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Despite ongoing efforts to bring new treatments to market the time taken to get a 
clinical trial up and running hasn’t improved,1,2 with research showing that Phase II 
and III studies now taking a full month longer than the average seen 10 years ago.3

The focus on technology as a driver of performance improvement in clinical trials 
is intense, but despite years of valiant efforts, study execution remains far from 
optimal. For study startup, the data are dismal. Results of a 2017 survey conducted 
by the Tufts Center for the Study of Drug Development (Tufts CSDD), Startup Time 
And Readiness Tracking (START) II,4  found that 80% of respondents who have 
invested moderately or heavily in study startup technology reported time savings. 
Moreover, respondents who stated that their startup technology is adequate have 
cycle times that are 30% shorter that those with inadequate technologies.
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Study startup is a complex business, composed 
of country selection, pre study visits, site selection 
and initiation, regulatory document submission, 
budget and contract negotiations, patient 
recruitment initiatives, and enrolling the first 
patient.5

Thorny budget and contract negotiations between 
sites and sponsors are the single greatest cause 
of delays in starting clinical trials.6 Contracting 
has two distinct components – pre- and post-
contract sent to site, as documented in the 
Metrics Champion Consortium (MCC) contracting 
standard (Fig. 1).7 

The draft contract sent to site is the first task 
that can be controlled by the contracting group, 
whereas the drafting/authoring of the contract 
is controlled and dependent on different 
organizational groups/functions, into which the 
contracting group has minimal impact or insight. 

This scenario generally leads to the contracting 
group backward planning the contract to be 
sent to the site from the SIV data, resulting in 
the contract being on the critical path for site 
activation. But does it have to be? How could a 
risk-based management approach be utilized to 
optimize contracting?

   

Performance Metrics: Key to Study Startup Optimization

The sharpening focus on quality management and efficiencies is fueling greater use of standardized metrics to optimize clinical trial performance, a practice 
that is routine in most other industries but not in the initiation of studies.8  That’s why targeted performance metrics that measure the many details of clinical 
trial operations are essential. And for study startup in particular, performance metrics are critical, given that it is one of the most complicated parts of clinical 
trials9 and one of the most crucial to meeting site activation timelines and study completion milestones.  Yet, its performance scores lag other stages of 
clinical research.10

As the industry leader in study startup, Oracle Health Sciences is well positioned to standardize across multiple data sets to provide a single view of the real-
world metrics and cycle times. Study startup cycle time beginning and end points have been defined in alignment with the multiple starting points defined by 
our customers. These are dependent on an organization’s SOPs where, for example, the events Activated, IP release, and Site Initiated could be synonymous. 
This supports our ability to provide an industry-wide view of the cycle times important to study startup.

© 2019 Metrics Champion Consortium. All rights reserved

PROTOCOL
FINAL

SITE
SELECTED

COUNTRY
TEMPLATE

FINAL

PREPARE
DRAFT SITE

CONTRACT(S)

RA/ETHICS
 APPROVAL   

(IF REQ’D)

NEGOTIATE
CONTRACT

NEGOTIATION
COMPLETE

DRAFT
CONTRACT
TEMPLATE

SIGN
CONTRACT

ESCALATE

PREPARE
DRAFT SITE

CONTRACT(S)

Contract Preparation

Pre- and Post-Draft Contract

Measuring pre draft contract is important 
for planning and process improvement,  
but not useful for site id/selection

Figure 1. Metrics Champion Consortium Contracting Standard



3 Copyright ©2019, Oracle and/or its affiliates. All rights reserved. 

The time from site selected to draft contract 
sent to site (authorship) is +1 month, indicating 
there are clear opportunities to engage with sites 
earlier, without additional resources, by simply 
prioritizing high-risk contracts.

How do you determine which contracts 
to prioritize and how early a site can be 
engaged? 

This is where a risk-based management approach 
to contract optimization can be leveraged, where 
the key required components are:

1. Which contract components will have high    
     impact/downstream risk (e.g., Activation)?                   
   

2. Which sites will have high-risk contract        
   components (language and budget)?              
     

3. How early can a contract component be sent        
 to a site without wasting effort?                           
   

With the advent of study startup workflow-based 
tools this information already exists:

• Activation milestones: determine when   
 contracting is ready

• Site selection tools and scoring models:   
 determine high-risk site components

• Document and task tracking: communicate the  
 information to contracting
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Focus on Contract Optimization

The data shows the industry ‘status quo’ adoption of backward contract planning, which limits opportunities to optimize the process and often relegates contracts to the critical 
path to site activation.  This assessment is based on the Oracle Health Sciences contracting predication model which utilizes the clinical trial agreement (CTA), first version with no 
amendments, which are the most likely component to impact site activation.

The 1-2 months authorship strongly points to backward planning, with contracts often a bottleneck on the critical path to site activation.  The reasons contracts are often found            
on the critical path are related to complexity and lack of transparency, that is, the contracting group does not have the information available to identify which contracts will:

• Be more complex (contract language and budget negotiations) and therefore require more time to complete

• Know how early a site can be contacted without wasting effort on a site not being selected

• Which contract to prioritize over another
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Individual contracts can be executed faster if needed and therefore these do not need to be on the critical path if started when the site contracting ready milestone is reached.           
The challenges are then:

• How to identify the critical contracts to prioritize

• How to motivate parties to accept contract conditions, without the time constraints

FORWARDS



In Summary

By adopting a risk-based management approach supported by an advanced 
workflow-based engine, it is possible to optimize the contracting process of study 
startup by prioritizing high risk elements and proactivity engaging with sites when 
ready, without the need for additional resources. 
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Oracle Health Sciences

Oracle Health Sciences breaks down barriers and opens new pathways to unify people and 
processes to bring new drugs to market faster. As a leader in Life Sciences technology, Oracle 
Health Sciences is trusted by 29 of the top 30 pharma, 10 of the top 10 biotech and 10 of the      
top 10 CROs for managing clinical trials and pharmacovigilance around the globe.
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