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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
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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 28t" 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

Rfl‘fé}:g Locking of plans and freezing billing rates is a recommended ClearTrial
>\6‘7 release best practice!
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5.3 Features and Functionality Edition Impact

Clinical Intelligence Update

New Assumptions/Specifications and Cost Drivers

User Configurable List Screen Views

Enhanced Meetings Labor Units Calculation

Increased Precision for Hours and Costs

X [ X | X | X | X | X

Inflation Rates by Location and by Year

New Additional Roles/Capabilities

X [ X[ X | X[ X|[X]x|Xx

RFPs and Bids Data Capture, Comparisons & Reporting
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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

ORACLE’
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Composite/CT-Defined Provider Billing Rate Updates

Choose Service Providers

| |

I Average All CROs
- Major CRO

o Medium CRO

- MNiche CRO

—

k Premium CRO j

Contract Research Organization
Contract Research Organization
Contract Research Organization
Contract Research Organization

Contract Research Organization

Last Updated
44114 2:568 PM
44014 2:58 PM
4/4/14 2:56 PM
4414 2:58 PM

414014 2:55 PM

Updated By

ClearTrial Administrator
ClearTrial Administrator
ClearTrial Administrator
ClearTrial Administrator

ClearTrial Administrator
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Composite Billing Rate Updates

Important Migration Consideration

* 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.
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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.

MOH/FDA Delay

r USA, Canada, Australia/New Zealand 120 i}
— Australia Englizh Australian Dellar TO |—
- Canada English Canadian Dollar 120 M
.l New Zealand Englizh New Zealand Dollar 60

- Puerto Rico Spanish US Dollar 120

— UsA English U3 Dollar 30

r Western Europe & Japan 180

— Austria German Eur 85

- Belgium Flemish Eur 56

— France French Eur 95

r Germany Germa Eur k 90 )
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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

Important Migration Considerations

* 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
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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

Create Plan | m
: plans
SoELE Specify information about the data collected for this study Current Edit Mode: | Advanced M
Locations
- - Data Collection .
Site
Subject Data Collection Method: | Electranic Data Capture v
Treatment EDC Maturity Level: | Stage 3: Standardization v
Data )
Query Rate: I 15 % Percent of database data to audit: I 10 %
Minutes for Data Entry per CRF page: 0.0 Minutes for Data Coordination per CRF page: 1.0
Total number of data transfers: I ] Mumber of interim analyses to be performed: I ]
Murmnber of third-party wendors/data sources: I 0 Total number of data imports from third-party vendors: I ]
~ CRF Design .
Mumber of Unique Fages: I E Mumber of screens per CRF page: I 30
- Biostatistics

Mumber of Unique Data Tables: I 3 Mumber of Repeat Data Tables: I G
Mumber of Unigue Data Listings: I 3 Mumber of Repeat Data Listings: I 3

Mumber of Unigue Figures and Graphs: I 2 Mumber of Repeat Figures and Graphs: I 1
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New Configurable Assumption for Monitoring Minutes per
CRF Page per Treatment Arm

Treatment A

Details I Schedule l Motes

~ Subject Treatment Schedule

Menitonng minutes per CRF page: 2.994

|)se example grant amount: Yes (m Mo

Baselins \isit I 8798 I 50 %

Per Treatment Arm, 5.3 exposes )
the ClearTrial default value e
based on our clinical
intelligence. This value can now
be overwritten.

J111]
31l

Dhsplaying wesks 1t0 5 of 5
Clear CEF Diefaults | Restore CRF Defaults Clear Grant Overrides
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New Assumptions for Number of Repeat Data TLGs

Create Plan

Chverview

Locations

Site

Subject

Treatment

Data

Specify information about the data collected for this study

- Data Collection

Current Edit Mode: | Advanced

=

Data Collection Method: | Electronic Data Capture

EDC Maturity Level: | Stage 3: Standardization

Cuery Rate: I 15 %

Minutes for Data Entry per CRF page: Qa0

Tatal number of data transfers: I 0

Mumber of third-party vendors/data sources: I 0

Percent of database data to audit: I 1

Minutes for Data Coordination per CRF page: 10

Mumber of interim analyses to be performed: I ]
Total number of data imports from third-party vendors: I ]

By
‘o

~ CRF De=sign

Mumber of Unique Pages: I E_

Mumber of screens per CRF page: I 30

-~ Biostatistics

MNumber of Unique Data Tables: I 3
Mumber of Unigue Data Listings: I 3

Mumber of Unique Figures and Graphs: I 2

7
Mumber of Repeat Data Tables: I G

Number of Repeat Data Listings: I 3

Mumber of Repeat Figures and Graphs: I 1
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New Algorithms for Unique and Repeat TLGs

Edit Report Maintain Admin  Help

Welcome, Auto Administrator | Visit Support Center | Logout

Edit Plan
Overview View or adjust effort and labor fees Current Edit Mode:
Locations Filter
Site (Show hours and faes for: | Major CRO o | [ Show major tasks with no planned effort for the selected provider ]
Subject = &
T B S
Uit Al caleulated costs and adjustments are displayed in US Dollar (USD) values displayed do not include infition
Data Pin Labor | Unpin Labor
Monitoring Mayor Task Ut Hours Ut Cost # Umnit= Ext Hours Ext Cost
Provider Data Transfer -
: (Data Transfers) 0.000 0.00 0 0.000 0.00
Meetings
Final Data Audit
e ) e o 0.017 232 5393 91681 12511.76
Labor ( |ssued Unique Summary Table \
O (Biostatistics - lssue Tables) 14.060 199535 13 182780 25947 35
Costs etued Urnius & L
ssued Unigue Summary Listing
Payments IR e e e i) 9.036 127262 15 135540 19.089.30
Summa |zzued Unique Summary Figure/Graph _
i (Biostatistics - Issue Graphs) 14.060 199535 8 112480 1596760
Reports
|zsued Repeat Summary Table
e res e 1 T 5018 707 62 26 130468 1839812
|ssued Repeat Summary Listing
(Issued Repeat Summary Listings) 3512 43019 15 52.680 7.352.85
|ssued Repeat Summary Figure/Graph
\ (Issued Repeat Summary Figure/Graphy; e LR - ER L
Stat Report
{Medical Writing - Stat Report) 50626 754115 1 50.626 794115
Draft Report
(Medical Writing - Draft CSR) 244 853 40.999.92 1 244 855 40.999.92
Final Report (CSR) 121.25¢ 21.266.46 1 121.254 2126646 ¥
Totak 103.436.67 15,672.241.05

Copynght ® 2015, Oracle Corporation andfor its affiliates. All nights reserved.
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Number of Uniques & Repeats TLGs Relationship

Important Migration Considerations
°*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
unigue units.

ORACLE’
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Additional Work Units Available

In Task Manager and Cost Algorithm set-up screen

Delne: New Catcgory

Cenlral Redder

Drelinnilion

[ Algonilhm l Diislribulion

- Cost Algonthm

Cusls.

vary by lucalian

Caleulale as. I 5.000 | USD

® ae sludy level

T I'.lb‘l.l DSME Rezpxal

- Study Wide CostalAdjustmcnts
Locabon
Study-Level

ORACLE’

Intcnm Analyais
Menitonng Viert

Prowder
1 Product Hewview

FProtocol Amendment
Serinis Adverse Fuent
Sile Audiled

Gite Meguinng Overhead
Subjoct Complote
subject Handomized
Subject Screensd
Suhjert Visit
Traieslalivn

Unique CIC Nage
Unigue Data Table
Unigue Data Listing
Umigue higure or (araph

cymeail Datla Tabile
[epeat Data Listing

Fepoat Figure or Graph

GL Code Coste
Unmapped v Calculate as: 5,000 ush
® 0 rcporta
Total: b} Ls0
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Enhanced Meetings Labor Representation and Units
Calculation

Create Plan Created another Kickoff [ Motes |
Meetlng on Meetlngs Current Edit Mode: | Advanced r

Cherview . . .
Configure meetings for this study

tab

Locations . Meetings

o ERSS—

Subject S

Treatment

Data Kickoff Meeting Kickoff Usa CT Product Review
Monitoring [ Kickoff Mesting for ELI ] Kicknff Mardic Countries Orice CT Product Review
e Investigator Mesting Investigator SA Cince Major CRO
Meetings Face to Face Mesting Face to Face IS4 Onece Major CRO
Assignment Status Update to Sponsor Telzconference IS4 Wnleskly Major CRO

Lahar Internal Team Meeting Internal Team LS4 Weekly Major CRO

Costs

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.

ORACLE
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Enhanced Meetings Labor Representation and Units
Calculation: Labor Tab

Create Plan | =
Overview View or adjust effort am{ 5.3 will dyna mica I Iy Current Edit Mode: | Advanced M |
Locations Filter include one Major Task,
Site {Shcw hours and fees for- I:I pe rm eeti ng type, by [ Show major tasks with no planned effort for the selected provider ]
Subject
ubjec New Major Task default. ajor Task
Treatment Al calculated costs and adj values displzyed do not indlude mflation
Data Pin Labor | Unpin Labar
Manitoring
B Protocol &mendment per -
Provider i e’ 0.000 0.00 0 0.000 0.00
Meetings Unigue CRF Page Devel
i ) IERE Do) 14.750 335859 2 29.500 671718 |:|
Assignment
CRF Bogk Printed
Labor (CRF Printing} 0.000 0.00 0 0.000 0.00
Costs - F“Kﬁ'ﬁﬂ Kickoff Meeting 81.000 20.459.40 1 £1.000 20.459.40
- off Meetings)
Fayments _ . 20,459.40
o | Mestings - Kickoff Meeting for EU 121.000 30.606.20 1 121.000 30.606.20
Summary : (Kickoff Meetings)

ORACLE’
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Meetings Unit Calculations and Report Dis

Fixed Unit Prices

Report generated on: 18-Feb-2015

18979-CL-0422-20150211 for Protocol Amendment - Ph3

Fhase lll f Protocol ID: PAT234
Indication: Oncology f Breast Cancer

All monetary values are displayed in US Dollar (USD) based upon exchange rates as of 17-Feb-2015.

Maote that for display purposes, all extended costs are rounded to the nearest IS Dollar.

olay

—

In 5.3, the units are
split out for multiple
meetings of the same

type for those
providers attending

Provider: CT Product Review

Major Task Name

Unit Hours

Unit Cost

Project Initiated (Project Initiation ) 131201 13,382 .49 1 1 13,382
(Study Setup - 315.098 3223182 1 ang 32232
SLESE Centralized tasks) //]
X (Study Setup - De- 53740 5482 41 1 53.740 5,482
Study Setup Per-Location centralized tasks)
. (Protocol 389 334 39.712.06 1 389 334 39712
A Written Protocol Preparation)
Meetings - Kickoff Meeting (Kickoff Meetings) 49500 5.049.00 1 449 500 5,049
Meetings - Kickoff Meeting for EU (Kickoff Meetings) 169.500 17,289.00 1 169.500 17,2848
- - - (Investigator 139.500 1422900 139.500 14,228
Meetings - Investigator Meeting Mestings)
_ . (Face to Face 35500 3.621.00 1 35.500 3,621
Meetings - Face to Face Meeting Meetings)
_ (Teleconference 3.500 357.00 61 213.500 21,777
Meetings - Status Update to Sponsor Mestings)
Site Approved (Site Approval) h 667 7803 5 28335 2,890
_ Mendor Oversight  2330.498 23771072 1 2330408 237 711
Sponsor Oversight by Sponsor)
Total: 3B56.615 393,375
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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.)

Plans
Filter

[Shcw: AllPlans [ Active Plans Only Plans matching filter: | My Filter ¥ | Modify l Configure List Options l

“ Click here to change the columns displayed and how to sort the itermns in the list

|| Plan Name Study Mame Descriplion Status Created By

L] 1979-CL-0422-20150211 Protocol Amendment - Ph3 LS Study Diraft Badakhshanian, Leyla -
J a 1579-CL-0422-20150211_FINAL Protocol Amendment - Ph3 IS Study Diraft Badakhshanian. Leyla

L] 1979-CL-0422-20150211_v1 Protocol Amendment - Ph3 LS Study Diraft Badakhshanian, Leyla

(] 1579-CL-0422-201502711 2 Protocol Amendment - Ph3 IS Study Diraft Badakhshanian, Leyla

L] 1979-CL-0422-20150211_v3 Protocol Amendment - Ph3 LS Study Diraft Badakhshanian, Leyla

(] 1579-CL-0422-201502711 w4 Protocol Amendment - Ph3 IS Study Diraft Badakhshanian, Leyla

L] 1979-CL-0422-20150211_v5 Protocol Amendment - Ph3 LS Study Diraft Badakhshanian, Leyla

(] 1579-CL-0422-201502711_v6 Protocol Amendment - Ph3 IS Study Diraft Badakhshanian, Leyla

ORACLE’
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Configure List Options Dialog

Ability to select the data (columns) you want displayed on a List Screen

Please select the columns to display in the Plan List.  Y'ou can also choose how to order the plans displayed and how many plans to display per page.

Configure Colummns
# Plan Mame & Study Name | | Phaze [ | Therapeufic Area [+ Indication [+ Description
[+#| Status [ | Created Date |##| Created By [ ] Last Modified [ | Last Modified By
Sorting and Paging
Sort Eh,-:l Flan Mame A | and thEI'I1| Plan Name v | andthen:l Flan Name A

Show: plans per page

Copyright © 2015, Oracle and/or its affiliates. All rights reserved. |
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Increased Precision for Hours and Costs

All hours will be represented to the

i . thousandths
Edit Plan All monetary values, such as unit o= |
Overview vewor=q  COSt, extended cost, and billing \ ‘ Current Eit Mode: | Expert v
Locatigns Fiter { rates, will be rounded to the number
Site . . Show major tasks with no planned effort for the s2 r
showhoull - of decimals that is standard for the v : i \\ \ ]
Subject
—— q relevant cost currency. | Adjust Hours or Fees |
reatmen All calcula vales displayed do not include inflation
Data Pin Labor | Unpin Labar
Manitaring
2 |zsued Unigque Summary Figure/Graph -
Provider (Brostatistice . Issue Graphs) 16.125 3.853.44 2 32.250 7.706.88
Meetings Issued Bepeat Summary Table
: oo P Sy es) 5638 1.333.28 6 33.828 7.999.68
Assignment
|zsued Repeat Summary Listing
Labor (Tooad Froat Somat s L sions) 3925 916.10 3 11.775 2.748.30
Costs |zsued Repeat Summary Figure/Graph
e R ) 5638 1.333.28 1 5638 133328
Payments
Stat Report
e Mad.cl Witing - Stat Report) £9.278 15.853.89 1 69.278 15.853.89
Reports Draft Repart
(Medical \Writing - Draft CSR) 340210 76.850.36 1 340210 76.850.36
Final Report (CSR)
(Medical Writing - Final CSR) 155.723 3426484 1 155.729 34264 84
Prepared Publication
(Pobfstions] 0.000 0.00 0 0.000 000
Totak 17.248.464 3,369.819.70

ORACLE’
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Increased Precision for Effective Reporting

Fixed Unit Prices

Please choose the providers to include and the level of detail to display

~ Providers To Include

v] All Providers

[w#] Major CRO

|| CT Product Review

- Level of Detail to Include

® Summary

[ Include Inflation

Detai New report filter option to round
values to the nearest [user-selected

reporting currency from dropdownl].

~ Group By

[ Location

In this example, USD is the reporting
currency. Rounding of costs for

\

reports will be selected by default.

(
Reporting Currency

Select the currency in which this report should berends
S Dallar (USD) v [ Round values to the neares] US Dollar

ORACLE’
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All 5.3 reports will display the new conventions for precision
Example: 5.3 Fixed Unit Price Report

Fixed Unit Prices 1979-CL-0422-20150211_v3 for Protocol Amendment - Ph3
Phase lll { Protocal 1D: PAT234

Indication: Oncology / Breast Cancer
Report generated on: 18-Feb-2015

All monetary values are displayed in US Dollar (USD) based upon exchange rates as of 17-Feb-2015.

Provider: CT Product Review

Major Task Name Unit Hours Unit Cost Ext Hours Ext Cost
Project Initiated (Project Initiatior|) 131.201 13,382,490 1 131.201 13,382.40
(Study Setup - 315998 3223182 1 315998 3223182
Study Setup Centralized taskp)
Study Setup Per_Location Lset#t?glgggufa_sﬁi_ R3.744 548241 1 R3.744 548241
A Written Protocol E’F;;ﬂ;gfgéon} 380 334 39.712.06 1 380 334 38 712.06
Meetings - Kickoff Meeting (Kickoff Meetingg) 49 500 5,049.00 1 49 500 5,049.00
Meetings - Kickoff Meeting for EU (Kickoff Meeting§) 168 .500 17.289.00 1 168 .500 17.289.00
Meetings - Investigator Meeting Eqneven%[;srtl:;g;:ur 138,500 14,2259.00 1 138,500 14,229.00
Meetings - Face to Face Meeting Egggr;[gsliace 35.500 3.621.00 1 35500 3,621.00
Meetings - Status Update to Sponsor g:ilae{i;l:énsffrence 3.500 357.00 61 213.500 21.777.00
Site Approved (Site Appfw:al} 5667 EYB.03 5 28335 289015
Sponsor Oversight E»;eﬂrg;rrlg;ﬁrmght 2330498 23771072 1 2330498 23771072
\ ) Total: 3856.615 393,3?4.9
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Inflation Profiles
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Inflation Rates Assumptions Relocation

Override default rates and responsibilities for this service provider

Average All CROs

Billing Rate Information

B TEECHCEETERER R
Inflation rate to apply to subsequent years of study:

Rate Year in effect:

2014 -
Inflation rate to apply to year 2 of study: . 0%

Compound inflation annually: ® Yes Mo

Back-Cffice Billing Rate Location: Usa

Billing Rate Currency: US Dollar (USD)

Currency Exchange Rates: # Use rates defined an the Overview tab

FTE Utilization Information

ClearTrial's suggested value for Project Management FTEs is not calculated until after you have assigned all study tasks on the Assignment tab.
This suggested number of PMs will also change whenever you modify certain assumptions including the number of sites and locations.
You may override the suggested value once it has been calculated. However, it is strongly recommended that you review your value if you change the

Project Manager utilization prior to FSI/FPI- 924 % Suggested value is pending

Project Manager utilization after FSI/FPI: 924 % Suggested value is pending

Resource Allocation Factor:

Other

Mumber of sponsor affiliates:

Flease enter the rate year in effect for the first year of the study

ORACLE’

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. y
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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.’

ORACLE’
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New Plan-Specific Inflation Rate Profiles

N

Inflation

S, —— 4 In 5.3, there is a new Inflation tab on the Plan

|| X2 Provider — Provider-Specific Details screen that offers you the
option to model inflation rates by location, by

year.

Fate Year in effect: Discount rate to apply to this study:

Back-(ffice Billing Rate Location: Usa A

Billing Rate Currency: US Dollar (USD)

Currency Exchange Rates: # Use rates defined on thy

Details Inflation

g FTE Utilization Infi

Inflation Rates for XYZ Provider

1 ClearTrial’s suggested value for Project Management FTEs is not calculated until after you have as
i This suggested number of PMs will also change whenever you modify certain assumptions includi

T You may override the suggested value once it has been calculated. However, it is strongly recomn| Compound inflation annually: [#) Yes Mo
T Project Manager utilization prior to FSI/FPI: 924 %
T Project Manager utilization after FSIFPI: 924 7%
Resource Allocation Factor: | 0 @ REGION: USA, Canada, USA, Canada, USA, Canada, USA, Canada, LS/
1 Ausfralia/New Australia/New Australia/New Australia/MNew  Aus
Zealand Zealand Zealand Zealand
] Other 2015 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
Numbser of spensor affiliates: 2016 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
I ) N 2017 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
wne of renarting tn affiliates
Bl " i efiect for the f ¢ the siud 2018 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ease enler the rate year in sfiectfor the frst year of the study 2019 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
2020 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
2021 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
2022 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
2023 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
2024 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
4 3
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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 Plan-neutral profile is inserted in the Use plan-neutral values
Provider for the ERY plan Overwrite plan-neutral values to 0%

Change selected values as needed

Plan-neutral profile does not exist for Plan-specific profile is 0% Insert values as needed
the Provider for the ERY

ClearTrial default provider is chosen ClearTrial default inflation profile is Use ClearTrial values
(e.g. Major CRO) inserted in the plan Overwrite plan-neutral values to 0%
Change selected values as needed

ORACLE’
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Inflation Rate Profiles

| In this example, the ClearTrial default values have been
Specity Provider-Specific Detals overwritten in the plan.

Details Inflation

Inflation Rates for Medium CRO

J

Compound inflation annually: (e Yes No

USA, Canada, Western Europe & | Eastern Europe Nordic Countries | Latin Ame— il East Other Austraba Canada New Zealand | Puesrio Rico USA Austna Belgnm

Aunsmaliaew Japan
Zealand

REGION: 1 B i 7 USA, Canada, USA Canada, USA, Canada, USA, Canada. USA, Canada, Western Infestern

Australia/Mew  Australia/Mew  Australia/Mew  Australia/New  Australia/New Europe & Europe &

A Zealand Zealand Zealand Zealand Zealand Japan Japan

B.76 324 534 £.55 246 2.0 207 124 2.21 1.70 1.31

358 222 6.31 32 53 6.18 252 2.02 2.0 124 212 1.70 1.2

362 220 597 317 523 £.03 252 202 20 165 195 1.70 1.31

3a2 220 597 17 523 £.03 252 202 20 165 199 170 1.3

362 220 597 317 523 £.03 252 202 20 165 195 1.70 1.31

3a2 220 587 317 523 £.03 252 202 20 165 199 170 1.3

3a2 220 597 317 523 £.03 252 202 20 165 195 1.70 1.31

3a2 220 587 317 523 £.03 252 202 20 165 199 170 1.3

3a2 220 597 317 523 £.03 252 202 20 165 195 1.70 1.31

3a2 220 ha7 317 523 6.03 252 202 20 165 199 170 13

[
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Inflation Rate Profiles

In this example, the ClearTrial default values have all been
overwritten to 0% using the “Set Inflation to 0%” button in
the plan.

Inflation Rates for Medium CRO

REGION: USA, Canada, USA, Canada, USA, Canada, USA, Canada, USA, Canada, Western Wwestern
Australia/New  Australia/New Australia/New Austraha/Mew  Austrahia/MNew Europe & Europe &

Fealand Fealand Zealand Zealand Zealand Japan Japan

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
00 00 000 000 000 000 000 000 000 000 000
k
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New Plan- Neutral Inflation Rate Profiles

Edit Report Maintain  Admin @ Help

Welcome, QA Administrator |  Visit Suppert Center | Logout

Templates

Products Serice Providers
Resources

Filter ——

Fnly ® Products matching filter: | My Filter v | Modify Configure List Options

GL Codes

Produd
| P ———

There are no products matching the selected filtening cnitenia.

Reporting Regi
Purge Deleted
Please enter details

m Wwhen: | CROX

g

d

jm]

inflation profile creation.

mns work for:| ClearTrial Operations ¥ | for Rate Year| 2018

\
Launched from the Maintain Menu,

there is a new option to create your
plan-neutral inflation profiles.

—

ORACLE’
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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.

Create Inflation Profile

‘Wwhen: CRO X performs work for: ClearTrial Operations for Rate Year: 2018

Base Rate Lc-cati-:n:| Usa v |
Year Base Rate USA, Canada, Western Europe & | Eastern Europe: Nordic Countnies | Latin Amenca Asia Middle East Other Austaba Canada New Zealand | Puerio Rico USA Ausina Belgum France Germany
PustrakaMew Japan
Zealand
RATE 108.10% 90.02% 174.17% 108 74% 300 40% 157.09% 2/921% 01.09% 124 157% 99.70% 99.56% TTAT% 100.00% 83957 64 69 63.80% 839
VARIAMCE %
REGION: 1 2 3 4 5 [ ] 7 USA, Canada, USA, Canada, USA, Canada, USA, Canada, US4, Canada, nlestern \nestern nfestern nfes
Austrahia/Mew Australia/Mew Auvstralia/New AustraliaMew Australia/MNew Europe & Europe & Europe & Europ
Zealand Zealand Zealand Zealand Zealand Japan Japan Japan Ja|
2019 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 I
2020 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 {
20 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 {
2022 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 {
2023 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 I

4]

I

Export rates to Excel

ORACLE’
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Question:

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

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

“How can | 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:

“| often use the default providers from ClearTrial. How do | 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”

ORACLE’
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Question:

“What do you recommend | 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.

ORACLE’
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RFP and Bid Management

Enterprise Edition Only

ORACLE’



What is RFP and Bid Management?

From a Plan, you can create an RFP which can be the
full scope or some subset of scope within a plan

ClearTrial Plan

_ . _ _ Data
* From the RFP, you can generate a Bid Grid which can Clinical Management

be sent to multiple CROs as part of your RFP Services RFP REP
package

“Blank” Bid

* You can import the completed Bid Grids from the Grid

CROs and store them as Bids in ClearTrial

* You can compare Bids for a specific RFP l
 tothe ClearTrial benchmark values CRO A
 to each other l l

* You can configure your comparison reports to
highlight variances outside of a user-defined Completed Completed Completed
Bid Grid Bid Grid Bid Grid

tolerance | |

ORACLE’

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

Plans . ected  clear [+ Remember selections across pages  help
selected/baseline plan
Filter
(Shnw: () AllPlans @ Active Plans Only () Plans matching filter: | My Filter v | Modify \ < Configure List Options
—————— —e—— Delete | Restoe Cop,

- Lock Plans
Plan Name Study Name Descrphon

1679-CL-0422-20150211 Protocel Amendment - US Study
" 1679-CL-0422-20150211_FINAL Protacol Amendment - Ph3 US Study Drat
0 1679-CL-0422-20150211_v1 Protocol Amendment - Ph3 US Study Draft
@ 1979-CL-0422-20150211_2 Protocel Amendment - Ph3 US Study Draft
O 1979-CL-0422-20150211_3 Protocol Amendment - Ph3 US Study Draft
@ 1979-CL-0422-20150211_vé Protocol Amendment - Ph3 US Study Drat e h
O 1979-CL-0422-20150211_45 Protacel Amendment - Ph3 US Study Draft R
@ 1979-CL-0422-20150211_v6 Protocol Amendment - Ph3 US Study Draft 5,da

ORACLE
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Plans used as the basis for an RFP are Permanently Locked

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.

[ | Plan Name Sindy Name Descapiion Status
L] 1979-CL-0422-20150211 Protocol Amendment - Ph US Study Diraft
| a 1979-CL-0422-20150211_FINAL Protocol Amendment - Ph3 S Study Diraft

Protocol Amendment - Ph3 US Study Diraft

[ 1979-CL-0422-201502 Protocol Amendment - Ph3 LIS Studv Draft

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

ORACLE’
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New RFPs List Screen

Edit FRepot Maintain  Admin  Help From Ed|t Menu’ Select \Welcome, Leyla Badakhshanian | \isit Support Center | Loge
* Plans .

Sadies RFPs to navigate to RFPs

Products List screen
m T}l FEPs Active RFPs Only  (#) RFPs matching filter: ||"-"|:.rFiIter '| Wodify Configure List Opfions

e — — s — ———— s —— e — —— ) —— it
Plan Name o Scope/Provider Descrplion Number of Bids
LJ 1579-CL-0422-20150211_FINAL Major CRO 1579-CL-Baseline-LISA 0

ORACLE’
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RFPs List Screen Actions

Edit RFP will redirect you
to edit or update the
RFP’s attributes

RFPs 1 RFP is selected clear [ Remember selections across pages  help
~ Filter

Show: () AIRFPs () ActiveRFPsOnly  (gg®Ps matching fiter: | My Filter v | Modify Confiure List Options }
ky A ——
S SR - o] |

Plan Name ScopeProvider Descrphion RS =S
Click here to download the Excel Bid Grid for this RFI

|| 1979-CL-0422-20150211_FINAL Major CRO 19753-CL-Baseline-LU54

U ‘

Option 1 to download

new, detailed Bid Grid

Report from RFPs List
screen

ORACLE’
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Edit RFP

Edit RFP Details

Details
Labaor

Costs

Bids

Wiew or edit the short description, bid grid title, or comments for this RFP
~ RFP Information

Bid Gnid Title:

Comments:

Shaort Description: I 1979-CL-Baseline-LUSA

(must be between 8 and 40 characters)

| Major CRO Bid_v1

The contents of this field will be displayed on the exported bid grid

sallymichaelsi@cro.com

ORACLE’

report from Edit RFP
Details
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View/Edit RFP Labor with Option to Include Inflation

Edit RFP

Details ! These are the expected effort and fees related to the scope of work represented by this RFP [+ Include Inflation

Labor All monetary values are displayed in US Dollar (USD)

Costs Major Task Ut Hour= Uit Cooest # Unit= BExt Howrs Ext Cost

Bids Project Initiated 106.672 23.355.18 1 106.672 2338518 *
Study Setup 119.642 2581096 1 119.642 25,8109
Study Setup Per-Location 37.000 6.177.79 1 37.000 6.177.79
LInigue CRF Page Developed 14.750 3.358.55 2 29.500 6.717.18
Mestings - Kickeff Meeting 81.000 20.459.40 1 81.000 20.455.40
Mestings - Kickeff Meeting for EU 121.000 30.606.20 1 121.000 30.606.20
Mestings - Investigator Meeting 157.000 37.703.58 1 157.000 37.703.58
Mestings - Face to Face Meeting 102.000 26.800.57 1 102.000 26.800.57
Mestings - Status Update to Sponsor 3500 759.99 G1 213.500 46,359.45
Mestings - Internal Team Mesting 7.500 1.863.76 E1 457 500 113.689.39
Site Identified by Vendor 4075 6E69.34 b 20.375 3.346.70
Pre-study Site Visit (PS5V) 16.800 275145 & 100.800 16,508.94
Site Approved 26875 4.513.09 b 134.375 225%45 ¥
Totak 17,248 466 337455203

ORACLE’
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View RFP Costs

Edit RFP

Details These are the expected pass-through and miscellaneous costs related to the scope of work represented by this RFP

All monetary values are displayed in US Dollar (USD)

Bids EDC Hosting 10,800 10.808
EDC Licensing 8125 8,166
EDC Setup 8.000 8.000
Investigator Grants - Grant Payments 8.662 500 8,662 500
IRB and Annual Renewal Fees 7.500 7.500
Labs - Central Lab 433,050 493 634
Mesting - Face to Face Meeting 5.000 5,000
Mesting - Investigator Meeting 16,000 16.000
Meeting - Kickoff Meeting 4,000 4,000
Mesting - Kickoff Meeting for EU 8.000 2.000
Miscellaneous Costs 1.021 1.026
Printing (nat including CRF Printing) 1.615 1617
Protocol Distribution 70 70
Totak 9.482.099 9.482. 764

ORACLE’
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New Detailed Level Bid Grid Report

f/E'F:;iHH]v E

Vendor enters their
name on the Centralized
sheet and it is
dynamically displayed on
all other tabs per plan &%

Crata Review View

T (@

Alignment

a4

0422-20150211_XYZCRO_V3 = Microsoft Excel

Numiy

ClearTrial-defined Mapping Keyis | t"’ -
displayed to help vendors uniquely k.. % ﬂj‘a
identify location/task/resource line paer- & Select -

items for reuse in mapping their I
internal budget values to your bid |} -

ocation ™~ grid

2 Bid Grid |r-.ﬂaj0rCRD

1979-CL-0422-20150211_FIMAL for CT Product Review .
3 - *More on mapping keys later.
4 Phaselll
g |Indication: Breast Cancer
g |Location: Centralized All monetary values should be entered in US Dollar (LSD)
T
g

Location Major Task / Cost Resource Mapping Key LInit of Measure

9
10 Labar Centralized FProject Initiated Develop scope of work, timeline, work assignments Clinical Research Associate 000-00002-00001 ||Study
11 Labar Centralized Project Initiated Develop scope of work, timeline, work assignments Senior Clinical Research Associate 000-00002-00002 | Study
12 Labar Centralized Project Initiated Develop scope of work, timeline, work assignments Senior Vice President Clinical 000-00002-00004 | Study
o Labar Centralized Project Initiated Develop scope of work, timeline, work assignments Senior Directar, ClinicaliTherapeutic 000-00002-00005 | Study

ORACLE
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- \.l\l e O - - 19?9-a-nazz-zmmau_mcrm_vs.z Micrj
1Ea 2

New Detailed Level Bid Grid Report

—-/ Home Insert Page Layout Formulas Data Review View
= Cut 3 =
SI IR B s e
- 53 Copy —
aste rF 1 = == |=={E=|| & Meroe & Cente - O
= ¥ Format Painter — = — - = = =||=F = | = Merge & § Yo
Clipboard P} Font Alignment Number
| 010 - f | 100

10

11

12

4%

Mapping Key

Unit of Measure

# Units

Resource Location

Base Billing Rate

Inflated Billing

Rate

Unit Hours

Total Hours

Vendor to input values in
blue cells per line item in
new Bid Grid Report

Unit Cost

[ |

3 Autosum *
_:,J @] Fill -

Format

-

<2 Clear =

Edi

Total Cost

000-00002-00001 |Study 4|Region:USA, Canada, 100.00 105.00 8.000 8.000 840.00 840.00
AustraliaMew Zealand

000-00002-00002 |Study 4|Region:USA, Canada, 100.00 105.00 £.000 8.000 840.00 £40.00
AustraliaMew Zealand

000-00002-00004 |Study 1|RRegion:USA, Canada, 100.00 105.00 8.000 8.000 840.00 840.00
AustraliaMew fealand

000-00002-00005 |Study e e 100.00 105.00 5.000 8.000 840.00 840.00
AnstraliamMew Fealand

ORACLE
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Import Bids Against an RFP

RFPs 1 RFP is selected clear [##| Remember selections across pages  help
Filter

(Shc:w: () AIRFPs () ActiveRFPsOnly @ RFPs matching filter: | My Fiter v | Modify e T

L G G G (S |

Plan Name Scope/Provder Oesc| Number of Bids

I 1979-CL-0422-20150211_FINAL Major CRO

Import a Bid from Excel
1579-CL-Baseline-USA

Select Import Bid to
import the Vendor’s
completed ClearTrial Bid
Grid

ORACLE’
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Import Bids Dialog

Import Bad x
Ise this screen to upload a bid submitted by a wvendor.

~ Vendor Name r

O LAM CRO2

O LAN-Test Sanmintm Select the vendor who's
® Provider with INR Billing Rates completed bid you want
) X¥YE Provider

to import into ClearTrial

- Bid Information
Bid Grid File to Upload: 1979-CL-0422-20150211_Major CRO_v1 xls

Shart Descnption: | Major CRO Provider US Bid v1

{must be between 8 and 40 characters)

CRO Bid Mumber: I q99a 766989

Comments / CRO Information: | Sally Hughes

32-333-9987

Jim Macs

312-333-9333

Fleases enter up to 4000 characters to capture vendor contact information or other comments m —

ORACLE’
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Import Bids Validation - Errors/Warnings Display and
Issues Reporting

Import Bad X
The following issues were encountered when importing the bid.

Seventy Message Sheet Row
SERIOUS Invalid characters in billing rate. The value is treated as if 0 was entered. BidGnid_Centraliz.. 10

lease download the file using the link below.

il ™ cancet ] conime

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

There wers 1 izsues encountered. To

ORACLE’
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Edit RFP Bids

Edit RFP

Details : : : : :
These are the bids that have been imported for this RFP. You can compare these bids to one another and to this RFP.

Labor

Costs

Bids

ORACLE’

[+

XYZ Prowider
LAM-TestProvider

From Edit RFP Bids tab,
ability to update Bid
status value

1 021815 06 g Pending Review
1 0213 f04 FM Pending Review

Copyright © 2015, Oracle and/or its affiliates. All rights reserved. |
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Change Bid Status to Distinguish Bids During Business
Process Stages

These are the bidgEe =Ty Ra T kT il

Choose the status to assign to the selected bid.

Status: | Pending Review v + Update Bid History

W  XYZ Prowder

LAM-TestProy

Proposal - Pending vendor action
Proposzal - Rejected

Proposal - Selected

Proposal - On Hold

_ Proposal - Canceled

Flease specify th Contract - Under Review
Contract - Pending vendor action
TN Confract - Rejected

Contract - Accepted Final
Contract - Complete

Change Order - Under Review
Change Order - Pending vendor action
Change Order - Rejected

Change Order - Lccepted Final
Change Order - Complete

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




New Bids List Screen

CLEAR|TRIAL"

Edit Repot Maintain Admin Help \welcome, Leyla Badakhshanian | Visit Support Center | Logo
" Plans
Studies

Products

Portfolios
“REps | P AlIBids @ Active Bids Only Bids matching filter | My Filter v | Modify Configure List Opfions
Bids '

| | Plan Name Scope Vendor \erson Descrpbon Status Created Dale
J 1979-CL-0422-20150211_Fw g CRO XYZ Provider 1 XYZCRO USW1
O 1979-CL-0422-20150211_FIMAL ~ Majorts

Pending Review 02/18/15 06:56 PM
LAM-TestProvider 1 LAM CROUS w1 Pending Review 021815 07:04 PM

New Bids Option to select from
Edit Menu which redirects you
to the Bids List screen

ORACLE’
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Edit Bids Details

Edit Repot Maintain Admin  Help

\welcome, Leyla Badakhshanian

Wigit Support Center

Loga

Details

Labor

- Bid Information

Wiew or edit the short description, cro number, status, or comments for this bid

Costs

|ssues

Comments:

Short Description: IXYZ CROUSW1

CRO Bid Number: IS‘E&E’-"EEE

Status: | Pending Review

Sally Field

312-332-9983

-~ History

Created By:
Created Date:

Badakhshanian. Levla
21815 6:56 PM

Last Modified By: Badakhshanian, Leyla
Last Modified: 21815703 PM

ORACLE’

Download Imported Bid e ——

Download/regenerate the

imported bid into excel (.xls)
file

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



View/Edit Bids Labor with Option to Include Inflation

Edit Bid

Lkl These are the proposed effort and fees supplied by this vendor ¥ Include Inflation

Labor All monetary values are displayed in US Dollar (USD)

Costs Major Task Uit Hours Uit Cost # Unik= Exi Hours Ext Cost

Issues Project Initiated 288.000 30,240.00 1 2B8.000 3024000 *
Study Setup 112.000 11.760.00 1 112.000 11.760.00
Study Setup Per-Location 80.000 9.200.00 1 80.000 9.200.00
Unigue CRF Page Developed 96.000 10.080.00 2 192.000 20.160.00
Meetings - Kickeff Meeting 32.000 3.360.00 1 32.000 3.360.00
Meetings - Kickeff Meeting for EU 32.000 3.360.00 1 32.000 3.360.00
Meetings - Investigator Meeting 48.000 5.040.00 1 45000 5.040.00
Mestings - Face to Face Mesting 40.000 4.200.00 1 40.000 4.200.00
Meetings - Status Update to Sponsor 8.000 840.00 B1 4538000 51.240.00
Meetings - Intemnal Team Meeting 32.000 3.360.00 61 1.952.000 204.360.00
Site Identified by Vendor 40.000 4.600.00 5 200.000 23.000.00
Pre-study Site Visit (PSSV) 80.000 9.200.00 6 450.000 55.200.00
Site Approved 192.000 29,540.00 5 950.000 148.200.00
Site Initiation \isit 80.000 12.300.00 5 400.000 64.000.00
Sk Msm Sl Trmmlond 1 Ann A zrnonn c an nnn 4 nnn AN

1.874,100.800 271.964.088.M

ORACLE’
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View/Edit Bids Costs

Edit Bid

Dbl These are the proposed pass-through and miscellaneous costs supplied by this vendor

1 All monetary values are displayed in US Dollar (USD)

Costs Mame Total

Issues EDC Hosting 1100 ~
EDC Licensing 2.000
EDC Setup 3.000
Investigator Grants - Grant Payments 1.500
IRB and &Annual Renswal Fees 2,500
Labs - Central Lab 5,000
Mesting - Face to Face Meeting 10.000
Mesting - Investigator Mesting 5,000
Mesting - Kickoff Meeting 800
Mesting - Kickoff Meeting for EU 1.208
Miscellaneous Costs 7.000
Printing (not including CRF Printing) 1.500
Protocol Distributicn 25.000
Shipping (not including study drugftest article shipping) 2.245
Toiok e 69830

ORACLE’
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Edit Bid Issues

Edit Bid

Details

Labor

Costs

Issues

There were no issues encountered when importing this bid.

ORACLE
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New RFP and Bids Comparison Reports

Vendor Bid Comparison Options

Please choose the type of comparison and applicable options

Summary level
comparison available to

Available Compansons

# Major Task and Cost Summary e ——

be able to identify

Detailed Fees and Costs by Location, Task, Resource

discrepancies by function

~ Compare Options

[+ Include RFP in comparison
& Show vanances relative to RFP

Show vanances relative to a selected bid

~ Varnance Analysis
[## Include Variance Analysis
[##| Highlight total cost vaniances above I—‘llj A
[##| Highlight total hours vanances above I—‘llj A

Ability to include RFP in

comparison and use RFP
as the baseline for

comparison to bids

~ Report Format

Select the format for the report.
HTML PCF

& LS (Excel) csv

Select a report format

ORACLE’
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New RFP and Bids Comparison Reports
Detailed Level

Vendor Bid Comparison Options
Detailed level comparison

available to drill down

Please choose the type of comparison and applicable options

- Available Compansons . .
isor Task andl Cost Summary into the functional areas

# Detailed Fees and Costs by Location, Task, Resource s by ta S k' resou rce-|0cati0n

- Compare Options

[ Include RFP in compariscn

[« Highlight inflated billing rate variances above

Show vanances relative to RFP I
# Show variances relative to a selected bid  eyp— L . .
XY Z Provider Ver 1 Ablllty t.o SeIeCt WhICh bld ated: 021815 06:56 PM
LAM-TestProvider Ver 1 4 from bids to use as YOUI  |Jated: 02/18/15 07:04 PM
baseline for comparison
-~ Vanance Analysis | |
[ Include Variance Analysis
[« Highlight total cost vanances above I 75
[+#| Highlight total hours variances above I 10 % User_deflned th resholds
[+ Highlight unit cost variances above I 10 % h|gh||ghted |n Compa rlson
[ Highlight unit hours variances above I 10 % re po I’tS fo rva ria nce
[« Highlight base billing rate variances above I 10 % ana |ysis
I 10

ORACLE’
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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

34, Canada, AustraliaMew

cal Research Associate Study MvZ Provider ~ ealand 100.00 105.00 8.000 240.00 8.000 840.00
RFP USA 166.29 166.29 0.750 124.72 0.750 12472
Another Provider who LAM-TestProvider USA, Canada, Austraia/New 100.00 05.00 5.000 840.00 8.000 240.00

. . . . . Z ealand
is bidding against this : — — — —
RFP vs. XYZ Provider 66.29 61.29 {7.250) (715.28) (7.250) (715.28)
RFP RFP vs. X¥Z Provider variance % 66.29 % 58.37 % -90.625 % 8515 % -90.625 % 8515 %
LAM-TestProvider ve. XYZ Provider 0.00 0.00 0.000 0.00 0.000 D.00
LAM-TestProvider vs. XYZ Provider variance % 0.00 % 0.00 % 0.000 % 0.00 % 0.000 % 0.00 %

oA Am A i I ]y

ior Clinic al Research Associate | Study 1|30vz Provider E';‘ﬂj; anade, Australia/New 100.00 05.00 8.000 840.00 8.000 840.00
RFP USA 213.03 213.03 8.000 170424 8.000 1,704.24
LAM-TestProvider Do Canada, Austialiali=w 100.00 105.00 3.000 840.00 8.000 840.00
RFP vs. XYZ Provider 113.03 108.03 0.000 864.24 0.000 864.24
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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:

Location Keys IEN S G'S Resource Keys

Resource keys are uniquely defined
by ClearTrial and can be found only
in the Bid Grid.

Task codes are uniquely assigned by
ClearTrial and can be found on the
Task Details screen in the Task
Manager.

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

CIearTrlaI region keys:
USA, Canada, Australia/New Zealand NAO1
* Western Europe & Japan WEO2
* Eastern Europe EEO3
* Nordic Countries NC04
* Latin America LAOS
* Asia APO6
* Other 7707
* Middle East MEOS8

ClearTrial country keys:
standard two-digit ISO codes.
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New ClearTrial-defined Cost Mapping Key to Easily Identify
Indirect Costs in RFPs and Bids

Drug Packaging

Definition

- Category Information

Adjustments

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

cost (CT-defined)

Mame: Drug Packaging
Type: | Miscellansous
Include in Payment Schedule

|# Apply inflation over time

= B

Mapping Key: C00003
T Include i nesources by Department/GL Code report

~ MNotes
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New ClearTrial-defined Task Mapping Key to Easily Identify
Tasks in RFPs and Bids

Task Manager
i =Y Study Setup > Coordinate DSMB setup activity
[t~ @8 Project Initiated -
4. 1
J.' Study SEt!Jp Task Details l Task Assignments
[?- 4oy Megotiate central laboratory
- 4 Establish committzes or management st Name:
4. 522 Coordingte DSMB setup actiaty )
CR01 - Clinical Research Associate e e
CR04 - Senior Vice Prezident Clinice

b o o T T T

CRO6 - Project Manager

DS01 - Medical Monitor

ST07 - Junior Biostatistician

ST02 - Senior Biostatistician

5T04 - Director Biostatistics/Diata Mz
[~ %5 Produce and distrbute subject informaty
[}- 48¢ Design study documents

e

[?- 45¢ Review protocol

[}- a7 Develop distribute and collect investigat
[}- %8¢ Wite Investigator Brochure

[}- %ge Edit Investigator Brochure

[?- 4a¢ Perform ICF, diary and protocol translat
[}- t5¢ Design the specific randomization syste
[}- %oy Configure EDC Systemis)

- %oy Configure and Test EDC Transfers

- g Study Setup Per-Location
- g Awintten Protocol

& Protocol Amendment

- g Protocol Amendment per Location
- g% Unigue CRF Page Developed

- @ CRF Book Printed

- g Meetings - Kickoff Meeting

LY [P Pt - Y PR — — o | |

ORACLE’

Description: |Establish the Data Safety Monitoring Board. which requires meeting schedules. report formats for receipt of safety data. etc.

Assignment Group:  Project Initiation

Summary Category: Startup Fees

New, unigue, mapping
key displayed per task
(CT-defined)

Resource Name

CRO1 - Clinical Research Associate
CR04 - Senior Vice President Clinical
CROE - Project Manager

D501 - Medical Monitor

ST07 - Junior Biostatistician

S5T02 - Senior Biostatistician

ST04 - Director Biostatistics/Data Managemeant

Mons
Mone
Mone
Mone
Mone
Mone

MNone

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
CLEAR|TRIAL Administrator role can only be granted to
users with Clinical Administrator role.
Edit Report Mainiain Admin _Help RFP/Bid Reader role can be granted to
Edit User any user role.
Sutils Roles for Kristin Carroll
Roles 7
Primary Role: | Climical Admimistrator v
Additional Roles/Capabilites: [#) Exchange Rates Administrator

[ Resources Administrator
atar

odes Administrator

[+ Reparting Regions
[##| Departmen
[ RFF &dministrator
[ | RFP/Bid Reader
[+ Whs Editor

[ Whs Manager

vl

v
(] Canacoass W5-AFY
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Hardware and Software
Engineered to Work Together
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