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• Care about decision-making processes 
beforehand

• Envisage the possibility for conflicts

• Define governance and decision-making in 
protocol

• Establish a Trial Management Group 
(Steering Committee*)

• Think about establishing an Oversight 
Committee (Advisory Board*)

• Remember, a clinical trial is a long-term 
endeavor even after publishing it

• * Ensure you define the terms properly in your 
protocol …

Take home message(s)
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▪ “… the process of making and enforcing decisions within an 

organization or society.”

▪ “… process of interactions through the laws, social norms, power 

(social and political) or language as structured in communication of 

an organized society over a social system …”

▪ “A variety of entities (known generically as governing bodies) can 

govern. The most formal is a government …”

Some aspects from Wikipedia
Governance (general)
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Clinical research regulations
(External) governance

Sponsor

CTU/CRO

Investigators

Regulatory 
authority

Participants

Ethics
Committee
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Some background

The classical National Institutes of Health model

Fisher 2001
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▪ Monitoring of patient safety

→ independent Data Monitoring Committee

→Previous CTU Lectures

The classical National Institutes of Health model
Policy Board
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▪ Develop protocol

▪ Intellectual leadership of the trial

▪ Publish results

▪ Advice the respective NIH director

▪ “Study Chair”, representatives of investigators and sponsor (NIH 

institute)

The classical National Institutes of Health model
The Steering Committee
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Industry-sponsored cardiovascular trials
Modified NIH clinical trial governance model

Fisher 2001; DeMets 2002
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▪ Medical Research Council → funder (not sponsor)

▪ Chief Investigator → ‘initiator’: responsible for design, conduct, 

management, analyses, reporting

▪ Principal Investigator → responsible at trial site

▪ Sponsor: (usually) host institution of Chief Investigator

MRC guidelines for management 
The UK model (usually)

MRC 2022
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UK MRC model
Committee structure

Lane 2020 



University of Bern, CTU Bern11

▪ To manage the conduct of the trial (day-to-day operations)

▪ Composition: Chief Investigator (chair), key clinical input, trial 

operations team (including operations, statistics, programmers), 

Patient and Public Involvement contributors → not independent

UK MRC model
The Trial Management Group
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▪ “All trials should have …”

▪ To provide independent 

• overall supervision, 

• advise (Trial Management Group), and

• to ensure conduct according to standards

UK MRC model
The Trial Steering Committee
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▪ Size, membership, meeting frequency → risk proportionate

▪ >/=50% independent of investigators (including their host institution), their 
funders, sponsors, etc.

• Chair → independent

• >/=2 additional independent members (international if international trial)

• PPI contributor

• Chief Investigator

• 1-2 members of operational team (investigator, statistician, other trial unit staff)

• As appropriate: ministry/NIH, stakeholder groups (e.g., NGO)

• Guest: observer from MRC and sponsor

Composition
The Trial Steering Committee
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▪ Patient safety

▪ Progress

▪ Protocol adherence

▪ External new information/data

▪ Regulatory compliance

▪ Results dissemination

▪ Complaints

Role and meetings
The Trial Steering Committee
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▪ Advisor (Daykin 2017)

Responsibilities
Empirical data (interviews, ethnography)

Daykin 2016
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▪ No generally agreed approach to oversight

▪ Take a risk proportionate approach but be explicit in protocol about governance

▪ Trial Management Group → supervise trial conduct

▪ Advisory Board* → external advisors (incl. PPI contributor(s)) + internal members

• Separate Patient Advisory Board

▪ Data Monitoring Committee → comparative data (interim analyses)

▪ Sponsor has final responsibility (‘delegated to’/implemented via the Coordinating/Chief/Principal 
Investigator)

▪ Umbrella (DMC, SC, TMG) meeting before trial starts

▪ Think about data access/sharing after end of project

* Steering Committee (UK), PICTO (Partly-Independent Committee for Trial Oversight) or SITOC (Semi-Independent Trial Oversight Committee) (Lane 2020)

Some thoughts (my (!) recommendations)
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Thank you for your attention!
Questions?
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