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Thank you for your interest in providing feedback to the MCC regarding the 
MCC Clinical Trial Performance Metrics (beta version). The MCC Clinical Trial 
Metrics Steering Committee and Working Groups will review all respondents' 
feedback while they are finalizing the Clinical Trial Performance Metrics 
(version 1.0), expected to be released by January 2010.  

Please review all of the MCC Clinical Trial Performance Metrics (see slides11-
40) prior to starting the online feedback survey - you cannot save a partially 
completed form if you decide to gather additional input from your colleagues 
prior to completing the online form.

Please contact Linda Sullivan (lsullivan@metricschampion.org) at
(317)848-2908 ext 119, if you have any questions or you wish to learn about 
joining the MCC to participate in our metrics development initiatives and 
implementation/shared learning work groups.

The MCC Clinical Trial Performance Metrics Steering Committee

Welcome



MCC Mission

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.



Clinical Trial Performance 
Metrics Development Process

Work Groups

• Biometrics
• Business Operations
• Clinical Operations
• Drug Supply
• Quality Assurance

You are here



Clinical Trial Performance Metrics 
(Beta version)

Purpose of MCC Clinical Trial Performance 
Metrics:  
• Create a set of performance metrics that are key 

indicators of performance that are utilized by 
sponsor/service provider partnerships to manage 
clinical trial performance 

• Constructive conversations are generated between all 
parties because of metrics 

• Sponsors and service providers grow more productive as 
a direct result of utilizing MCC metrics



©2009 Metrics Champion Consortium, Inc. All rights reserved

Clinical Trial Performance Metrics 
(Beta version)

Metric 
#

Metric 
Type

Metric 
Title Category Definition Formula / 

Example

Additional 
analysis on a 
"for cause" 

basis:

Metric 
Indicator

Reporting 
Detail

Unit of 
Measure

Reporting 
Frequency Target

Business 
Driver(s) / 

Benefit 
Statement

Comments

Each MCC Clinical Trial Performance Metric has the following components:

Metrics Type = Cycle Time(CT), Timeliness(T), Quality(Q), Efficiency(E)
Metrics Indicator

• Leading Indicator = End user will use metric to identify opportunities to affect 
change in the current trial. 

• Lagging Indicator = End user will use metric to identify opportunities to affect 
change in future study trials.

Reporting Detail = Examples of how the data might be reported (i.e. by 
country, by site, etc.)
Target = Threshold level to prompt further review & discussion



Typical Clinical Trial 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

Courtesy of David Zuckerman dave@rx-business.com



Metrics Distribution

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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Courtesy of David Zuckerman dave@rx-business.com



Metrics Review Process

• Purpose: Provide constructive feedback to the MCC 
Clinical Trial Metrics Steering Committee and Working 
Groups about which draft metrics are:
– most valuable
– need additional clarification or modification
– difficult to produce at this time

• Instructions:
– Review each metric (see slides 11- 40)
– Score each metric using the feedback form (see sample pdf form)
– Note general comments on areas for improvement for metrics 

reviewed
– Send your feedback to the MCC via the online submission form at 

http://www.zoomerang.com/Survey/?p=WEB2295XYBWAGK



Metrics Feedback Form -
Example

Scoring Factor Scoring Guide (score is 1 - 5)
1 3 5

Metric Definition Definition Not 
Clear Neutral Easy to Understand; 

Very Clear

Metric Value Not Valuable Neutral Extremely Valuable

Ease of Production Very Difficult Neutral Very Easy; 
Automated

Please see attached pdf version of the online survey form.

For each metric, you will be asked to provide feedback is three areas
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