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Safe Harbor Statement 

The following is intended to outline our general product direction. It is intended for 
information purposes only, and may not be incorporated into any contract. It is not a 
commitment to deliver any material, code, or functionality, and should not be relied upon 
in making purchasing decisions. The development, release, and timing of any features or 
functionality described for Oracle’s products remains at the sole discretion of Oracle. 
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Agenda 

 5.3 Release Overview 

 Edition Impact 

 Enhancements & Features 
– Details by Enhancement or Feature 
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ClearTrial 5.3 Release Overview 
• Release Objectives:  

– Enhance Oracle ClearTrial Plan and Source to provide greater flexibility and 
configurability 

– Continue to enhance and refine the service to deliver greater degrees of precision 
and increased accuracy to your study planning and outsourcing processes 

• Release Approach:  Market and Customer Driven 

• Go Live:  Saturday, February 28th 2015 from 8am to 1pm CST 

• Lock Plans/Freeze Billing Rates:  
– ClearTrial 5.3 DOES include changes to the software’s tasks and algorithms, MOH 

Delay defaults, and composite billing rates      

   Locking of plans and freezing billing rates is a recommended ClearTrial    
  release best practice!  
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5.3 Features and Functionality Edition Impact 

Feature Standard Edition Enterprise Edition 

Clinical Intelligence Update X  X 

New Assumptions/Specifications and Cost Drivers X  X 

User Configurable List Screen Views X X 

Enhanced Meetings Labor Units Calculation X X 

Increased Precision for Hours and Costs X X 

Inflation Rates by Location and by Year X X 

New Additional Roles/Capabilities X 

RFPs and Bids Data Capture, Comparisons & Reporting  X 
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Enhancements & Features 
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Clinical Intelligence Update 
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Composite Billing Rate Updates 
 

• Composite billing rates are reviewed and updated annually to ensure 
current and accurate costing based on global industry salary trends 

• Rates updated for years 2015 to 2028 based on: 

– estimated inflation 

– observed provider billing rates by location 

– industry salary projections  

• Rates reviewed and updated as needed for all CRO types 

– Average All CROs, Major CRO, Medium CRO, Niche CRO, Premium CRO 
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Composite/CT-Defined Provider Billing Rate Updates 
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Composite Billing Rate Updates 

•  When rates are not frozen in existing plans, unlocked plans or copies of 
plans will inherit new 5.3 billing rates. 

  

If you have added any of the ClearTrial-defined Composite 
Providers in any of your existing, unlocked plans, and do want 
those 5.2 or earlier rates to change, don’t forget to freeze your 
billing rates prior to the release. 

 

 

Important Migration Consideration 
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MOH / FDA Delay Default Updates 
 
 
• MOH/FDA Delay defaults by location updated to reflect the latest industry 

observed Clinical Trial Application and Ethics Committee expected 
authority review times 

• A list of 5.3 values as compared to 5.2 values can be found on the Plan 
Locations tab when clicking on the Add Location button.  
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5.3 Updated MOH Delay Defaults By Location 
 
Location 5.2 5.3 

Middle East 200 252 

Portugal 120 60 

Malaysia 120 168 

Saudi Arabia 200 252 
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MOH / FDA Delay Default Updates 
 
 

• Values by location in existing plans are not affected by the upgrade and 
will retain the values as they were in 5.2, regardless of whether they 
contain “overrides” to default values 

• Locations which are deleted and subsequently re-added to an existing 
plan will reflect the new 5.3 default value 

• New locations added to an existing plan will reflect the new 5.3 default 
value 

 

Important Migration Considerations 
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New Assumptions and Algorithms 
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Updated Plan Default Data Collection Method 
EDC Stage 3 is the 
default for all new 

plans 
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New Configurable Assumption for Monitoring Minutes per 
CRF Page per Treatment Arm 

Per Treatment Arm, 5.3 exposes 
the ClearTrial default value 

based on our clinical 
intelligence. This value can now 

be overwritten. 
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New Assumptions for Number of Repeat Data TLGs 
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New Algorithms for Unique and Repeat TLGs 
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Number of Uniques & Repeats TLGs Relationship 

20 

• In 5.2, 

 ClearTrial calculated and provided defaults for the Number of Unique TLGs. In that 
algorithm/calculation, the Number of Repeats was assumed to be 2 repeats per unique. 

• After migration to 5.3, 

 The number of unique TLGs will remain the same but the number of repeat TLGs will be 
based on our new default values.  Both tasks will be based on updated algorithms which 
will most likely result in higher costs per deliverable.  

• If you want to: 

– preserve your prior costs, you should lock your plan. 

– calculate costs based on the new algorithm but preserve your number of repeat units, 
you can simply overwrite the new default values for repeats with 2x the number of 
unique units. 

Important Migration Considerations 
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Additional Work Units Available 
In Task Manager and Cost Algorithm set-up screen 
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Enhanced Meetings Labor Representation and Units 
Calculation 

Created another Kickoff 
Meeting on Meetings 

tab 

In version 5.2, some values from the Meetings Manager tab were averaged in order to merge multiple 
meetings of the same type into one Major Task. 
 
Version 5.3 creates transparency by creating each meeting as its own Major Task and keeping the 
underlying assumptions from the Meetings Manager tab intact as calculations are performed in the Labor 
Tab and in reports. 
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Enhanced Meetings Labor Representation and Units 
Calculation: Labor Tab 

5.3 will dynamically 
include one Major Task, 

per meeting type, by 
default.  
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Meetings Unit Calculations and Report Display 
In 5.3, the units are 
split out for multiple 

meetings of the same 
type for those 

providers attending 
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Usability Enhancements 
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Configurable List Views 
Located in Filter Section of each ClearTrial List Screen 

(Plans, Studies, Products, etc.) 
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Configure List Options Dialog 
Ability to select the data (columns) you want displayed on a List Screen 
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Increased Precision for Hours and Costs 

All monetary values, such as unit 
cost, extended cost, and billing 

rates, will be rounded to the number 
of decimals that is standard for the 

relevant cost currency. 

All hours will be represented to the 
thousandths 
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Increased Precision for Effective Reporting 

New report filter option to round 
values to the nearest [user-selected 
reporting currency from dropdown]. 
In this example, USD is the reporting 

currency. Rounding  of costs for 
reports will be selected by default. 
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All 5.3 reports will display the new conventions for precision 
Example:  5.3 Fixed Unit Price Report 
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Inflation Profiles 
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Inflation Rates Assumptions Relocation 
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Year 2 and Subsequent Years inflation rates 
were found on the Plan Provider-Specific 

Details screen in version 5.2.   
 

These fields have been replaced with more 
robust capabilities. 
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New Inflation Profiles by Location and Year 

• Inflation Profiles can be created in the maintenance menu by provider and 
reused across multiple plans (similar to Billing Rates).  We refer to those 
profiles as ‘plan-neutral.’ 

 

• Inflation Profiles also exist in every plan.  We refer to those profiles as 
‘plan-specific.’ 
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New Plan-Specific Inflation Rate Profiles 
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In 5.3, there is a new Inflation tab on the Plan 
Provider-Specific Details screen that offers you the 

option to model inflation rates by location, by 
year. 
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Plan-Specific Profiles are populated by default 

When you select a provider and an effective rate year (ERY) in a Plan, ClearTrial will 
populate the plan-specific profile based on the following…. 

Condition Action User Options 

Plan-neutral profile exists for the 
Provider for the ERY  

Plan-neutral profile is inserted in the 
plan 

Use plan-neutral values 
Overwrite plan-neutral values to 0% 
Change selected values as needed 

Plan-neutral profile does not exist for 
the Provider for the ERY 

Plan-specific profile is 0% Insert values as needed 

ClearTrial default provider is chosen 
(e.g. Major CRO) 

ClearTrial default inflation profile is 
inserted in the plan 

Use ClearTrial values 
Overwrite plan-neutral values to 0% 
Change selected values as needed 
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Inflation Rate Profiles 
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In this example, the ClearTrial default values have been 
overwritten in the plan. 
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Inflation Rate Profiles 
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In this example, the ClearTrial default values have all been 
overwritten to 0% using the “Set Inflation to 0%” button in 

the plan. 
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New Plan- Neutral Inflation Rate Profiles 
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Launched from the Maintain Menu, 
there is a new option to create your 

plan-neutral inflation profiles. 
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Plan-Neutral Inflation Rate Profile 

Users can choose to  

• set inflation rates for a base location and allow the application to translate those rates 
to other locations, or 

• set specific rates for each location. 
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Question:   

“Do I have to set up inflation profiles by provider?  That’s more work than I 
want to do.” 

Answer:   

“You do not have to set up profiles in the maintenance section. You can 
continue to set your inflation preferences on a plan by plan basis.  

However, there are ways to make inflation even easier by using the profiles 
in maintenance.” 
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Question:   

“How can I use inflation profiles in maintenance to make input of inflation 
rates easier?” 

Answer 1:   

“If you have a contracted inflation rates that exist between Sponsor and 
Provider, you can set them up in maintenance and they will get automatically 

applied to all the applicable plans for the effective rate year.” 

OR…. 
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Answer 2:   

“If you have inflation rates dictated by your finance team, you can set them 
up for one provider in the maintenance menu and simply copy those rates 

for all providers.  Now, your individual users will not have to enter those 
rates manually in each plan.” 

 

In both cases, the risk of using the incorrect inflation rates in a plan is much 
lower. 
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Question:   

“I often use the default providers from ClearTrial.  How do I handle inflation 
for those providers?” 

Answer:   

“All the ClearTrial default providers now include inflation rates by location 
and year based on global economic data.  You can: 

• Use the ClearTrial inflation rates 

• Override one or more of those rates in your plan 

• Clear all the ClearTrial rates for plans you want to model with no inflation” 
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Question:   

“What do you recommend I do to prepare for inflation changes in release 5.3?” 

Answer:   

We recommend the following actions: 

• Watch the training video or read the supplemental training material to find out more best practices on this 
feature. 

• Ensure all ClearTrial users responsible for setting up plans have seen these slides or have watched the training 
video.  Don’t let your users be surprised by these changes! 

• Have a conversation internally and decide if you want to continue handling inflation on a plan-by-plan basis 
or if you want to set up Inflation Profiles in the maintenance menu for reuse. 
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RFP and Bid Management 
Enterprise Edition Only 
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What is RFP and Bid Management? 
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• From a Plan, you can create an RFP which can be the 
full scope or some subset of scope within a plan 
 

• From the RFP, you can generate a Bid Grid which can 
be sent to multiple CROs as part of your RFP 
package 
 

• You can import the completed Bid Grids from the 
CROs and store them as Bids in ClearTrial 
 

• You can compare Bids for a specific RFP 
• to the ClearTrial benchmark values 
• to each other 

• You can configure your comparison reports to 
highlight variances outside of a user-defined 
tolerance 
 

ClearTrial Plan 

Data 
Management 

RFP 

Clinical 
Services RFP 

CRO C CRO B CRO A 

“Blank” Bid 
Grid 

Completed 
Bid Grid 

Completed 
Bid Grid 

Completed 
Bid Grid 

ClearTrial 
Imports 

Vendor Bids 
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Create a Request for Proposal (RFP) from ClearTrial 
Baseline Plan 

New Create RFP option under 
Other Actions…menu on Plan 

List screen for a 
selected/baseline plan 
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Plans used as the basis for an RFP are Permanently Locked 

New (permanent) Lock icon 
for Plans with one or more 

RFPs created 

An RFP is based on the assumptions and tasks from its associated Plan.  The 
Plan must remain static to allow import of vendor bids based on those 
assumptions and tasks. 
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New RFPs List Screen  

From Edit Menu, select 
RFPs to navigate to RFPs 

List screen 
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RFPs List Screen Actions  

Option 1 to download 
new, detailed Bid Grid 
Report from RFPs List 

screen 

Edit RFP will redirect you 
to edit or update the 

RFP’s attributes 
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Edit RFP Details   

Option 2 to download 
new, detailed Bid Grid 
report from Edit RFP 

Details 
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View/Edit  RFP Labor with Option to Include Inflation   
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View RFP Costs 
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New Detailed Level Bid Grid Report 

ClearTrial-defined Mapping Key is 
displayed to help vendors uniquely 
identify location/task/resource line 

items for reuse in mapping their 
internal budget values to your bid 

grid. 
 

*More on mapping keys later. 

Vendor enters their 
name on the Centralized 

sheet and it is 
dynamically displayed on 

all other tabs per plan 
location 
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New Detailed Level Bid Grid Report 

Vendor to input values in 
blue cells per line item in 

new Bid Grid Report  
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Import Bids Against an RFP   

Select Import Bid to 
import the Vendor’s 

completed ClearTrial Bid 
Grid 



Copyright © 2015, Oracle and/or its affiliates. All rights reserved.  | 

Import Bids Dialog  

Select the vendor who’s 
completed bid you want 
to import into ClearTrial 
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Import Bids Validation - Errors/Warnings Display and  
Issues Reporting  

Imported Bids will be validated and 
severe errors or warnings will be 

displayed to be able to correct values 
and retry. E.g., Vendor put in an 

alpha character for Billing Rate value 
in Bid 
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Edit RFP Bids   

From Edit RFP Bids tab, 
ability to update Bid 

status value 
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Change Bid Status to Distinguish Bids During Business 
Process Stages  
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New Bids List Screen   

New Bids Option to select from 
Edit Menu which redirects you 

to the Bids List screen 
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Edit Bids Details 

Download/regenerate the 
imported bid into excel (.xls) 

file 
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View/Edit Bids Labor with Option to Include Inflation 
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View/Edit Bids Costs 
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Edit Bid Issues 
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New RFP and Bids Comparison Reports 
Summary Level Summary level 

comparison available to 
be able to identify 

discrepancies by function 

Ability to include RFP in 
comparison and use RFP 

as the baseline for 
comparison to bids 
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New RFP and Bids Comparison Reports 
Detailed Level 

Detailed level comparison 
available to drill down 

into the functional areas 
by task-resource-location 

Ability to select which bid 
from bids to use as your 
baseline for comparison 

User-defined thresholds 
highlighted in comparison 

reports for variance 
analysis  
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Highlighted Discrepancies at Task-Resource-Location levels 
In this example, XYZ Provider 

was selected as the baseline to 
which another provider and 
the RFP were compared to 

Another Provider who 
is bidding against this 

RFP 
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Bid Grid Mapping Key 
• A mapping key is a value assigned by ClearTrial to uniquely identify an activity by location, task, and 

resource.   

• The mapping keys are in the format [location key]-[task key]-[resource key].   

• The three elements for the mapping key are determined as follows: 
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Location Keys 
 

Location keys represent either a country or a 
ClearTrial-defined region.   

 
ClearTrial region keys: 
• USA, Canada, Australia/New Zealand    NA01 
• Western Europe & Japan   WE02 
• Eastern Europe   EE03 
• Nordic Countries   NC04 
• Latin America   LA05 
• Asia   AP06 
• Other   ZZ07 
• Middle East   ME08 

ClearTrial  country keys: 
• standard two-digit ISO codes. 

Task Keys 
 

Task codes are uniquely assigned by 
ClearTrial and can be found on the 

Task Details screen in the Task 
Manager. 

 Resource Keys 
   
Resource keys are uniquely defined 
by ClearTrial and can be found only 

in the Bid Grid. 
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New ClearTrial-defined Cost Mapping Key to Easily Identify 
Indirect Costs in RFPs and Bids  

New, unique mapping 
key displayed per pass-
through/miscellaneous 

cost (CT-defined) 
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New ClearTrial-defined Task Mapping Key to Easily Identify 
Tasks in RFPs and Bids 

New, unique, mapping 
key displayed per task 

(CT-defined) 



Copyright © 2015, Oracle and/or its affiliates. All rights reserved.  | 

New Additional Roles/Capabilities for RFPs and Bids 

New Additional Roles to be Granted. RFP 
Administrator role can only be granted to 

users with Clinical Administrator role. 
RFP/Bid Reader role can be granted to 

any user role.  
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