Werner, Yorghos Tripodis, David Dorfman, Tehnaz Boyle, Megan Bair-Merritt, Arvin 
Garg 
Clinical Pediatrics, 26 September 2019  
Abstract 
Although informed consent is a cornerstone of medical ethics, it is unclear if the practice for obtaining 
informed consent is consistent among pediatric emergency departments. This study’s goal is to describe the 
current practice for written informed consent in academic pediatric emergency departments for non-
emergent procedures. A questionnaire distributed to pediatric emergency medicine fellowship directors 
queried whether written informed consent was standard of care for 15 procedures and assessed 
departmental consent policies and use of “blanket” consent-to-treat forms. Response rate was 80% (n = 64). 
Institutions obtained written consent for a mean of 4.4 procedures. Written informed consent was most 
commonly obtained for procedural sedation (82.5%), blood transfusion (72.9%), and lumbar puncture 
(66.5%). Twenty-one institutions (32.8%) had policies specifying procedures requiring written consent. Thirty-
five institutions (54.7%) used “blanket” consent-to-treat forms. Our results suggest that there is variability in 
the use of written informed consent for non-emergent procedures among academic pediatric emergency 
departments. 
 
:::::: 
:::::: 
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CULTURAL/COUNTRY CONTEXT 
 
Prioritising African perspectives in Psychiatric Genomics Research: issues of translation and 
informed consent 
E. Kamaara, Camillia Kong, M. Campbell 
Developing World Bioethics, 9 October 2019 
Abstract 
Psychiatric genomics research with African populations comes with a range of practical challenges around 
translation of psychiatric genomics research concepts, procedures, and nosology. These challenges raise 
deep ethical issues particularly around legitimacy of informed consent, a core foundation of research ethics. 
Through a consideration of the constitutive function of language, the paper problematises like-for-like, 
designative translations which often involve the ‘indigenization’ of English terms or use of metaphors which 
misrepresent the risks and benefits of research. This paper argues that effective translation of psychiatric 
genomics research terminology in African contexts demands substantive engagement with African 
conceptual schemas and values. In developing attenuated forms of translational thinking, researchers may 
recognise the deeper motivational reasons behind participation in research, highlighting the possibility that 
such reasons may depart from the original meaning implied within informed consent forms. These 
translational issues might be ameliorated with a critical re-examination of how researchers develop and 
present protocols to institutional ethics review boards. 

Editor’s note: This article also appears under GENOMIC MEDICINE/GENE EDITING  
 
 
Nigerian laws on informed consent before a surgical procedure 
Research Article 
Mabel Ijeoma Ezeuko 
Medico-Legal Journal, 7 October 2019  
Abstract 
Informed consent is a process of communication between a clinician and a patient, which results in the 
patient's agreement to undergo a medical procedure. Rule 19 Part A: Code of Medical Ethics of Nigeria and 
Section 23 of the National Health Act 2004 prescribe the process of obtaining consent before a medical 
intervention. The equitable law of torts and/or criminal liabilities that deal with medical negligence should be 
invoked more often by patients whose right to informed consent is denied by medical practitioners. 
 
 
Patients’ informed consent to medical services in Georgia 
Research Article 
Tengiz Verulava, Revaz Jorbenadze, Vakhtang Surguladze 
Medico-Legal Journal, 3 October 2019  
Abstract 
Informed consent requires that a patient understands the purpose, benefits and potential risks of a medical 
or surgical intervention and then agrees to it. It is important not only ethically and legally but for the 
effectiveness of care. Studies show that, in some cases, patients have no real information on the medical 
service to be provided so their informed consent is just a formality. This study aims to determine problems 
arising from a patient’s informed consent. As part of a cross-sectional study, surgical patients were 
interviewed using a semi-structured questionnaire. 34% of patients (n = 68) did not know what the surgical 
intervention was; 57% (n = 114) received sufficient information on their diagnosis and methods of treatment; 
however, 26% (n = 52) agreed with it only partially; 62% (n = 124) of patients knew they needed surgery; 66% 
(n = 132) were adequately informed on risks and benefits of alternative ways of treatment; 58% (n = 116) 
were informed of potential risks during surgery. The study demonstrated patients need to be better 
informed about different treatment options, consequences of treatment refusal. Doctors have to provide 
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information to patients in a manner understandable to them. Medical personnel need to be educated as to 
what constitutes informed consent and the importance of adhering to such requirements. 
 
 
Clinical information, informed consent and medical deontology. A recent relationship 
García-Guerrero J 
Cuadernos de bioética, September-December 2019; 30(100) pp 303-313 
Abstract 
In Spain, the right to clinical information and informed consent as a practical expression of the principle of 
autonomy, are legal conquests achieved in the late twentieth century. From the law they have been 
transferred to the codes of medical deontology. The aim of this work is to study the pace of this transfer. 
Historical review of the different codes of medical deontology in Spain since the Civil War, seeking the 
presence of these ideas in them. Until code of medical deontology of 1979, the idea of clinical information 
did not appear in the contemporary deontological norm, and the rules on consent did so in very restricted 
cases. As of that date, their appearance is progressive in the successive codes. Currently, both concepts are 
fully developed in Spanish deontological regulations. Medical Deontology has take on the ideas of patient 
information and informed consent. This has been a long process which have brought considerable changes 
the deontological orientations of the traditional form of doctor-patient relationship. In these aspects, 
medical deontology has drifted, from emphasizing the prudence of the doctor, to emphasize the duty to 
inform and give ample space to the patient's decisions, which he recognizes as an autonomous and reflective 
moral agent, capable of taking his own decisions about your health. 

Editor’s note: This is a Spanish Language publication.  
 
 
A Content Evaluation of Informed Consent Documents for Invasive Procedures Used in Health 
Facilities in Southern Nigeria  
Pierre Oziegbe Okukpon, Essy Clementina Isah, Emmanuel Friday Osagiede, Joseph Okoeguale, Isaac Newton 
Omoregbe, Monday Osaro Osagiede 
International Journal of Recent Innovations in Medicine and Clinical Research, 31 July 2019  
Open Access 
Abstract 
Introduction 
A properly-designed informed consent form could help in the use and preservation of relevant information as 
well as enrich the worth of patient-physician dealings. This research sought to find out if informed consent 
forms used in health facilities in Benin City, Edo State contained the essential elements of informed consent.  
Methods 
The study was carried out in 38 health facilities (3 public health facilities, and 35 private health facilities) in 
Benin City, the administrative headquarter of Edo State, South-south, Nigeria. A checklist was utilized to 
appraise informed consent documents used in these health facilities to determine their adequacy in terms of 
the critical elements contained in it. The checklist was developed based on the contents of the prototype 
form (proforma) provided by the Medical and Dental Council of Nigeria (MDCN). The checklist consisted of 
“Yes” and “No” sections corresponding to the 16 items considered necessary for valid consent 
documentation.  
Results 
None of the consent forms in public health facilities had a notation that the benefits of proposed 
management or procedure were clarified, that the patient clearly understood the language of presentation 
or that the choice to ruminate on the procedure for a while prior to giving assent was offered to the patient. 
Only 11.4% of forms examined in private health facilities had a notation that the benefits and risk of the 
intended management option or procedure were explained to the patient.  
Conclusion 
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Many consent forms currently in use in health facilities in Benin City did not wholly adopt the contents of the 
proforma provided by the MDCN. Most informed consent documents examined in this study lacked the 
essential elements of informed consent.  
 
 
Assessing informed consent practices during normal vaginal delivery and immediate postpartum 
care in tertiary-level hospitals of Bangladesh 
Research Paper 
Md Abdul Karim, Syed Imran Ahmed, Jannatul Ferdous, Bushra Zarin Islam, Henok Ayalew Tegegne, Bachera 
Aktar 
European Journal of Midwifery, May 2019; 3(10) 
Open Access 
Abstract 
Introduction 
This study was conducted to assess the informed consent practices during normal vaginal delivery (NVD) 
process and immediate postpartum care in the tertiary-level hospitals of Bangladesh. 
Methods 
A cross-sectional study was conducted at Dhaka Medical College Hospital (DMCH) and Sir Salimullah Medical 
College & Mitford Hospital (SSMCH) in November 2015. The study population and respondents were mothers 
who gave normal vaginal childbirth within the past 24 hours and received postpartum care in the study sites 
(N=190). The interview of every alternate mother from the patient register was conducted by researchers 
using a structured questionnaire. Descriptive analysis of findings was carried out using MS Excel 2013. 
Results 
The study findings revealed the complete absence of informed consent practices during NVD and postpartum 
care in the tertiary-level hospitals in Bangladesh. Consent (not informed consent) was taken from 95% of the 
mothers before proceeding with the NVD process, 50–72% of examinations (except breast examination, 0%) 
and 8–72% of procedures during postpartum care. Choice and preferences of mothers for taking an 
alternative process/examination/procedure were absent in all cases. 
Conclusions 
The Respectful Maternity Care (RMC) Charter endorsed informed consent as one of the basic rights of child-
bearing women. Absence of informed consent practices in the study sites indicates disrespect to maternity 
care and violation of this right. The Standard Clinical Management Protocols of Bangladesh also lacks 
clarification of this right. Improvement of the existing protocol, increased awareness and practices are 
essential to address protection of this right. 
 
:::::: 
:::::: 
 
RIGHTS/LEGAL/LEGISLATIVE 
 
Does content of informed consent forms make surgeons vulnerable to lawsuits? 
Original Article 
Perihan Elif Ekmekci, Müberra Devrim Güner, layda Nurelif Toman, Gülce Karaca, Berkem Karakoyunlu, Rabia 
Çatal, Merve Erdem, Emre Ömeroğlu 
Asian Journal of Surgery,19 October 2019 
Open Access 
Summary 
Background 
Written informed consent forms (ICFs) are important for ensuring that physicians disclose core information 
to patients to help them autonomously decide about treatment and for providing substantial evidence for 
the surgeon in case of a legal dispute. This paper aims to assess the legal and ethical appropriateness and 
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sufficiency of the contents of ICFs designed for several elective surgical procedures currently in use in Turkish 
hospitals. 
Methods 
One hundred and twenty-six forms were randomly selected and were analyzed for 22 criteria. The results 
were compared using the Fisher’ exact test, and 95% confidence intervals were calculated. 
Results 
More than 80% of ICFs contained information about the risks of the proposed treatment, the diagnosis of the 
patient, and the patient's voluntariness/willingness, as well as a designated space for the signatures of the 
patient and the physician and a description of the proposed treatment. Some ICFs were designed for 
obtaining blanket consent for using patients' specimens. 
Conclusions 
The ICFs for general elective surgery contain many deficiencies regarding disclosure of information, and there 
is significant variation among primary healthcare providers. Unrealistic expectations regarding the surgery or 
the post-operative recovery period due to insufficient information disclosure may lead patients, who 
experience post-surgical inconveniences, to file lawsuits against their surgeons. Although all ICFs, regardless 
of their institution, are generally insufficient for defending hospital administrations or surgeons during a 
lawsuit, ICFs of private hospitals might be considered better equipped for the situation than those of state or 
university hospitals. However, further research is needed to show if private hospitals have lower lawsuit 
rates or better lawsuit outcomes than state or university hospitals in Turkey. 
 
:::::: 
:::::: 
 
FREE PRIOR INFORMED CONSENT 
 
Towards an Indigenous-Informed Relational Approach to Free, Prior, and Informed Consent (FPIC)  
Terry Mitchell, Courtney Arseneau, Darren Thomas, Peggy Smith  
The International Indigenous Policy Journal, October 2019; 10(4) 
Open Access  
Abstract  
International and domestic rights frameworks are setting the stage for the full recognition of Indigenous 
Peoples’ rights in Canada. However, current political promises to restore Indigenous relations, to reconcile 
historic wrongs, and to foster mutual prosperity and well-being for all people within Canada remain woefully 
unfulfilled. Indigenous Peoples continue to call for full engagement with emerging Indigenous rights 
frameworks such as the United Nations Declaration on the Rights of Indigenous Peoples (UNDRIP) and its 
principles of free, prior, and informed consent (FPIC). This article discusses the key findings from a multi-year 
university–community research partnership with Matawa First Nations in which we collaboratively seek to 
advance understanding of consultation processes and Indigenous experiences of and perspectives on FPIC. 
The article, based on several years of dialogue and interviews and a two-day workshop on FPIC, offers insight 
into Indigenous perspectives on FPIC advancing an Indigenous-informed relational approach to consultation 
and consent seeking. 
 
:::::: 
:::::: 
 
MEDICAL/SURGICAL  
  
Informed Consent: Process and Practice in the Context of Office-Based Oral Surgery 
Eric R. Bernstein 
Office-Based Maxillofacial Surgical Procedures, 18 October 2019; pp 125-141  
Abstract 
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Informed consent is a mechanism for adherence to the ethical principle of patient autonomy; moreover, as a 
corollary to the ethical principle, it is a practical way of ensuring that patients are not deceived or coerced 
into or out of particular treatment decisions. Though informed consent is often “practiced” as merely the act 
of getting a signature on a form, it is more aptly conceptualized as a process with both ethical and legal 
implications. This chapter approaches informed consent first from a general overview of the concept and 
then with a focus on some issues of particular relevance in the context of office-based oral surgery. After 
presenting a brief history of informed consent, different approaches to informed consent are described and 
legal standards are discussed. The second half of the chapter explores informed consent with specific respect 
to elective procedures, pediatric patients and special needs patients, prescribing opioids, the administration 
of anesthesia, and implications of technology on informed consent. 
 
 
Changes to the consent process for mandibular third molar surgery 
Garmon Bell, Stephen Henderson, Aubrey Craig 
Faculty Dental Journal, 30 September 2019; 10(4) pp 126-133 
Abstract 
Changes to the delivery of oral surgical services, the production and review of clinical guidelines, increased 
availability of cross-sectional imaging and the introduction of alternative techniques for surgical management 
of third molar disease have subtly changed the care that a patient will receive. In reviewing those changes, 
this article aims to promote continued discussion by the profession as to how patients can be best treated 
while avoiding a protectionist approach to patient care. 

Editor’s note: The FDJ, produced by the Faculty of Dental Surgery of The Royal College of Surgeons of 
England, is an independent dental journal that provides expert opinion on contemporary issues and 
controversies relevant to the whole dental community. 

 
:::::: 
:::::: 
 
GENERAL/OTHER 

 
Informed Consent [BOOK CHAPTER] 
Sarah A. Markham, Dominick Gadaleta 
Quality in Obesity Treatment, 16 October 2019; pp 353-364  
Abstract 
Informed consent is a complex process that has evolved over time, both in medical and legal practice. Rooted 
in the same ethical tenets as medicine, informed consent exists to protect both patients and physicians. It 
has evolved over time from a “reasonable physician” standard to a “reasonable patient” standard, reflecting 
the change in medicine from paternalism to patient autonomy. The current trend is toward “shared decision-
making,” which involves an open discussion between the patient and his/her surgeon about the patient’s 
diagnosis, the natural history of the disease without treatment, various treatment options with their risks 
and benefits, and the expected outcomes. In this model, the surgeon and patient collaborate to select the 
intervention which best aligns with the patient’s goals and values. This is especially vital in the field of 
bariatric surgery, where the long-term outcome is predominately patient-driven. Patients pursuing weight 
loss surgery for an “easy fix” to obesity will be severely disappointed after surgery and may not recognize 
complications if they have not had comprehensive discussions with their surgeons. Research has shown that 
many patients continue to lack a clear understanding after informed consent, which can be improved by 
multimedia consent processes and repeat-back. 
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Production of Evidence-Based Informed Consent (EBIC) With Meaning Equivalence Reusable 
Learning Objects (MERLO): An Application on the Clinical Setting 
Myrtha Elvia Reyna Vargas, Wendy Lou, Ron S. Kenett  
Pedagogy for Conceptual Thinking and Meaning Equivalence: Emerging Research and Opportunities, 
November 2019; Chapter 5 pp 86-116 
Abstract 
Apparently, during an informed consent, patients remember little of the information given and their 
comprehension level is often overestimated by physicians. This study measures level of understanding of 
informed consent for elective cesarean surgery using an evidence-based informed consent (EBIC) model 
based on six MERLO assessments. MERLO recognition and production scores and follow-up interviews of 50 
patients and their partners were recorded. Statistical comparison of scores within couples was performed by 
weighted kappa agreement, t-tests, and Ward's hierarchical clustering. Recognition score means were high 
for patients and partners with low standard deviation (SD), while production scores means were lower with 
higher SD. Clustering analysis showed that only 70% (35/50) of couples were assigned to the same cluster 
and t-test yields significant difference of scores within couple. Kappa yields moderate agreement levels on all 
items except for items D and C, which are lower. Follow-up interviews show that participants consider 
MERLO assessments to be helpful in improving comprehension. 
 
 
Can a ‘consent to contact’ community help research teams overcome barriers to recruitment? The 
development and impact of the ‘Research for the Future’ community 
Debate 
Katherine Grady, Martin Gibson, Peter Bower 
BMC Medical Research Methodology, 22 October 2019; 19(195) 
Open Access 
Abstract 
Background 
Recruitment to health research remains a major challenge. Innovation is required to meet policy 
commitments to help patients take part in health research. One innovation that may help meet those policy 
goals is the development of ‘consent to contact’ systems, where people give generic consent to be contacted 
about research opportunities. Despite their potential, there are few empirical assessments of different ways 
of recruiting patients to such communities, or of the value of such communities to local research teams. 
Main text 
We describe the development of the ‘Research for the Future‘consent to contact community, outline the 
recruitment of patients to the community, and present data on their participation in research. 
Discussion 
Over 5000 people have been registered across 3 clinical areas. A range of recruitment strategies have been 
used, including direct recruitment by clinicians, postal invitations from primary care, and social media. In a 1 
year period (2016–2017), the community provided over 1500 participants for a variety of research projects. 
Feedback from research teams has generally been positive. 
Summary 
The ‘Research for the Future‘consent to contact community has proven feasible and useful for local research 
teams. Further evaluation is needed to assess the cost-effectiveness of different recruitment strategies, 
explore patient and researcher experience of its advantages and disadvantages, and explore how the 
community can be more reflective of the wider population. 
 
 
Informed Consent From Adults 
Martyn Hammersley  
SAGE Research Methods Foundations, 9 September 2019 
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Excerpt 
Informed consent is widely regarded as a highly desirable, or even essential, basis for people’s participation 
in social research projects. This is true whether the participants are adults or children. It involves people 
deciding whether or not they are willing to participate, researchers giving them all the relevant information 
required to make a sound decision, and allowing them to withdraw from participation at any time. In the 
case of children, and some categories of “vulnerable” adults (e.g., those with learning difficulties), there can 
be challenging issues about how, and from whom, informed consent should be sought. However, there are 
also some more general questions about whether obtaining informed consent is always required, what it 
entails, and what function it serves. This entry focuses specifically on ... 
 

#  #  #  # 
 
 

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

   #  #  #  # 
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Center for Informed Consent Integrity 
 

Informed Consent: A Monthly Review 
Addendum 

 

_____________________________________________ 
GLOSSARY 

 
 

Blockchain 
 

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

Deferred Consent  
 

Informed consent obtained after a specific intervention which it 
references, termed deferred consent or retrospective consent.  
Initial citation from Informed Consent Monthly Review 
 
 

Dynamic Consent  
 

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

eConsent  
 

Electronic informed consent (eConsent) provides the same 
information, but in an electronic format that may include multimedia 
components such as images, audio, video, diagrams, reports, call out 
boxes and a digital signature which may aid the consenting process.  
Initial citation from Informed Consent Monthly Review 
 
 

Exception from Informed 
Consent (EFIC) 
 

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

Free, Prior and Informed 
Consent (FPIC) 
 

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

  
Presumed Consent 
 

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

 
_____________________________________________ 

TOOLS FOR ASSESSMENT 
 
 
Atlas.ti 
 

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

DICE  
 

Web-based electronic informed consent application.  
Initial citation from Informed Consent Monthly Review 
 
 
 

Flesch-Kincaid 
Readability Scale 
 
 

Readability test that tell what level of education someone needs to 
easily read a piece of text.  
Initial citation from Informed Consent Monthly Review 
 
 
 

Gillick Competence 
 

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

Likert Scale 
 

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

Multi-dimensional database that allows the sorting and mapping of 
important concepts through exemplary target statements of 
conceptual situations, and relevant statements of shared meaning.  
Initial citation from Informed Consent Monthly Review 
 
 

Oxford Video Informed 
Consent Tool (OxVIC) 
 
 

Personalised video consent tool to enhance patient satisfaction in the 
preoperative consenting process.  
Initial citation from Informed Consent Monthly Review 
 
 

REDCap  
 

REDCap is a secure web application for building and managing online 
surveys and databases. 
Initial citation from Informed Consent Monthly Review 
 
 

The System Usability 
Scale (SUS)  
 

Provides a quick and reliable tool for measuring usability. It consists 
of a 10-item questionnaire with five response options for 
respondents; from Strongly agree to Strongly disagree.  
Initial citation from Informed Consent Monthly Review 
 

 
_____________________________________________ 

GUIDANCE DOCUMENTS 
 
 

Declaration of Helsinki 
(DOH) 
 
 

The World Medical Association (WMA) has developed the 
Declaration of Helsinki as a statement of ethical principles for 
medical research involving human subjects, including research on 
identifiable human material and data.  
Initial citation from Informed Consent Monthly Review 
 
 

International Ethical 
Guidelines for Health-
Related Research 
Involving Humans/ 
CIOMS Guidelines 
 

The aim of the guidelines is to provide internationally vetted ethical 
principles and detailed commentary on how universal ethical 
principles should be applied, with particular attention to conducting 
research in low-resource settings.   
Initial citation from Informed Consent Monthly Review 
 
 

PRISMA Guidelines 
 

PRISMA is an evidence-based minimum set of items for reporting in 
systematic reviews and meta-analyses. PRISMA focuses on the 
reporting of reviews evaluating randomized trials, but can also be 
used as a basis for reporting systematic reviews of other types of 
research, particularly evaluations of interventions.  
Initial citation from Informed Consent Monthly Review 
 
 

Revised Common Rule 
Guidelines 
 

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