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ÅMCC Overview

ÅWhat are the pitfalls of current industry metrics?

ÅWhat are some new approaches to measuring 
quality? 

ï Site Selection

ï Protocol Writing

ÅHow will organizations pilot and deploy these new 
metrics?

ÅHow will new metrics impact protocol and product 
development performance? 

ÅConclusion

Agenda 



Building Partnerships Around 

Standardized Metrics 

A group of biotechnology, pharmaceutical and 

service provider organizations helped form a 

not-for-profit organization, the Metrics Champion 

Consortium (MCC), where member 

organizations work collaboratively to develop 

and implement standardized performance 

metrics aimed at improving the efficiency and 

effectiveness of managing and tracking 

resources needed to successfully run clinical 

trials. 



Mission Statement

The mission of MCC is to develop, through a 

collaborative process, performance metrics 

within the Biotechnology and Pharmaceutical 

industry with the intent to jointly encourage 

performance improvement, effectiveness, 

efficiency, and appropriate levels of controls for 

both Sponsors and Service Providers in 

support of the drug development process.



Organizational Structure
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Metrics Development Timeline
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MCC Clinical Trial 

Performance Metrics



Clinical Trial Metrics Steering Committee

ÅCory Gutterman / Abbott

ÅEd Cannon / AstraZeneca

ÅJennifer Holmes / Eli Lilly 

ÅColleen McCoy / Genentech

ÅKeith Dorricott / i3

ÅPam Howard / ICON Clinical Research

ÅMagaly Woolard / Merck

ÅApril Davis / Perceptive Informatics

ÅLorraine Waring / Pfizer

ÅBryan Haas / PPD

Metrics Development Oversight



Proposed Metric - Qualities

ÅWell defined

ÅBe measurable

ÅBe high level ïbut allow for further analysis

ÅProvide a benefit to Sponsor and Service 

Provider

ÅAdd Value

Metrics Development Process



Proposed Metric ïQualities

ÅTimeliness (T)

ÅCycle Time (CT)

ÅEfficiency / Cost (E)

ÅQuality (Q)

ÅLeading Indicator - Lagging Indicator

ÅBusiness Driver / Benefit Statement

ÅRelationship metrics will be added in future 

version

Metrics Development Process



Typical Trial-Level Process

Start

Write & 

optimize 

protocol

Develop & test 

statistical 

analyses

Run 

safety & 

efficacy 

analyses

Lock 

database

Generate & 

resolve 

queries, safety 

data, etc.

Monitor sites (CRFs, GCP, 

deviations, AEs/SAEs, etc.) & 

retrieve data 

Enter 

data

Find sites

Ship drug 

& initiate 

sites

Enroll 

subjects

Sites 

execute 

protocol

Close out 

sites

Generate 

reports

End

Program Management: Project oversight; Manage timelines, budget, staffing

Business Operations: Contract negotiation, management, scope control, support processes

Finance: Budget oversight

Quality Assurance: Project & site quality oversight
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Beta Metrics Distribution
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