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Appendix 2. 

Overview of Data Collection from Consented Deceased Organ Donors 
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Justification for Waived Consent 



Waived Research Consent  
in an Observational Study of Deceased Organ Donation Medicine 
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1. INTRODUCTION 

 
1.1. Purpose 

The purpose of this document is to summarize the justification for a waiver of 
research consent from participants in a minimal risk, prospective observational 
study of organ donation medicine.  This document is intended specifically to 
assist reviews by legal experts and Research Ethics Boards in the province of 
Ontario. 
 

1.2. The Research 
 

1.2.1. Summary 
The medical research that we propose is a national observational cohort 
study called Canada-DONATE.  We plan to audit, for 12 months or more, 
the medical management of deceased organ donors at 25 intensive care 
units across Canada.  Three groups of participants relevant to this research 
include (i) deceased organ donors with a neurologic determination of death 
(brain death), (ii) organ donors with an imminent cardiocirculatory death 
(cardiac arrest following planned withdrawal of life support), and (iii) the 
organ transplant recipients.  Through observing, recording and 
understanding current medical practices, and variability in these practices, 
we are building a strong foundation for an innovative national program of 
research in organ donation medicine.  Our vision is to improve standards of 
care and to improve clinical outcomes through prompt knowledge 
translation and future clinical trials. There are a number of components to 
this research: 
 

1.2.2. Components 
 

1.2.2.1. Local quality improvement investigations 
We will provide feedback to each participating centre about local 
practices, benchmarked to provincial and national norms, in order to 
inform and improve care locally at participating centres. 
 

1.2.2.2. Enhancing evidenced base care 
We will develop one-page Evidence Bulletins around specific medical 
interventions in deceased donor care, highlighting current guidelines, 
the underlying evidence, and data on current national practices, to 
inform and assist bedside clinicians.  These Evidence Bulletins, to be 
disseminated through the Trillium Gift of Life Network of Ontario, will 
also become an important research tool in future clinical trials in organ 
donation medicine. 

 
 
 



1.2.2.3. Comparative effectiveness analyses 
Prior to creating new knowledge through future clinical trials, we can 
analyze current data from 25 participating centres across Canada 
(including 10-15 high volume organ donation hospitals in Ontario) to 
determine what interventions appear most effective in our intensive 
care units.  These interventions will be the topics of Evidence Bulletins 
(above). 
 

1.2.2.4. Data fidelity assessments 
In Ontario, and other interested provinces, we will work with organ 
procurement agencies in comparing our clinical research data to their 
administrative data with a view to assessing the completeness and 
accuracy of both sources.  The purpose is to reduce unnecessary 
duplication of data collection, and thereby improve efficiency in clinical 
care and clinical trials.   
 

1.2.2.5. Research network development 
Through all of this research, we will build collaborations with hospitals, 
organ procurement organizations and transplant programs, providing 
them with useful data about current practices and creating the 
platforms necessary to initiate clinical trials. 
 

1.3. Organization of this Document 
The remainder of this document is divided into two sections.  Section 2. Guiding 
Principles, summarizes the relevant articles and principles of Ethics, Research 
Ethics, Research Methodology, Ontario Law, and Precedents, and addresses 
these in the context of the proposed research.  In Section 3. Research Consent 
for Specific Study Participants, we discuss additional considerations relevant to 
each of the three groups of participants. 
 

2. GUIDING PRINCIPLES 
 
2.1. Ethical Principles 

 
2.1.1. Respect for Autonomy 

Study participants have a right to choose or to refuse the use of their 
personal health information for research purposes (Respect for Autonomy).  
Respect for autonomy is the first concern in addressing issues of research 
consent.  Other equally important ethical principles that bear on the 
suitability of a waived consent model for the research that we propose 
include Beneficence, Non-maleficence and Justice.   
 

2.1.2. Beneficence 
According to the principle of Beneficence, a practitioner should act in the 
best interest of the patient.  We submit that deceased donors who upheld 
the importance of organ donation to save lives would generally uphold the 
importance of rigorous clinical research aimed to develop the best 
standards of care to realize organ donation and transplantation.   

 
 
 



2.1.3. Non-maleficence 
Non-maleficence means “first, do no harm”.  This principle applies to 
arguments against imposing research discussions on fragile persons (e.g., 
donor families and organ recipients) at particularly unsuitable times.  Non-
maleficence is the focus of Section 3, below. 
 

2.1.4. Justice 
Justice concerns the distribution of scarce health resources, and the 
decision of who receives particular treatments.  Our overarching aim is to 
enhance the availability of cadaveric organs for the purpose of 
transplantation through better understanding of optimal care for organ 
donors within intensive care units.  
  

2.1.5. Summary 
In summary, values of Autonomy, Beneficence, Non-maleficence and 
Justice provide a framework for considering the ethical suitability of a 
waived consent model for observational research.  We perceive that there is 
a strong ethical argument supporting a waiver of informed consent for the 
research we propose. 
 

2.2. Research Ethics 
 

2.2.1. Tri-Council Policy Statement: Ethical Conduct for Research 
Involving Humans 
In 2001, Canada's three federal research agencies, the Canadian Institutes 
for Health Research (CIHR), the Natural Sciences and Engineering 
Research Council (NSERC), and the Social Sciences and Humanities 
Research Council (SSHRC), jointly developed the Tri-Council Policy 
Statement (TCPS).  Endorsed by the government of Canada, the mandate 
is to promote the ethical conduct of research involving human participants.   

The TCPS(2nd edition) stipulates that waiver of research consent is 
appropriate when: (i) the research poses a clear benefit to society, and (ii) 
the research poses minimal risk to participants, and (iii) an informed 
consent model is impossible, impracticable or inappropriate.  We submit 
that the research we propose meets all of these requirements. 

 
2.2.1.1. Benefit to Society 

Every week, 3 Canadians die while waiting for an organ transplant. 
Most transplants originate from patients who succumb to a tragic brain 
injury in the setting of an intensive care unit (ICU).  Our overarching 
goal is to improve the health and quality of life of chronically ill persons 
registered on Canadian transplant waiting lists through clinical 
research of the highest possible quality, using Canadian knowledge 
translation and Canadian clinical trials.  This research is likely to have 
a profound effect on a particularly vulnerable group of people. 
 
 
 
 
 
 



2.2.1.2. Minimal Risk 
There is no study intervention or alteration of clinical care as a result of 
this study. There is also minimal risk of a privacy breach.  To prevent 
privacy breaches we record only essential personal identifiers; to the 
extent that it is possible, all personal health data is recorded in an 
anonymous (de-identified) manner; study data is encrypted during 
transfer to the experienced CLARITY Methods Centre at McMaster 
University; and study data is stored on a secure server at McMaster 
University and accessed from password-protected computers in locked 
offices.  Moreover, specific participant groups will encounter minimal 
risk: (i) organ donors with brain death are not alive at the time that they 
are registered in the study (ii) the vast majority of donors with a 
cardiocirculatory death will die within 2 days of registration in the study, 
and (iii) the organ recipients will be alive at the times of data collection 
(approximately 1 week and 3 months following organ transplantation); 
however, data that we plan to collect for these participants are 
extremely limited. 
 

2.2.1.3. Impracticability and Inappropriateness 
We discuss the Impracticability and Inappropriateness of written 
informed research consent for each of the three groups of study 
participants in Section 3, below. 
 

2.3. Research Methodology – Bias in Registry Studies 
Prior registry studies have established that excluding patients for lack of consent 
leads to biased study results.1 The goal of Canada-DONATE is to learn about 
usual care so that we can design future clinical trials with study procedures that 
a) are sensitive to the needs of donor families and ICU clinicians, and b) do not 
disrupt usual care.  In this registry study, we aim to enroll every deceased organ 
donor at participating hospitals, and all of their respective organ recipients, to 
achieve study objectives.  Many of the donors that we would miss for lack of 
consent would reflect particularly challenging clinical or social situations.  Many 
bioethicists assert that in appropriate studies, the waiver of consent with 
strategies to minimize risks to patient privacy will retain high research ethics 
standards and avoid the problem of consent rate bias.2  
 

2.4. Ontario Law 
We believe that all of the relevant articles of Ontario Law are addressed in the 
TCPS(2nd edition).  Specifically, these include the following sections of the 
Personal Health Information Protection Act of Ontario: 

 
2.4.1. Section 39 – Disclosures for health or other programs 

Describes disclosure of personal health information to prescribed persons 
who compile or maintain a registry of personal health information for the 
purposes of facilitating or improving the provision of health care. 
 

2.4.2. Section 44(1) – Disclosure for research 
Describes conditions for use and disclosure of personal health information 
by health information custodians to researchers. 
 



2.4.3. Section 45 – Disclosure to prescribed entities for the planning and 
management of a health system 
 

2.4.4. Section 47 – Disclosure for the analysis of a health system 
 

2.5. Current REB approvals for waived research consent for the prospective 
ICU data in this study 
We currently have Research Ethics Board approval to conduct this study at 2 
Hamilton, Ontario hospitals: Hamilton Health Sciences and St. Joseph’s 
Healthcare.  We also have Research Ethics Board approval in the Province of 
Quebec.  

 
3. RESEARCH CONSENT for SPECIFIC STUDY PARTICIPANTS   

 
In this section we address practical considerations for three distinct groups: (i) organ 
donors, already deceased, with a neurological determination of death; (ii) organ 
donors undergoing withdrawal of life support and imminent cardiocirculatory death; 
(iii) organ transplant recipients.  For each group, we present the challenges to both a 
prospective research consent model and to a deferred research consent model. 
 
3.1. Deceased Donors with a Neurological Determination of Death (NDD) 

 
3.1.1. Prospective Research Consent with NDD 

A prospective research consent model entails discussion of research 
consent in the same meeting at which discussion of consent for organ 
donation occurs.   
 

3.1.1.1. Emotional burden of substitute decision makers.   
The discussion of organ donation in the context of a sudden fatal 
illness is often emotionally intense for families of patients in the ICU. 
Additional lengthy discussions about research are not welcome at the 
time of such delicate discussions with stressed family members. 
 

3.1.1.2. Poor use of limited time for Organ Donation Coordinators.  
Although we are working closely with the Trillium Gift of Life Network 
(TGLN; the organ donation organization of Ontario) on this study, the 
very specialized Organ Donation Coordinators of TGLN do not have 
the mandate, the time nor the training to solicit consent for participation 
in research studies. At the time of discussing consent for organ 
donation, they require the attention of families for very pressing, 
sensitive dialogue about the donation process, social and medical 
history. 
 

3.1.1.3. Urgency limits research staff availability.  
Research staff are rarely present at the time of consent for deceased 
organ donation after a neurological determination of death.  These 
discussions frequently occur with little warning, and very often on 
weekends or during the night.   
 
 
 



3.1.2. Deferred Research Consent with NDD 
A deferred research consent model requires discussion of research consent 
sometime after the discussion of consent for organ donation. 

 
3.1.2.1. Emotional burden of substitute decision makers 

Organ donation after neurological death typically proceeds within 24-
48 hours. This remains an emotionally intense period for grieving 
families.   

 
3.1.2.2. Family availability limits feasibility 

Many families leave the hospital after consent for organ donation after 
a neurological determination of death, and do not return as they 
continue their grieving process.  Reaching them by phone as they are 
focused on gathering family members and planning funeral 
arrangements is very challenging.  If and when they return to hospital, 
their focus is on attending the donor, grieving with other loved ones, 
and planning next steps.  Moreover, ICU staff are very likely to resist 
access of research staff to families at this time. 
 

3.2. Deceased Donors with a Cardiocirculatory Determination of Death (CDD) 
 
When patients with a catastrophic brain injury do not progress to brain death, 
their family members may judge that survival with a severely debilitated 
existence (i.e., persistent vegetative state) would be a fate worse than death in 
the prior views of the patient.  In this situation, organ donation can proceed 
when the patient dies subsequent to the compassionate removal of life support 
technology.  In contrast to the situation of organ donation after brain death, in 
this situation of donation after a cardiocirculatory determination of death, family 
members are more likely to return to hospital to be present at the time of 
withdrawal of life support, prior to organ recovery.  Even so, most of the 
considerations summarized for deceased donors following a neurological 
determination of death generally apply for those with a cardiocirculatory 
determination of death.  
 

3.3. Transplant Recipients 
 
Soliciting consent from transplant recipients is uniquely complicated by the fact 
that this research involves observing medical interventions among organ donors 
and then following and measuring, ideally, the outcomes of these interventions 
among corresponding transplant recipients.   
 
Moreover, the potential risk to organ recipients is very minimal.  The planned 
data to be collected regarding recipients are extremely limited and include only, 
(i) organ received, (ii) hospital of transplant surgery, (iii) date of transplant, (iv) 
year of birth, (v) sex, (vi) one blood test (CPRA) as a measure of immune risk, 
and (vii) a measure at 1 week and (viii) 3 months after transplant to indicate 
function of the donated organ.  This functional outcome measure is conducted in 
the transplant centre and reported to the study Methods Centre in a single check 
box on a 7-point scale.  These data are not socially sensitive. 
 
 



3.3.1. Prospective Research Consent for Transplant Recipients 
A prospective research consent requires decision making prior to 
transplantation. 
 

3.3.1.1. Approach for consent in pre-transplant clinics is not feasible.   
This model requires engagement and training of multiple people at 20 
Ontario transplant programs to discuss consent for this research 
among potential transplant recipients many of whom will receive their 
organs from centres that will not be participating in this research. 
 

3.3.1.2. Approach for consent at the time of organ offer might be perceived 
as coercive, and an unnecessary burden. 
 

3.3.2. Deferred Research Consent for Transplant Recipients 
A deferred research consent requires decision making after transplantation. 
 

3.3.2.1. Approaching recipients for consent during the transplant 
hospitalization may also be perceived as coercive, and/or an 
unnecessary burden on recipients 
 

3.3.2.2. Increased risk of study bias 
If the transplant has been very complicated, these patients may be 
more likely to decline to participate in research, which increases the 
risk of biased study findings. 
 

3.3.2.3. Approaching for consent later in outpatient clinics is not feasible 
This would require the organization and training of multiple people at 
20 Ontario transplant programs to discuss consent for this research.  
Organs from a single organ donor are distributed to different transplant 
programs across the region and even to other provinces.  While some 
of these programs have appropriate research infrastructure in place to 
facilitate consent discussions for this audit, most do not.  Furthermore, 
it is not practical for us to keep track of clinic visits for each recipient at 
each program across the country, and determine who in that program 
might be competent to have the research consent discussion, who is 
educated appropriately to do so, then reminded to add this to their 
professional health care activities.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 



4. SUMMARY 
 
We propose an important, innovative and nation-wide program of research designed to 
improve the rates of deceased organ donation and the function of transplanted organs 
within recipients.  This program of research starts with a nationwide observational study 
of the medical management of deceased organ donors in 25 centres across Canada, 
including 10-15 hospitals in Ontario.  This observational study is akin to a registry study 
in which selective nonparticipation would introduce significant bias to the study results 
and undermine our primary goals.  Moreover, discussions of research consent are 
uniquely inappropriate and impracticable for this research.  In this situation, Ontario Law, 
principles of ethics and the Canadian Tri-Council Policy Statement support waiving the 
requirement for informed research consent.  We propose the conduct of this research 
without explicit consent from the substitute decision makers for deceased organ donors 
and without explicit consent from the recipients of organs from these deceased donors.  
We are committed to working with Ontario Research Ethics Boards, Hospitals, and the 
Trillium Gift of Life Network of Ontario to achieve these goals in accordance with the 
utmost consideration of patient dignity and respect.  Without approval to move forward in 
the absence of written consent from the organ donor families and transplant recipients, 
this research will not be possible. 
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