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What do we mean by consent as 
it pertains to research?





Informed Consent Requirements

• …adequately informed of the aims, methods, sources 
of funding, any possible conflicts of interest, 
institutional affiliations of the researcher, anticipated 
benefits and potential risks of the study and the 
discomfort it may entail, post-study provisions and 
any other relevant aspects of the study. 

• …informed of the right to refuse to participate in the 
study or to withdraw consent to participate at any 
time without reprisal. 

WMA Declaration of Helsinki. JAMA 2013; 310: 2191-4.  



Informed Consent Requirements

• It must be ensured that the individual has 
understood the information.

WMA Declaration of Helsinki. JAMA 2013; 310: 2191-4.  





Options in Immediately Life-threatening 
situations

• Attempt detailed discussions for the purposes of 
obtaining prospective “consent” 

• Seek permission to enrol based on limited 
information (assent) and delay consent discussions 
to a later time

• Enrol patient without discussion (consent waiver or 
exception)



Molyneux, S. et al. PLOS One. 2013; 8:e54894



Consent models driven by national 
research ethics guidelines as well as 

local IRB/REB interpretation





Deferred Consent

• An individual cannot consent to what has 
already happened to them or their child

• Consent can only apply to what one has 
control over going forward in time



So Why Deferred Consent?

Opportunity to consent to:

• continued study involvement

• Remaining Intervention(s)

• Follow-up and data collection

• Use of previously collected data

• Use of previously collected biological samples

Supports autonomy, right to self determination



Eltorki et al. Acad Emerg Med. 2013; 20:822-34





Articles

Focus Articles Design Sample

Community 
Consultation and 
Public Disclosure

Baren, 1999
Morris, 2004
Morris, 2006
Bulger, 2009
Biros, 2009
Raymond, 2010

Hypothetical study
Focus groups, surveys
Survey, hypothetical study
Phone survey
Survey
Survey

227 parents
121 adults
91 parents
2418 adults
1901 adults
93 parents

Feasibility of 
Waiver of Consent

Clifton, 2002
Dutton, 2008
Stanley, 2012

Retrospective observational
Prospective Cohort
Prospective observational

387 (mixed)
1734 (mixed)
262 children

Attitudes toward 
ER Research

Culbert, 2005
Gamble, 2012

Postal survey
Postal survey

Parents
Parents





Gamble, C. PLOS One. 2012. 7: e35982  



Gamble, C. PLOS One. 2012. 7: e35982  





Morris, MC et al. Crit. Care Med. 2006; 34: 2567-75.





FEAST Trial Consent Data

Molyneux, S. et al. PLOS One. 2013; 8:e54894



FDA Exception from Informed Consent

• life-threatening situation requiring urgent intervention

• Available treatments unproven or unsatisfactory

• Collection of valid scientific evidence needed

• Obtaining informed consent is not feasible due subject’s 
medical condition

• Intervention must be administered before consent can be 
obtained

• No reasonable way to prospectively identify individuals

• Participation in the research holds the prospect of benefit

• The investigation could not be practicably carried out without 
the waiver



FDA Requirements for EFIC studies

• Community consultation

• Public disclosure

• Investigator commitment to attempt to locate SDM

• Study oversight by DMC





Chapter 3, Article 3.8: Exception to Consent for 
Research in Individual Medical Emergencies





Clinical Trials Regulation EU No 536/2014



Practical Issues with Delayed Consent





Seeking Consent for Continued Study 
Participation 

Paternalistic
Risk of 
Coercion

Too Early ‘Just Right’ Too Late



Can We Practice Patient/SDM Centered Ethics?

• Should we be flexible in our consent processes to 
accomodate the needs/preferences of participants?

• Should we seek to minimize intrussiveness and 
coercion risk or rigidly pursue consent 
documentation ‘as soon as possible’.

• Practical approach considers capacity and includes 
communication with clinical care providers. 



What about Evidence-based Ethics?

• Requires Virtuous Learning Loops so that all ‘actors’ 
can learn from their successes and failures

• Based on evidence based standards

• Urgent need for research on what happens to human 
subjects in research

• Resources from sponsors and research institutions 
required; commitment to use results to improve 
governance

McDonald, M. Health Law Journal. 2001; 9:1-21.







So What Are the New Angles?

• Appropriate situations for Consent waiver

• Defining/refining the role of Community Consultation

• Using relevant trials as a virtuous learning loop to 
continuously expand our knowledge

• Impact of patients being included on the research 
team



Thank You


