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1. Motivation

2. Competence

3. Transparency

4. Governance

5. Accountability

6. Public Participation
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Redfern Report

Why was an inquiry into the use of children's organs 

launched?

Three children's hospitals had been harvesting hearts, lungs, 

brains and other organs from (170) dead babies without 

adequate parental consent.

“Birmingham and Liverpool hospitals had also given thymus 

glands, removed during heart surgery from live children, to a 

pharmaceutical company for research in return for financial 

donations.”

“Alder Hey hospital also stored 1,500 foetuses that were 

miscarried, stillborn or aborted without consent. “

https://www.theguardian.com/society/alderhey/story/0,,450736,00.html
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How does CAG 
seek to earn 
public trust?
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What does CAG do?

Thematic analysis was conducted on a corpus of 

Section 251 feedback reports from the NHS Health 

Research Authority Confidentiality Advisory Group.

Four themes emerged from the feedback. These 

were: 

(a) Patient and Public Involvement,

(b) Establishing Rationale,

(c) Data maintenance and contingency, and the need to gain 

(d) Further Permissions from external authorities prior to full 

approval.
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What does CAG do?

The emphasis here was on an approach to PPI that 

was beyond tokenistic, forming an integral part of 

the research schedule and strategy. 

In particular, there appeared to be two phases of 

the research cycle in which PPI is viewed as of 

importance.
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What does CAG do?

First, during the initial stages (prior to linkage) the

CAG expected methodological consideration from 

service users:

 “feedback from the planned activity would also 

need to be reported to understand the views of 

this cohort in relation to the proposal”
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What does CAG do?

Second, the CAG required the development of 

information materials […] informing patients and 

the public about how their data is being used, 

and importantly the opportunity and tools to object 

(opt-out)”

Such information needs to be released with 

enough time ahead of the linkage to allow a 

“specific time period for meaningful opt-out”
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What does it 
mean to 
regulate in the 
public interest?



Regulatory principles underpinning legitimate 
(Public Interest) Decision making?
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Public Interest and Trustworthiness

“The decision-making process must be able to offer a 

reasonable justification, for the vulnerabilities 

implied by decisions on (non)interference with medical 

confidentiality, to the people affected by those 

decisions. 

“If a reasonable justification cannot be offered, then 

the decision-making process is not trustworthy.”
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Summary

Earning public trust = consistent competence in:  

‒ delivering safe and secure uses of data; 

‒ respecting individual choice and control; and

‒ demonstrating value and benefit (individual and collective)

Provide reasonable justification for any consent waiver, meeting triple text of expect, accept, 

respect. 

This means:

a. We do NOT rely exclusively upon consent or anonymisation. But we do promote necessary 

transparency and enable opt out in all but the most exceptional circumstances. 

b. Minimally operate with a conception of fairness that permits only justified interference, justifying 

any consent waiver with reference to values and interests that data subject holds (avoid 

instrumentalization)

c. Provide adequate, useful, and simple evidence that we are doing this through meaningful PPI
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Further reading for those interested

Lisa Eckstein, Margaret Otlowski, Mark Taylor and 

Rebekah McWhirter 

‘Reversing the ‘Quasi-tribunal’ Role of Human 

Research Ethics Committees: A Waiver of Consent 

Case Study

(2023) 46(2) UNSWLJ 498

https://doi.org/10.53637/JNSP7349

https://doi.org/10.53637/JNSP7349


Thank you

taylor.m@unimelb.edu.au
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