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What will be discussed ….

• Clinical trial management – a core competency 

• Clinical trial Tasks – knowing is not enough

• Project Management – Strategy for control



Clinical trial management – a core competency
(Joint Task Force for Clinical Trial Competency 2014)
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Presenter
Presentation Notes
Joint Task Force for Clinical Trial Competency 2014This is a collaboration of pharmaceutical companies, contract research organizations, academic institutions, clinical research sites, andprofessional societiesFor exampleAssociation of Clinical Research ProfessionalsAmgenGlobal Health NetworkPfizerTransCelerate Biopharma, Inc.UK Clinical Research CollaborationGCP: Covers study management and GCP compliance, safety management (AE, PV) handling investigational productCommunication – encompasses all elements of communicationStudy and Site Management – site and study operations not including GCP



Clinical trial Tasks – knowing is not enough

• Initiation
• Project set up
• Centre set up
• Recruitment
• Follow-up and analysis
• Trial close

• Crisis Management?

Presenter
Presentation Notes
Why is study and site management a core competency?National Institute for Health Research - Trail Mangers Network = Task, Knowledge and Competency Framework for Trial ManagersInitiationSponsor agreementsContractsTrial oversight committees (Data Monitoring and Ethics Committee)Project set upProtocol DevelopmentEthics ApprovalHPRA approvalDatabaseCentre set upIdentify sites PI’sFeasibilitySite initiationsRecruitmentFollow-up and analysisTrial close



What's is Project Management

• A Project is:
– An undertaking with a 

definitive beginning and end

• Management is:
– Getting things done effectively 

through people

• Project Management is:
– The EFFECTIVE use of people 

and resources to COMPLETE a 
set of specific tasks in a given 
time 



Project Management knowledge areas

Presenter
Presentation Notes
Scope – the work that need to be accomplished to deliver a product, service or results according to specific requirementsStakeholder management – identifying all impacted by the project  - NOT JUST PEOPLE WITH VESTED INTERESTProcurement – identify what needs to be purchased, when, how + identify sellersRisks – determine what risks might affect the project and documentTime – should be based on WBS – estimates should be made by people doing the work – (Critical Path)Costs – approximation of the cost of activities or Work packages to establish a cost baseline.



Project Phases
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Presenter
Presentation Notes
Manage the Project rather than the project managing you!By utilising this type of project management framework and asking these kind of questions will provide the necessary information to plan, execute and control a complex clinical trail anywhere



Resources 
• CRF-C
• Project Management Institute (PMI)
• International Project Management Association (IPMA)
• Core Competencies

– Sonstein, et. Al. (2014)Moving From Compliance to Competency: A 
Harmonized Core Competency Framework for the Clinical Research 
Professional. Journal of Clinical Research Best Practices Vol. 10, No. 6, 
June 2014 

– NHS National Institute for Health Research - Trail Mangers Network. Task, 
Knowledge and Competency Framework for Trial Managers 2012
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