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Welcome

• Aim of the Presentation

• Discuss how involvement of consumers in research practice could 

justify new clinical research, and thus reduce waste in research



Who is the Consumer? 

• Broad identification
• anyone who will “use” the research

• Narrow identification
• Consumer and community members working in partnership with 

researchers and other stakeholders to shape decisions about 
research priorities, policy and practice.

• Individuals who are the target group of the research, e.g.
• Patients and caregivers
• Clinicians who is expected to use the new treatment, diagnostic 

procedure etc.



The first trial conducted under 
the Nuremberg Military 
Tribunals in 1947 became 
known as The Doctors' Trial, 
in which 23 physicians from 
the German Nazi Party were 
tried for crimes against 
humanity for the atrocious 
experiments they carried out 
on unwilling prisoners of war.



Nuremberg Code (1945-1946)

The experiment should be such as to yield fruitful results for the good 
of society, unprocurable by any other methods or means of study, and 
not random or unnecessary in nature. 
The experiment should be so designed and based on the results of 
animal experimentation and a knowledge of the natural history of the 
disease or other problem under study that the anticipated results will 
justify the performance of the experiment.

Freedman B. Scientific Value and Validity as 
Ethical Requirements for Research: A Proposed 
Explication. IRB: Ethics & Human Research. 
1987;9(6):7-10.
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“These principles seem to 
require as ethical 

preconditions that the 
study be of some value, 
and not simply be valid.”

Freedman 1987



Validity of a Study
Internal validity – e.g. for Randomized Clinical Trials



Value of a Study

“Examples of research that would not be socially or 
scientifically valuable include clinical research with non-
generalizable results, a trifling hypothesis, or substantial or 
total overlap with proven results. 
... Only if society will gain knowledge, which requires sharing 
results, whether positive or negative, can exposing human 
subjects to risk in clinical research be justified.”

Emanuel EJ, Wendler D, Grady C. What makes clinical research ethical? JAMA. 
2000;283(20):2701-11.
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Depends on two important factors:

1. Relevance

2. Necessity 
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Importance of Consumer Perspective

• Different perspective, first hand experience
• For example

• Influence on daily life
• Adherence to treatment (e.g. medication) 

• Deselect another treatment
• By selecting one treatment the patient automatically deselects another 

treatment
• Was that the right decision?

• Adverse events 
• Does the benefit outweigh the costs?

• Treatment may worsen the disease 
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Overlap with 
Present 

Knowledge?



Bhaumik, 2017; Ker et al., 2012

After 2001 
effects of 
tranexamic 
acid on use 
of blood 
transfusion 
identified

Gap 
remained for 
MI and death 
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Transparent 
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End Users

Systematic and 
Transparent Knowledge 
About Earlier Research:
Systematic Reviews

We Dare to Call This 
Approach:

Evidence-Based 
Research (EBR)



How to be Evidence-Based in Conducting Research?
Identify and Prioritize 
Research Questions 
Relevant Questions

Synthesize already known 
results by the use of 
systematic reviews 

Necessary questions

Design a Relevant and 
Necessary New Study

Place New Results in 
Context of Existing 

Knowledge: Update the 
Systematic Review



What We Really Would Like to Accomplish ... 

is to implement «systematicity» and «transparency» in all 
phases of research

This would make it possible to:
• criticize the used methods
• improve the methods
• improve the use of methods
• trust the results
• avoid waste in research



Involving Consumers Identifying and 
Prioritising New Research Questions 
• Through local user groups and organisations help inform research priorities
• Consult about research topics and priorities, important to them as service 

users
• Collaborate with researchers to identify topics for research
• Identify topics for research themselves
• Clarify the research question and affirm its importance

• In a way that is 
• systematic 
• transparent
• meaningful

Patient and public involvement in health and social care research NIHR, 2014



Value of Involving Consumers 

• Guidelines “alone” do not represent a 
knowledge translation (KT) 
intervention

• Evidence-Based Practice (EBP)Quality of Care



Critique of Involving End Users in Research

Impacts Research

Lack of Diversity

Tokenism

Not End User Initiated

Research that is 
Understandable to the 

Public 

Personal Fulfillment

Necessary Questions

Relevant Questions

Jennifer Johannesen “The trouble with patient and public involvement (PPI)” Cochrane Colloquium 2018



Thank You on Behalf of the 

http://ebrnetwork.org/

http://ebrnetwork.org/
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