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The ethics of Human Infection Challenge Studies

Hugh Davies, member of the UK ad hoc committee reviewing SARS COV2 studies

https://jme.bmj.com/content/49/5/322

http://www.hra.nhs.uk/


www.hra.nhs.uk | @HRA_Latest
This presentation is designed to provide general information only. Our website terms and conditions apply 

www.hra.nhs.uk

Part 1

Principles (ethical and otherwise) underpinning 

Human Infection Challenge Studies 
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and that caused a stir!

https://pubmed.ncbi.nlm.nih.gov/17329392/
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Some general points

(what does ethical research look like?)

http://www.reviewingresearch.com/principles-underpinning-good-

research-2/
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NOTE: In these studies, these 

benefits do not accrue to the 

participant. 
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Part 2

SARS COV-2 Human Infection Challenge 

Studies 

https://jme.bmj.com/content/49/5/322
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Principles

1. There are legal, policy and professional 

requirements that research involving human 

volunteers undergoes independent review.

2. Research can’t proceed until a favourable opinion 

is received. 

3. When the UK government announced its 

support for these Studies, the UK Health 

Research Authority (HRA) convened a 

specialist ad hoc REC to undertake ethical 

review. 



Preparations

1. Staff within the HRA were recruited to support the 

committee.

2. Expert and lay members of particular* UK RECs, 

were invited to join the ad hoc REC. 

3. These members were then asked to attend two 

virtual HRA workshops* before the first committee 

meeting. 

Those recognised to review 

Clinical Trials of Investigational 

Medicinal Products (CTIMPs) or 

Phase 1 studies in healthy 

volunteers, particularly those with 

experience of vaccine studies

Opportunity to meet. The first provided 

background, the second to help the 

committee think through “Questions and 

Considerations that would arise ( “How to 

think” not “What to think”). 



Procedures

1. We met virtually (with its advantages and 

disadvantages).

2. We followed existing HRA Standard Operating 

Procedures. 

3. Sub-committees reviewed correspondence and

amendments.



Principles

1. Review is not conducted in a  vacuum – we had 

to use expertise of others.

2. Although much of the review was unstructured, 

we used the WHO criteria* as a foundation 

3. We realised we needed to work with applicants 

(while avoiding collusion). 

*https://www.who.int/ethics/publications/key-criteria-ethical-acceptability-of-covid-19-

human-challenge/en/



1. Scientific justification 

2. Assessment of risks and potential benefits

3. Consultation and engagement

4. Coordination

5. Site selection

6. Participant selection

WHO Ethical criteria 



Problems / “Tricky Issues”

1. Reaching a common position

2. Considering alternative designs in review

3. Benefits, Harms and the balance between these

4. The place of “Rescue” medication

5. Selection – Risks to participants and the validity of results  

6. Selection - Discrimination

7. Payment and compensation

8. Consent 



If we did it again!

1. Being prepared.

2. Developing clearer processes after the opinion.

3. Promoting speed.

4. Organising ongoing review – we must keep up to 

date and learning.
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Phew! 

The end!

Very happy 

to (try to) 

answer 

questions. 

The UK ad-hoc specialist REC 

established to review SARS 

COV-2

hughtdavies@gmail.com

http://www.hra.nhs.uk/
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