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 Premise

◦ Active engagement by every individual serving on the 
Research Ethics Board is in the best interests of:

 Research

 Ethics 

 Fundamentally, the Research Participant/Patient
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Typical Agenda (from an Oncology REB)

 Item 1: Phase III Randomized, Double Blinded, Study of Nivolumab 3 mg/kg in 
Combination with Ipilimumab 1 mg/kg vs Nivolumab 1 mg/kg in Combination with 
Ipilimumab 3 mg/kg in Subjects with Previously Untreated, Unresectable or 
Metastatic Melanoma 

 Item 2: A Phase 2 Multicenter Study Evaluating the Efficacy of KTE-C19 (modified 
chimeric antigen receptor or CAR) in Subjects with Relapsed/Refractory Mantle Cell 
Lymphoma (r/r MCL)

 PLUS 8 additional complex agenda items

 Total allotted time for the REB meeting – 2 hours or 120 minutes

 Approximate time allotment per study (presentation, discussion, vote) 

~ 10 min/item
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 The issue has not been recognized as a problem. 
Value has not been placed on the contributions of the 
community representative.  
(Gasp!! - let’s blame this on the REB Chair, for now)

 For non-medical REB volunteers to the REB

◦ “I’m completely out of my depth. I just don’t get it. Maybe I shouldn’t be 
here”

◦ “I’m afraid of asking a stupid question”

◦ “I’m sure everything must be OK if the reviewers are happy with the 
study”

 Newsflash – the radiation oncologists and the surgical 
oncologists may also be struggling with this particular agenda  
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 Screening of Potential REB participants

◦ It’s not for everybody

◦ Expectation that the learning curve will be steep

◦ Emphasis on the value that she/he will bring, not just to the REB process, but 
fundamentally to the welfare of the patient/research participant and the 
advancement of ethically sound clinical research 

 Mandating a reasonably comprehensive REB orientation program, 
including on-going access to educational resources

◦ While this addresses the requirement for a basic knowledge of ethical principles 
(TCPS and more), it does nothing to solve the complexity issues inherent to much 
of current research in a tertiary clinical environment  
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• Welcome/Overview of the session                        15 mins

• Who we are and what we do
• Office overview 
• Serving on the REB: What’s in it for you?

• Why REBs? How are we doing? 30 mins
Can we do it better?

• Big issues 60 mins

• Ethical/Scientific Review – The Process
• Consent/Assent
• Tissue Banking/Genetic Research
• Use of Placebos
• Phase 1 Clinical Trials

• Evaluation 15 mins 
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 TCPS II and GCP Guidelines

 Helsinki Declaration

 Genomics, Genes and Cancer

 Tissues, Biobanking and 
Genomic Research

 Tissue Donation

 Consent/Assent

 Capacity to Consent

 Payment in Research

 Fraudulent Research

 Radiation Risks 
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 Return of Findings

 Sex, Race and Ethnicity in 
Clinical Trials

 Contraception in Clinical 
Trials

 Oncology Concepts

 Cancer drugs/Mechanisms of 
Action

 Articles and Resources on 
Common Topics

 FREQUENTLY USED 
SLIDES



2021

• Average annual radiation
dose of 2.7 mSv distributed
between different sources

• 84% of the average dose
is from natural sources

(cosmic, gamma, internal)

• About half of this natural
component arises from
exposure to radon in homes
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Exposure                                             Risk/10,000  All ages Both Sexes

Exam Dose  
mSV

CXRs Natural
Background

Fatal Non Fatal Hereditary
Effect

CXR 0.02 1 3 days 0.012 0.008 0.001

Ba enema 9.0 450 4.5 yrs 4.5 3.0 0.9

CT Head 2.0 100 1 yr 1.2 0.8 0.4

CT Chest 9.0 450 4.5 yrs 5.3 3.6 0.9

CT Abd 12.0 600 6 yrs 7.1 4.8 1.2

CT Pelvis 10.0 500 5 yrs 5.9 4.0 1.0

CT C-A 20.0 1000 10 yrs 11.8 7.9 2.0

CT C-A-P 26.0 1300 13 yrs 15.3 10.3 2.6

Risks are estimates for lifetime probability of detriment: 40 yr observations 
are 50% of lifetime detriment
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Age at Exposure (years) Deaths
(% per 100mSv )

Male Female

0-9 10.3 12.0

10-19 9.0 10.8

20-29 6.1 7.0

30-39 4.3 4.6

40-49 4.2 4.2

50-59 4.2 3.8

60-69 3.3 2.9

70-79 1.7 1.6

80 + 0.8 0.7

Population wighted average 5.8 5.9

From:  Estimates of late radiation risks to the UK population. Documents of the NRPB 4(4), 
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 The Role of the Institution/REB Administration

◦ Mandating the requirement for a meaningful “lay summary” in the 
initial submission
 Should follow a suggested template designed by the REB

 Should be free of jargon

 Should highlight that the purpose is to facilitate a rapid REB review process by 
allowing an understanding of the fundamentals of the study by non-medical 
“lay members” of the REB

 Should lead to rejection of the submission if the language 
requirements are not met

 The Role of the Primary and Secondary Reviewer

◦ The reviewer should be respectful of the contributions of the REB Community 
Representative(s) and should be expected to provide a coherent overview of the 
study objectives and design, both in the written review (accessible prior to the 
assigned meeting) and in his /her oral presentation during the meeting.
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 Study: KTE-C19 is derived from the patient's T cells, removed by leukapheresis, spliced 
to anti-CD19 protein via a retrovirus (chimeric antigen receptor or CAR)* and re-infused 
into the patient.

 Screening: phy/CNS exam; preg/funct status; blood - organ/biochem/hem status; ECG; 
CT scan chest, abd, pelvis; PET scan; If eligible, leukapheresis for separation/removal of 
white blood cells ; mandatory archival tumor tissue for Dx confirmation (external lab) 
optional tissue storage X 15 yrs

 Intervention: 1). standard conditioning chemotherapy X 5 days; 2). CAR T cell single 
infusion (day 0); 3). hospitalization X 7 (+) days for safety  tests, including LP, mental 
assessment, CAR-related immune responses; 4). discharge, F/U at 2, 3, 8 and 12 weeks, 
then monthly for 3 years (blood work and PET-CT scans)

 Primary Objective:  efficacy by ORR Secondary Objectives safety and tolerability; change 
in EQ-5D scores from baseline to Month 6

 n = total 70; locally, 4 pts with INCLUSIONS -relapsed or refractory mantle cell 
lymphoma; > 1 measurable lesion; up to 5 prior regimens for MCL (defined)  
EXCLUSIONS prior SCT, CD19 targeted therapy, CAR Rx; hypersensitivity; immune 
contraindications; system disease; DVT
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 Role of the REB Chair 
(Note: The following comments recognize that the time commitment of a 
REB Chair dedicated only to his or her REB role, is significantly different 
from that of an individual whose REB position is in addition to another 
responsibilities).

◦ REB Recruitment 
 In the recruitment and orientation of medical expertise to the REB, the Chair 

should ”set the tone” regarding the expectation of teamwork in optimizing the 
ethical decisions of the Board.

◦ REB Leadership
 The Chair should, at all times, “set the tone” regarding the expectations of the 

convened meeting, if necessary redirecting the discussion such that all in 
attendance can readily participate

 The meetings should be conducted in a manner, such that everyone will leave 
feeling “Job well done” - all issues addressed; everyone contributing
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 Role of the REB Chair continued

◦ Education – (Previous comments regarding the time commitments of 
the REB Chair are pertinent here, as are the relative roles of the Chair vs 
the Primary Reviewer in formulating an understandable summary of 
studies under review).

 Orientation of new Board members (Medical/Community)

 Primary role of summarizing each study, in a standard format, presented prior 
to and during each convened meeting

 Primary role in seeking clarification from the PI regarding a respective study

 Provision of short on-going educational presentations for issues that are “new”, 
of “fundamental importance” or are predictably of a recurrent nature eg

 Emerging approaches in immunology

 Emerging approaches in radiation oncology/surgical oncology

 Definitions and Terminology
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