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Clinical Modeling and Resource Tracking Performance Blueprint

Introduction

This application brief demonstrates a Web-based planning and reporting process for forecasting clinical trials
recruitment, resource requirements, profitability and cash flows using IBM Cognos® 8 Planning and IBM Cognos
8 Business Intelligence. Key aspects of the operation of the IBM Cognos Clinical Modeling and Resource Tracking
Performance Blueprint model are explained, followed by a section-by-section explanation of function, purpose and
operation.

Managing a portfolio of clinical trials is particularly challenging; the size and complexity of studies continues to
grow while budgets are under ever increasing scrutiny. The Clinical Modeling and Resource Tracking Blueprint
provides a streamlined, best-practice planning, forecasting, analysis and reporting tool for clinical trial forecasting
of recruitment, enrollment, resource requirements, and profitability and cash flows. The Blueprint can be used to
track income, costs and cash flows by clinical trial or geographical area and to manage staff resources by
individual clinic

IBM Cognos Performance Blueprints are pre-defined data, process and policy software models developed in
partnership with IBM Cognos customers and partners. Utilizing the IBM Cognos 8 suite of performance
management products, Blueprints provide out-of-the-box functionality including dashboards, analytical reports and
a preconfigured data model to facilitate rapid time-to-value. Customers benefit from proven practices in model
design that greatly reduce investment in implementation time and resources. Customers utilizing the Blueprint can
focus on applying the technology to solve business problems, rather than on fundamental process analysis and
technical design.

Blueprint Objectives

The Clinical Modeling and Resource Tracking Blueprint, together with IBM Cognos performance management
software, provides a reliable, consistent modeling tool that helps organizations run their clinical trial studies more
efficiently. The Blueprint uses drivers and study timelines to efficiently predict study income, costs and resource
requirements over the life of a study. The Blueprint includes functionality to:

Update patient numbers and see immediate impact on study profitability.
Allocate patients to countries and specific sites within each country.

. Allow for flexibility in updating and evaluating the profitability of using various recruiting methods.
Enter individual visit start dates to drive accurate profitability and resource requirement projections across the
study timeline.

. Enter staff time requirements by visit to calculate very detailed and accurate forecasts of resource
requirements by site.

. Evaluate resource requirements at the position and clinic level by month to ensure that the right mix of staff is
in place to avoid potential bottlenecks.

This application brief describes the functionality and processes built into the Clinical Modeling and Resource
Tracking Blueprint. Although the Blueprint was designed to meet the needs of most CROs and sponsor
organizations, this model can easily be configured to support alternative and specific requirements to
accommodate planning in any organization.



Clinical Modeling and Resource Tracking Dashboard

The Blueprint includes a comprehensive collection of pre-defined dashboards and analytical charts. The following
chart shows an overview of Cumulative Gross Profit, Income and Cash Advances for the year to date. Links to
additional reports are available on the left side of the dashboard to enable the user to delve deeper into the
forecast detail.
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The next chart is a view of the “recruitment funnel” for a particular study, showing the number of patients at each
stage and highlighting the cumulative enrollment performance to date for Actuals vs. Budget and Forecast. This
report can be used to analyze whether actual recruitment is on target with the budget and the latest forecast and
enables the organization to drill into the detail and react quickly if necessary to adjust recruitment for the
remainder of the year.
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Another critical aspect of the Blueprint is the ability to run “what-if” scenarios, changing key assumptions and
dates to determine a range of likely outcomes. The following chart displays the patient enrollment for a range of
scenarios. Once updates are made to any of the scenarios, the updated forecasts are immediately available for
review using IBM Cognos enterprise-class reporting capabilities.
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For CROs, the Blueprint is equipped with study-level Income and Expense Statement and Cashflow reporting.

E keepthisversion = | P o ok -i ~ Faddt
I EEEE———————————————S————EE—————————.

INCOME
Miscellaneous Income 295,254 306,999 404,625 447,684
Prescreen Income 15,316 93,588 175,414 135,287 75,607 24,744
Screen Income 50,378 420,952 1,179,947 1,941,514 1,398,785 751,500
Rand Income: 8,232 77,845 162,580
Set Up Fee Income 576,836 431,915 432,157 360,000
Project Management Income 225,157 599,834 831,069
Total Direct Income: 65,692 514,540 2,227,451 3,049,105 2,988,853 2,587,576
Prescreen Patient Travel Income [
Sereen Patient Travel Income 62,416 31,225
Run in Patient Travel Income &
Rand Patient Travel Income 2,760 14,964 31,967
Prescreen Procedure Income [
Screen Procedure Income &
Run in Procedure Income [
Rand Procedure Income &
GP 5DV's Income 47,186 95,762 80,531
Advertising Income 363,735 3,796,348 9,103,150 15,542,815 9,251,785 3,330,387
Total Pass Through Income 363,735 3,796,348 9,103,150 15,655,215 9,393,736 3,442,885
Total Income 429,438 4,310,888 11,330,601 18,704,320 12,382,589 6,030,461

Resource staffing requirement charts are available by either study or resource type. Any months where the
forecast exceeds capacity will be highlighted to alert the user to consider either reallocating or adding resources
or adjusting the forecast to alleviate some of the resource demands for that period.

{EL Keep this version ~ | P 5 - ~ [ add this report + E

Orlando
Beginning Forecast Month: (SiTEL] -

Total Jul-2009 Aug-2009 Jan-2010 Feb-2010 Mar-2010
Forecast Capacty Forecast  Capadty Forecast Capacty Forecast | Capadty Forecast Capacty Forecast | Capadty Forecast Capacty Forecast | Capadty Forecast Capadty Forecast | Capadty Fore
CC10004 - 0.0 3.2 0.0 5.5 7.2 17.2 83.1 0.0 0.0 0.0 8.2 8.2 40.4 40.4 24.5 0.0 0.0 10.2 48.4 43.4 7

114 Study -
Ph III

CC10004 - 3.2 0.0 0.0 0.0 76 0.0 221 221 0.0 0.0 0.0 7.3 13.7 13.7 0.0 13.3 9.3 9.3 0.0 0.0
115 Study -

Phab

CC10004 - 0.0 22,4 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 4.7 0.0 0.0 0.0 0.0 0.0 0.0 73.1
283 Study -

APhase

1IL Open-

Label,

Extension

Study

Transfusion

Dependent

PH

Dia AML- 0.0 0.0 0.0 0.0 0.0 0.0 0.0 22,1 0.0 0.0 7.3 7.3 0.0 13.7 13.3 0.0 9.3 9.3 217 0.0
003 Study

Dia AML- 0.0 3.2 0.0 0.0 0.0 0.0 0.0 0.0 0.0 16.4 0.0 0.0 0.0 13.7 13.3 0.0 0.0 9.3 0.0 0.0
004 Study

Diamide 0.0 0.0 5.5 0.0 16.4 16.4 0.0 0.0 112.1 112.1 48.9 48.9 77.2 772 0.0 76.8 38.0 33.0 85.1 85.1
AML-003
Dizmide 32 3.2 5.5 0.0 7.6 7.6 221 221 16.4 0.0 73 0.0 13.7 13.7 0.0 0.0 0.0 0.0 0.0 0.0
AML-010

Relaxamid 3.2 3.2 0.0 0.0 7.6 0.0 221 22,1 0.0 16.4 0.0 0.0 13.7 0.0 13.3 13.3 9.3 0.0 217 0.0 4
Study MHL

102

Relaxamid 0.0 0.0 0.0 0.0 141 14.1 2.6 8.6 0.0 229 13.8 0.0 0.0 0.0 0.0 0.0 15.8 15.8 0.0 0.0 21
Study MHL

103

Staff 8.9 8.9 49.8 0.0 0.0 0.0 0.0 211.2 162.3 162.3 0.0 0.0 0.0 130.8 0.0 106.6 0.0 0.8 0.0 0.0 38
Capacities




Another report enables the user to compare resource hours to the number of visits over time.
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Planning Model Overview

The Clinical Modeling and Resource Tracking Blueprint forecasting model consists of 32 d-cubes and 104 d-links.
Several assumption and calculation d-cubes are hidden from the users resulting in the Contributor view showing
28 different d-cubes or tabs. Five forecast versions are available throughout the model and they are Contracted,
Budget, Forecast, Revised Plan, and Scenario 1. The majority of the forecast is collected by country, with the
country data being broken down further by clinic for the recruitment and enrollment calculations and the resource
requirement calculations.



The following diagram of the forecast model shows the cubes in the model and the general data flow for the
cubes. Due to the volume of links in the model (104 total), the individual links are not depicted in the diagram.
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As planners are updating the clinical trial forecasts, managers and executives need real-time visibility to the
workflow status of that information.

In this Blueprint, individual forecasts are entered for each clinical trial. Clinical Trials then roll up to product groups
and a total clinical view. Reviewers can view the consolidated results of the clinical trials and the effect of those
trials on overall profitability, cash flows and resource requirements. These reviewers can see the workflow status
of each clinical trial that is their responsibility and they can also be co-owners of that information, which enables
them to make edits, if required. All workflow status changes, data consolidations and aggregations occur in real-
time as the information is saved by the end user, making frequent planning iterations possible.

Before data is entered, the state of the plan is designated as Not Started. Once a plan is saved, the state
becomes Work In Progress and remains accessible for further editing. When an item is submitted, the plan is
Locked and no more changes can be made. The Locked state indicates that the plan is ready for review. A
reviewer can review the plan in any state, but can only reject a Locked plan item. When a Locked plan is rejected,
it returns to a state of Work In Progress, making it editable once again for the owner of that plan.



The following example shows the workflow from the perspective of the final reviewer of Total Clinical data. This
individual has review views of Total Clinical, Hematology, and Oncology and is able to view detail down to the

lowest (clinical trial) level of the hierarchy. This individual is also the owner of Staff Capacities and is responsible
for its input.

Contributor Haley Roberts Logoff | ff v 1 Launch v 9 =
EEI Contributions
: b o Staff Caparities You are a reviewer for:
E-C] Reviews Name State Ownership | Reviewer Last Data Change
=D Total Clinical CC10004 - PDE4/THF-alphs  [24] 0 Incormplete W Ernail Al % Mike Smith % 11:24:35 PM - Tuesday, June 23,2009 W
'] I
=~ Hematology
- D CC10004 - PDE4{TMF-alpha which is made up of:
Sod CC10004 - 114 Study - Ph III o - T
@ CC10004 - 115 Study - Phzb Mame State Dwnership Reviewer I:sz:[;za::lf! ange
LD CC10004 - 283 Study - A Pha :CldDDD‘t - 114 Study - Ph IIT Double Blind - d ;\l'ork In - SCobntr!ltJutor - é\ﬂik.teh - Tulesdlay, Jnezm, W
5D oncology an ragrass ubmi i 2009
El- D) Acute Myelogenous Leukemia (Al . Contributar Mike 11:13:05 PM -
O Damide. £C10004 - 115 Study - Ph2b & Locked w Sone v is - ;’;Uegsday, Jure23, W
) D Diarnide AML CC10004 - 283 Study - A Phase III, Open- . 11:12:30 PM -
‘O Dia AML-003 Stud ; ; Mike
£ Label, Extension Study Transfusion Dependent (2] O Mot Started "W MNone v Smith W Tuesday, June 23, v
- Dia AML-004 Study ENH 2009
Diaride Anermia
- Diamide AML-009
E|O Relazxamid Mon Hodgkin's Lymphao Workflow information for CC10004 - PDE4,/TNF-alpha: -~
(0 Relaxamid Study NHL 102
o StFFC)c Rela:amld Skudy MHL 103 Current state: D Incomplate.
D da apackies Sorne iterns that rmake up this e.List itern are not started, More...
[#- 0 Diamidz
Time of last state change: 11:15:22 PM - Sunday, April 19, 2009
User who last changed state: Contributor Submit
Viewed: no
Reviewed: no
Documnent Attached: no
Size limit: 1 MBs
N [— b
|2:| l} Local intranet

Study Summary

The Study Summary tab is used to collect high level data about each forecast version. Required inputs on this tab
include Version Number; the Date of the Latest Forecast; and Dates for Start PreScreens, Start Screens, Start
Run ins, Start Recruitment and Stop Recruitment. Other inputs include Length of Recruitment, Study Duration,
Total Number of Patients Needed and Total Number of Sites Needed.

Several calculations needed to feed later tabs are hidden from the users on this screen using Access Tables in
Contributor. The dates collected for this tab are used to drive calculations that allocate income and costs for the
appropriate months on the Summary Forecast tab. The Patient and Site numbers are fed into the Recruitment
Funnel tab where the user can then allocate patients and sites across countries.



JE [ﬂ Study Summary | @ Recruitment Strategy La Recruitment Funnel @ Recruitment Budget @ Patient Counts L@ Setup Costs @ Setup Fees
Rows: Columns: Context: .
._ I .E ‘ E1CCIUUD4 - 114 Study —_gﬁf;ﬂHI Double Blind - Rand| |
E | Contracted Budget Forecast Revised Plan ~ Scenario 1
PO |
Date of Latest Forecast 01-01-2009  01-01-2009  01-01-2009 |01-01-2009 @ 01-01-2009
Start Pre Screens 15-07-2009 | 15-07-2009 | 15-07-2009 | 15-07-2009 | 15-07-2009
Start Screens 31-07-2009 31-07-2009 31-07-2009 31-07-2009 31-07-2009
Start Run ins 15-08-2009 | 15-08-2009 | 15-08-2009 | 15-08-2009 | 15-08-2009
Start Recruitment 01-09-2009  01-09-2008 | 01-08-2009 | 01-09-2009 | 01-09-2009
Stop Recruitment 16-10-2009 16-10-200% 16-10-2009 16-10-2009 16-10-2009
Length of Recruitment 1.50 1.50 1.50 1.50 1.50
Length of Recruitment {Days) 45 45 45 45 45
Study Duration (Months) 12,00 12.00 12,00 14.00 12.00
Estimated Study End Date 11-10-2010 11-10-2010 11-10-2010 10-12-2010 11-10-2010
Total Study Length (Weeks) 57.86 57.86 57.86 66.43 57.86
Total Mumber of Patients Needed 100 100 120 100 100
Total Mumber of Sites Needed 4 “% 9 % 4
Year Start (hidden)

Year Start is a hidden tab that is used to capture the starting date for each year. This tab is needed in order to
appropriately pull the correct year's staff rates into Visits Staff Requirements. The calculations in Visits Staff
Requirements compare each visit's Visit Begin Date to the Year Start field to determine which year’s staff rates
will be used to calculate income and costs for each visit.



Recruitment Strategy

The Recruitment Strategy tab enables the user to input data about the various recruiting costs. Total Projected
Cost for each line item is calculated as (Cost/Units Covered by Cost) * Planned Units. Any items that are collected
or calculated elsewhere in the model are linked in and are displayed in read-only or grayed out cells.

Study Summary E Recruitment Strategy | Recruitment Funnel E Recruitment Budget @ Patient Counts Setup Costs L@ Setup Fees

Rows: Columns: Context:

[Recruitment Costs Type]

F

+| [lCC10004 - 114 Study - Ph 11T Double Blind -

[Recruitment Costs Calc] | HB [Elist]

E | Units covered by Cost Planned Units Total Projected Cost
Fulfilment (Database Mailshots) 320.00 1,000 1,953 625.00

Paper (Database Mailshots) 110,00 2,000 1853 107.42
Envelopes (Database Mailshots) 14.35 1,000 1,953 28.03
Postage {Database Mailshots) 0.34 1 1,953 664.06
Total Database Mailshots - Per Site 1,424.51
GF Stafftime {cost and letters per hour) 13.16 50 1,302 342.71
Paper (GP Mailshots) 2.00 500 1,302 5.21
Envelopes (GP Mailshots) 15.00 1,000 1,302 19.53
Postage (GP Mailshots) 0.31 I 1,302 403.65
Total GP Mailshots - Per Site 771.09
Telescreener - Call Center 290.77 30 130 1,262.02
Telescreener - Admin 64.62 50 0.00
Fulfilment Charges 1.00 1 65 65.10
Total Telescreening - Per Site 1,327.12
Responses gl 0.00
Doctor 181.73 0.00
Senior Nurse 100.98 0.00
MNurse 88.85 0.00
Administration 64.62 0.00
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Recruitment Funnel

The Recruitment Funnel tab is used to allocate Patients, Sites and Recruitment over different countries. The
Recruitment Funnel also enables the creation of a subset (for example, a group of patients starting the trial at a
later date) and will calculate recruitment requirements in total and for the subset, if used.

2 Clinical Trials - MART | Contributions | €C10004 - 114 Study - Ph III Double Blind - Rand - Contributor g I =] 9

File Edit View Workflow Actions Help

18 | Hs |y2@3r-BEQ- - | 3% | 0@ |?

H study summary | [ Recruitment Sirategy : EH Recruitment Funnel | [ Recruitment Budget Patient Counts | Setup Costs FE Setup Fees ] visits Setup ?1 -0
Rows: Columns: Context: - .
- [Recruitment Funnel] | | ; ‘ ;’1&:10004 - 114 Study E;E&II Double Blind -Rand || %::Cc;cg:_;ﬁd |
:
Countries JEET'Y us France Germany
Total Number of Sites Needed 4
MNumber of Patients 100 25 50 25 0
Number of Sites 4 1 2 1 0
Humber of patients at each site 75 25 25 25 0
Run-in success rate % B0% 80% 80% 80% 80%
Number to Run-in (per site) 94 31 31 31 1]
Number to Run-in (total) 125 31 63 31 o
Screening success rate % B0% 80% 80% 80% 0%
Humber to Screen (per site) 117 39 39 39 0
Number to Screen (total) 156 39 78 39 0
Pre Screen success rate % 60% 60% 60% 60% 60% T
Humber to Pre-Screen (per site) 195 65 65 65 0
Number to Pre-Screen (total) 260 65 130 65 1]
Telescreen success rate % 50% 50% 50% 50% 0%
Humber to Telescreen (per site) 391 130 130 130 0
Number to Telescreen (total) 521 130 260 130 o
Responses success rate % 25% 25% 25% 25% 25%
Number of Responses (per site) 1,563 521 521 521 o
Number of Responses (total) 2,083 521 1,042 521 0
Database Mailshots 30.0% 30.0% 30.0%  30.0% 0.0%
i’l Mailshots 25.0% 25.0% 25.0% 25.0% 0.0% _ILI
A »

| Current Owner: rvanlier
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Recruitment Budget

The Recruitment Budget tab summarizes the previously entered Recruiting Costs. It is also where the user can
enter Recruiting Income, which is intended to be entered into the Total cell for Income per Site Input, enabling it to
appear to break back equally against recruiting methods. In reality, calculations in the cube automatically run to
allocate the recruiting income proportionately to match the allocation of the recruiting costs. The results can be
seen in the Income per Site field.

.,;j Study Summary L:g Recruitment Strategy .,,:;:i Recruitment Funnel | L;] Recruitment Budget | EE Patient Counts L_s_a Setup Costs Q Setup Fees )2)2 ]

Rows: IColumns: ICor text: .
{Recritment Budgeﬂl | 5 | ffec10004 - 1145ty : EE:]HI Double Blind -Rand| | § C";UES.E‘E.?" o :CDthft“ o

h of Recruitment E4d Campaigns Cost per Campaign Mumber of Sites Income per Site Input Income per Site Cost per Site Total Income Total CnsLI
_ 1en 3 1 160,000 160,000 10,673 160,000  10,67%
Press Advertising 1 1,000 E 20,000 14,991 1,000 14,991 1,000
Radio Advertising 1.5 2 3,000 I 20,000 89,949 6,000 89,949 6,000
Database Mailshots 135 1 20,000 21,356 1,425 21,356 1,42f
GP Mailshots 1.5 2 20,000 11,560 77l 11,560 771
Telescreening L5 1 20,000 19,896 1,327 19,896 1,323
Responses 1.5 b 20,000 1] 1] 0 {
Other 1.5 1 20,000 o (1] 0 i
Call Centre Service Charge L5 I 20,000 2,249 150 2,249 150
Staff Rates (hidden)

The Staff Rates cube holds Cost and Charge out rates for each type of staff by year. This data is used to calculate
cost and income for visits, setup and meetings based how much time each type of staff will spend on activities.
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Patient Counts
The Patient Counts cube calculates patient counts by country based on data in the Recruitment Funnel tab.

tHH study Summary [BH Recruitment Strategy HH Recruitment Funnel tHH Recruitment Budget | fH patient Counts | HH Setup Costs HH 5
Rows: Columns: Context: ;
| patient counts) r [Country] ] f{oc10004 - 114 Stucy -Ph " Double Blind - Rand .,%
i
UK us France Germany
5 w3 o
Total to Runin 125 31 63 31 0
Total to Screen 156 32 73 39 0
Total to Pre Screen 260 65 130 65 0
Total to Telescreen 521 130 260 130 0
Total Responses 2,083 521 1,042 521 0
Subset Patients o 0 i 0 0
Subzet to Run in o 0 0 0 0
Subset to Screen o 0 ] ] 0
Subset to Pre Screen o 0 0 0 0
Subset to Telescreen o 0 ] ] 0
Subszet Responses 0 0 ] 0 0
Total less Subset Patients 100 25 50 25 [i]
Total less Subset to Run in 125 31 63 31 0
Total less Subset to Screen 156 39 78 39 0
Total less Subset to Pre Screen 260 65 130 65 0
Total less Subset to Telescreen 521 130 260 130 /]
Total less Subset Responses 2,083 521 1,042 521 1]
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Setup Costs

The number of minutes per site that each type of staff spends on the different setup activities is collected on the
Setup Costs tab. The cost per site is calculated based on the minutes input.

@ Study Summary E@ Recruitment Strategy @ Recruitment Funinel @ Recruitment Budget E@ Patient Counts | @ Setup Costs | E@ Setup Fees
Rows: Columns: Cophext:
i fo: F potred J i\-lﬁ:mom 114 Study —__é’l_r;ﬂm Double Blind - Randlv
. I i
Ethics  Recruitment Planning Internal Training Prestudy Visits Initiations Protocol Review Jobsheet Telescreen GP Informati
90 195 210 90 1,200 725 105 60
Research Physidan 340 0 1] 30 1] 130 120 1] 0
Site Director 540 30 45 30 a0 120 120 15 30
Senior Murse 330 1} 0] 30 1] 120 120 a0 1}
Research Murse 440 1} 1] 30 a 240 120 a 1}
Clinical Trials Technician 150 i} 0 30 0 120 i} i} i
MNumber of minutes per site Data Coordinator 430 i} i} 30 1] 180 120 1] i}
Administrator 270 1} 0 30 0 240 0 o] V]
Project Manager 605 a0 a0 i} 1] a &0 30 30
Projects Director 180 a 15 a o] 1] 45 0 0
Medical Director 40 a 15 a 0 0 0 a 0
Head of Administration 45 a 45 0 0 0 1} 0 a
Operations Director 45 a 15 a o] 0 0 0 1]
—I Total 947 25 65 52 37 283 214 28 20
Research Physidan 139 0 o 12 0 74 49 0 1]
Site Directar 221 12 18 12 37 49 49 6 12 o
Senior Murse 75 1] o 7 0 27 27 14 0
s Research Murse 88 0 o 6 0 48 24 0 o
Clinical Trials Technician 24 o o 5 o : L] o 0 0
Data Coordinator 73 1] o 5 o 31 21 L] 1]
| Administrator 39 0 ] 4 0 35 0 0 0 _|LI
4 3

| Current Owner: rvanlier

Setup Fees

Income per Site is input by version and country on the Setup Fees tab and combined with the Cost per Site that
was collected and calculated on the previous tab to generate the Setup Margin calculations.

@ Study Summary [@ Recruitment Strategy @ Recruitment Funnel @ Recruitment Budget [@ Patient Counts

Rows: Columns:

] [Per Site Margin Calc] | | [Setup Fees]

m— e Sty Achibes Sies| =

[l setup Costs |1 BB setup Fees | [ Visits Setup =l
Context: o §

| _-'15:10004-1145mdy-|3h 11 Double BIind—Randlv: ¢lContracted| | §
i i) | © 1

| [Version] | |

Income per Site 2,000
Cost per Site 947
Income 2,000
Costs 947
Margin 1,053
Margin % 52.7%
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Visits Setup

In the Visits Setup tab, a user can enter information about up to 25 different visits. Inputs include a Visit
Description, Day of Visit, Visit Type, Select Number of Patients, % of Patients and Patient # Override. The Day of
Visit Selected is used to calculate the start and end date for that particular visit and to allocate income and costs
to the corresponding months later in the model. The Visit Type is used to consolidate by visit type on the P&L and
Cash Flow tab. The remaining fields enable the selection of the appropriate number of patients attending each
visit. A selection can be made from the Select Number of Patients drop down, thus pulling in the patient number
corresponding to that selection from the Patient Counts tab. Patient counts can be further customized using the %
of Patients field and the Patient # Override field.

L:x‘] Recruitment Funnel :‘23 Recruitment Budget L;E Patient Counts L:,’] Setup Costs ..:Q SetupFees | @ Visits Setup ..;:1 Visits Staff Regquirements );2 |
Rows: IColumns: Context: .

: [Generic Numbers 1-25] | | El[‘v’isiis Input and Patient Calc] | | ;l?cmom - 114 5tudy _;E_,%H Double Blind -Rand| 5| 2 CD:UE—S;E?E' v :COL_‘Iﬁnri_V
ﬂ Day of Visit (from Recruitment Start Date)  VisitType  Start Recruitment Visit Begin Date Visit Duration (Days) Select Number of Patients Selected # of Patients % of 22
v 1125 354

1 VisitPreScreen (14) | Pre Screen 01-03-2009 18-08-2009 45 Total to Pre Screen 65

2 WVisit1 0 Screen 01-08-2009 01-09-2009 45 Total to Screen 39

3 WVisit2 90  Randomization ~01-09-2009 30-11-200% 45 Total Patients 25

& Visit3 180 | Randomization 01-09-2009 28-02-2010 45 Total Patients P

95 Visit4 225 | Randomization 01-09-2009 14-04-2010 45 Total Patients 25

5 Visits 270 | Randomization 01-09-2009 29-05-2010 45 Total Patients 25

7 Visitd 365 Randomization 01-09-2009 01-09-2010 45 Total Patients 25

8 Visit7 455 Randomization 01-09-2009 30-11-2010 45 Total Patients 25

L) Visitd 545 Randomization 01-09-2009 28-02-2011 45 Total Patients 25

10 | Visit9 590  Randomization 01-09-2009 14-04-2011 45 Total Patients 25

11 | Visit10 635 | Randomization 01-09-2009 29-05-2011 45 Total Patients 25

12 | Misitll 730 | Randomization 01-09-2009 01-09-2011 45 Total Patients 2

13 1] 01-08-2009 01-09-2009 45 0

14 1] 01-09-2009 01-09-2009 45 i}

15 o] 01-09-2009 01-09-2009 45 0

18 o] 01-09-2009 01-09-2009 45 a

17 o] 01-09-2009 01-09-2009 45 a

18 o] 01-09-2009 01-09-2009 45 1] b

19 o] 01-09-2009 01-09-200% 45 0

20 0 01-08-200% 01-09-200% 45 1]

21 o] 01-09-2009 01-09-2009 45 1]

-
J” . . | . _>lJ
| Piermmt Psimmes evimenline
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Visits Staff Requirements

The Visits Staff Requirements tab is used to enter the number of minutes each staff type is expected to spend on
each visit. In the view below, the visits are set up as the columns with the Visit Description and the Day of Visit
showing up as the first two rows on the tab. When the user enters the number of minutes required from each staff
type for each visit, the Staff Costs and Staff’ Income calculate below for each visit.

1

6

] Recruitment Budget [ patient Counts i Setup Costs EEE| Setup Fees 8] visits 52 tup | [ visits Staff Requirements | e Investigator Fee Income ); ]
Rows: : Columns: Context: e~ i o
E ¥ [Staff Positions] | E. | §:|a310004 - 114 Study —;I;JII Double Blind -Rand |y ¢ C?Ug;gﬁd = , ;Q:E.Ewyv.
- .

2 3 = 5 6 7 8 9 10 11 1

[EoE [ | veitpreSoeen vistl  Vsit2 Vst Visith  VistS  Visits  Vst7  Vist8  Visit9 Vsl Vst
Day of Visit (from Recruitment Start Date)|  Research Physican = 4,071 65)] i} S0 180 225 270 365 455 545 590 635
= Total 1,075 60 155 40 125 125 125 40 135 45 70 B5
Research Physician 160 30 30 i} 20 20 20 1] 30 1} i} 0
Time (Mins.) Research Murse 305 o =] 10 40 40 40 10 40 15 20 10
Data Coordinator 400 20 40 20 40 40 40 20 40 20 40 40
Administrator 210 10 25 10 25 25 25 10 25 10 10 25
= Total 226 17 35 7 27 27 27 7 31 8 12 17
Research Physician 65 12 12 0 8 B 8 0 12 0 0 4
Staff Costs Research Murse 61 12 2 8 2 B8 3 4 2
Data Coordinator 69 7 3 7 7 3 7 3 7 7
Administrator 31 4 1 4 4 1 4 1 1 4
= Total 353 24 53 12 42 42 42 12 47 13 21 27
Research Physician 84 16 16 1] 11 11 11 0 16 1] 0 5
Staff Income Research Murse a7 19 3 13 13 13 3 13 5 6 3
Data Coordinator 116 12 6 12 iz 12 6 12 6 12 i2
Administrator 55 7 3 7 7 7 3 7 3 3 7




Investigator Fee Income

The Investigator Fee Income tab combines the number of visits (entered on the Visits Setup tab) with the income
and cost per visit data (calculated on the Visits Staff Requirements tab) to calculate income and cost per visit. The
user can override or adjust the Income per Visit, if desired.

E Patient Counts E Setup Costs E Setup Fees @ Visits Setup liE Visits Staff Reguirements E Investigator Fee Income @ Call Centre E Pass Throughs )2)1 — =
Rows: Columns: Context: ) . .
E | E' | -E:.lEcmom— 114 Study : ;@;ﬂm Double Blind - Rand| . E'_Co:ciel':;ﬁ]ad-vi o I
Iﬂ Mumber of Visits Income per Visit Adjustment Adjusted Income per Visit Cost per Visit Total Income Total Costs Total Margin Margin %o ;I
|:| 329 353.33 0.00 353.33 226.21 9,945 6,403 3,542 443.9%
1 VisitPreScreen 40 24.29 0.00 24.29 17.19 971 688 284 29.2%
2 Visitl 39 53.17 0.00 53.17 34.84 2,077 1,361 716 34.5%
3 Visit2 25 11.64 0.00 11.64 6.91 291 173 118 40.6%
4 Visit3 25 41,52 0.00 41.52 26.74 1,038 669 370 35.6%
5 Visit4 25 415 0.00 41.52 26.74 1,038 669 370 35.6%
] Visits 25 431,52 0.00 41.52 26.74 1,038 669 370 35.6%
7 Visitd 25 11.64 0.00 11.64 6.91 291 173 118 40.6%
8 Visit7 23 45.80 0.00 46.80 30.83 1,170 771 399 34.1%
5 Visitd 25 13.23 0.00 13.23 7.91 331 198 133 40.2%
10 | Visit9 25 20.85 0.00 20.65 12.37 516 309 207 40.1%
11 | Visit10 25 26,70 0.00 26.70 16.65 667 416 251 37.7%
12 | Visit1l 25 20,65 0.00 20.65 12.37 516 309 207 40.1%

Call Centre

The Call Centre tab calculates call center income and cost by seven different call center activities. The user can
enter either a number of calls or number of centers and the associated costs and income per each call or center.

[ patient Counts i Setup Costs Setup Fees [ visits Setup [ visits Staff Requirements A Investigator Fee Income |} EH call centre | FH pass Throughs )2)1 N
Rows: Columns: Context: S o
5 | ; | E;IEcmoot&- 1145tudy -7 I Double i —Rand|v= Cocg:g'iﬁdv { K v
Iﬁ Income per Call/Centre Cost per Call/Centre Total Income Total Cost ;I
o cacern= | 362500 291075
Protocol Calls 50 1.00 0.75 50.00 37.50
Attempted Protocol Calls 25 1.00 0.75 25.00 18.75
Telescreen 500 1.00 0.75 500.00 375.00
Appointment Confirmation 500 1.00 0.75 500.00 375.00
DMA Calls 50 1.00 0.75 50.00 37.50
Retention Calls 100 1.00 0.75 100.00 75.00
Call Centre Set-up 1 2,400.00 2,000.00 2,400.00 2,000.00
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Pass Throughs

In the Pass Throughs tab, the user can enter pass throughs for Patient Expenses, Patient Payments or GP SDVs
for any visits. A percentage of total patients attending a visit can be selected or 100% can be input to apply the
pass through to all patients. Income per Visit and Cost per Visit are inputs for each visit.

T
i Setup Costs Setup Fees P Visits Setup [ Visits Staff Requirements Investigator Fee Income fH call centre | [ Pass Throughs i Archiving )2)1 o []
Rows: Columns: Context: . i

:‘: | .E | ;lﬁ:mnoq - 114 Study —;I;'JIII Double Blind - Rand| | E'-:Cc?cgzgﬁd-v; ‘ :Couhfmr];v' >1>
Iﬂ Mumber of Patients this Visit 3 of Patients Number of Patients Income per Visit Costs per Visit Total Income Total Costs Margin Margin % :I
|:| 329 200% 64 150 140 5,156 4906 250 20%

i VisitPreScreen 40 0% 0 1] a o 0 L] 0%

2 Visitl 39 100%: 39 100 100 3,906 3,906 o 0%

3 Visit2 25 0% 0 a a 0 [} o 0%

C Wisit3 25 0% 0 a a 0 L] L] 0%

5 Visit4 25 0% 0 0 1] 0 o 0%

] WVisitS 25 0% 1] 1] a 0 0 o 0%

7 Visits i 100% 25 50 40 1,250 1,000 250 20%

3 Visit? 25 0% 0 1] 1] 0 1] o 0%

L Wisitd 25 0% 0 1] a o 0 L] 0%

10 Wisitd 25 0% 0 a a 0 o L] 0%

11 | Visit10 25 0% 0 1] 1] 0 0 o 0%

12 | Visit1l 25 0% 0 1] 1] 0 o o 0%

Archiving

The Archiving tab enables a user to calculate Archiving Income and Cost either by patient or by site. If ECRF is
set to Yes, the calculation is by site, if ECRF is set to No, the calculations are by patient. The user enters an
Income by patient or site and Costs per patient or site are automatically set to equal the Income by patient or Site.

L@ Setup Fees

Visits Setup

@ Eﬂ Visits Staff Requirements

@ Investigator Fee Income

Call Centre

[ Pass Throughs  |:F# Archiving | [ Project Management >z)1 ]

Rows:

il [Archiving Calc] |

# of sites
ECRF

Income per patient/site

Total Income
Total Costs
Margin
Margin %

Costs per patient/site

Columns:

| [ Total Countries

# of patients at each site
4

400

10,000
10,000

-

# [Country]

(o

100

2 885

us
25

5]

§=§'§§§

France Germany

25 0
1 0

100 100
100 100
2,500 0
2,500 0
0 0
0% 0%
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Project Management

The Project Management tab is where Project Management costs and income are calculated. There is a flag to
set Project Management to chargeable. Until this field is set to Yes, the project management income and costs do
not roll forward into any of the Summary tabs or the P&L. Inputs required are the Months (enter the number of
months the project manager is needed on the study) and FTE Days/Week (the number of days/week utilization
during the time the Project Manager is being utilized for the Study). Staff salaries and charge out rates link in from
the hidden Staff Rates cube for the year recruitment started for the study.

== ;
._3 Visits Staff Requirements ._.-ﬂ Investigator Fee Income LE Call Centre Lj Pasz Throughs |__;Jj Archiving L;j Project Management @ Procedures |__,§ Reporting )2)1 — =
Rows: Columns: Context: § o
, | : | ila:l[)U[M— 114 Study _I'E)I';(}H Double Blind - Rand v. i Cc?cie:r:;ﬁd =) E::C,QL_JQ_—‘.-]:'_
;I
Set-up phase Recruitment Study Duration Close out
Chargeable l:l Yes Yes Yes Yes
Months 16.5 2.0 1.5 12.0 1.0
Weeks 66.0 B.0 6.0 48.0 4.0
FTE days/Week 5.0 3.0 2.0 2.0 2.0
Total Days 140 24 12 96 8
Income per Day 174 174 174 174
Costs per Day i b | 3 b § 121 121
Total Income 24,311 4,168 2,084 16,670 1,389
Total Costs 16,962 2,908 1,454 11,631 969
Margin 7,349 1,260 630 5,040 420
Margin % 121% 30% 30% 30% 30%
Procedures

Up to 10 different procedures can be entered against each study on the Procedures tab. Each procedure is
entered against the visit (columns in the example below) that the procedure relates to. Required inputs include
Procedure Description (which allows selection from a drop down list of procedure types), Number of Procedures,
Cost per Procedure and Charge Out per Procedure.
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[ visits Staff Requirements i Investigator Fee Income Call Centre FH pass Throughs Archiving FEH Project Management | FH procedures | F Reporting )2)1 2|

Rows: Columns: Context: )

£][Generic Numbers 1-10] | i [Procedures Cald] | E | Ela:10004 U _Shﬁ{H Double Blind -Randf | & Co:cg:;ﬁd 'V. E. :COL‘_‘!:@{] -
H = Total ;I
—T 1 2 3 4 5 3 7 8 9 10 11 12 13 14

Visit Description VisitPreScreen Visitl Visit2 WVisit3 Visit4 Visits Visits Visit? Visitd Visitd Visitld  Visitll

Day of Visit (19 0 a0 130 225 270 365 455 545 590 635 730 0 i}
Number of Patients 329 40 39 25 25 25 25 25 25 25 25 25 25 0 0
Procedure Description i

Number of Procedures 25 0 0 0 0 1} 25 0 1} 0 0 0 a 0 i}

1 | Costper Procedure 250 1] 1] 1] 0 o 250 1] [i] 1] 1] 0 1] 1] o]
Procedure Cost 6,250 o ] 0 o 0 6,250 0 o o o ] o o o
Charge Cut per Procedure 350 1] 0 a 1] i} 350 a 1] 1] 1] 0 1] 1] [u]
Procedure Income 8,750 o o 0 0 o0 8750 0 o o o ] 0 o ]
Margin 2,500 o ] 0 0 o 2,500 0 0 o 0 i) 0 o ]
Margin % 29%, 0% 0% 0% 0% 0% 2900 0% 0% 0% 0% 0% 0% 0% 0%

3 | Procedure Description Psychiatrist Close out




Reporting
On the Reporting tab, required Inputs for all items, except Cl reporting, include Description, Number of, Income
per and Cost per. The required inputs for Cl include Description, One-off Fee Income and One-off Fee Costs.

i.@ Investigator Fee Income

FH call Centre | Pass Throughs i Archiving

@ Project Management

Rows:

[Reporting Calc]

i
oescpton I
Mumber of

Income per

Costs per

One-off Fee Income
One-off Fee Costs
Total Income
Total Costs
Margin

Margin %

Columns:

#| [Reporting]

SAE's Pregnancy L

30 0 0 0 5 25
300 0 0 0 200 100
250 0 0 0 200 50

4,200 0 0 4200 0 0

0 0 0 0 0 0
7,700 [} 0 4200 1,000 2,500
2,350 0 [} 0 1,000 1,350
5,450 0 0 43200 0 1,250
150% 0% 0% 100% 0%  50%

Investigator Meeting

The Investigator Meeting tab enables the entry of how many of each staff type must attend the investigator
meeting and how many days they must attend. Cost per day and Charge out rate per day feed in from the Staff

Context:

| éla:moo-a - 114 Study - Ph III Double Blind - Rand
2 [Elist]

Endpoints AdHoc AdHoc2 AdHoc 3

§GQQQODDD

g::ﬂoocoa

@ Procedures lE Reporting @ Investigator Meeting

»
ZI—D

= -;;Co_nh'ar:hed;v. 'E:-;_ |

% IWersion]

UK |y

- |

Rates cube.
@ Call Centre @ Pass Throughs E}E Archiving @ Project Management @ Procedures E Reporting @ Investigator Meeting @ Advance Cash )2)1 L
Rows: Columns: Context: s T
| [—— ] . | #|ce10004 - 114 Study -Ph III Double Bind -Rand|, ¢ Contracted |
| [Elist] IR | _\-ersio!'\] I
=S s = Total Days Income per Day Total Income Cost per Day Total Cost Margin  Margin % d

ﬁ
. 0 -

Research Physician
Site Director

Senior Murse

Research Murse
Radiographer

Clinical Trials Technican
Data Coordinator
Administrator

Project Manager
Projects Director
Medical Director
Marketing Assistant
Head of Administration

2,824.50
234.23
234.23
153.45
141.35
153.45
122,77
129.23
117.12
173.65
234.23
254.43
125,19
153.45

541.17

EESEEE

iibic!

3,204.05
181.73
181.73
100.95

88.85
100.96
70.27
76.73
64.62
121.15
181.73
201.92
7269
100.96

20

33115
0.00
0.00
0.00

177.69

1

58888585
SEEEEE
iii1i13

210.02
0.00
0.00
0.00

105.01
0.00
0.00

105.01

s3dzezsd

=
S



Advance Cash

The Advance Cash tab is used to capture data on expected cash receipts. Required inputs include Advance Cash
Type (which is a drop-down list showing available cash advance categories), Month and Amount. The Advance
Cash detail then feeds forward to the P&L and Cash Flow tab.

L@ Pass Throughs L_a Archiving EE Project Management @ Procedures @ Reporting LE Investigator Meeting QE Advance Cash @ Contract Summary o — )
2

Rows: Columns: Context:

#] [Generic Numbers 1-10] | | [advance Cash] | "_E'.la:loooq - 114 Study _':r';t%n Double Blind - Rand

Aﬂi'mce eCLWMRT Month  Amount :I
Setup ~| un-2008 40,000

w| [t Contracted ||
el

2 | Recruitment Sep-2009 100,000
3 | Investigator Fees  Dec-2009 200,000
4 0
5 0
[} o]
7 o]
8 1}
9 0
10 a
Contract Summary

The Contract Summary tab consolidates all previously collected data to show an overall total contract value.
Additional Costs, Other Costs and Other Upfront Payments can be manually entered as needed.

@ Archiving Project Management @ Procedures lia Reporting @ Investigator Meeting Advance Cash |} @ Contract Summary EE Summary Forecast ;)1 o ]
Ro-_l 53 Columns: Context: ] _ ]
fl oot Scrmmery i) | | ‘ 'EZ'FC e Randlv ool f < I
[ \ﬂ‘sitftost,-‘Paymen’t Bagaiiqd  Day  Estimated. # Fee Total =
nberofcouties | I : o
Number of Centres 3 0
Number of Chats 65 o
Mumber of Screens 39 0
Number of Rands (total) 31 (1]
1 VisitPreScreen (14 40 24.29 971
2 Visitl a 39 ST 2,077
3 Visit2 30 25 11.64 291
4 Visit3 180 25 41.53 1,038
5 Visit4 225 25 41.52 1,038
6 Visits 270 25 41,52 1,038
7 WVisita 355 25 11.64 291
8 Visit? 455 25 46.80 1,170 ==
9 Visitd 545 25 13.23 331
10 Visit9 580 25 20,65 516
it Visit10 635 25 26.70 667
12 Visitll 730 25 20,65 516
Total Estimated Investigator Fee 329 353.33 9,945
Patient Expenses 54 80.49 5156
Recruitment Budget 1 150,000.00 160,000
Call Centre - Protocol Calls 50 1.00 50
Call Centre - Attempted Protocol Calls 25 1.00 25
-
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._n] Archiving L.__J Project Management LE Procedures u Reporting ._,-,'] Investigator Meeting L.J Advance Cash |_;l Contract Summary .j Summary Forecast )2)1 |z
Rows: Columns: Context: i
E | ;r | Ela:10004_ 114 Study —gl;?ll Double Blind -Rand] | 2 Cozc::;iﬁd - E_:C.OL:IE‘:‘_.'! iy

I l:l Visit/Cost/Payment Description JREY ==t R S -0 Total |
11 Visit10 535 25 26.70 667

12 Visit11 730 25 20,685 516

Total Estimated Investigator Fee 329 35333 9,945

Patient Expenses o4 80.49 5,156

Recruitment Budget 1 150,000,00 160,000

Call Centre - Protocol Calls 50 1.00 50

Call Centre - Attempted Protocol Calls 25 1.00 25

Call Centre - Call Centre Setup 1 2,400.00 2,400

Call Centre - Telescreen 500 1.00 500

Call Centre - Appointment 500 1.00 500

Call Centre - DNA Calls 50 1.00 50

Call Centre - Retention Calls 100 1.00 100

Procedures 25 350.00 8,750

Study Archive Costs 25 100.00 2,500

Startup Payments (Mon-refundable) 1 2,000.00 2,000

Project Management Fees 140 0.00 L1

Reporting - CI i 5 4,200.,00 4,200

Reporting - Endpoints 5 200,00 1,000

Reporting - Ad Hoc 25 100,00 2,500

Investigator Meeting G 135.29 541

Overall Estimated Contract Value 1,846 'EF#FFFF 200,218

Start-up Payment 1 2,000.00 2,000

Total Up Front Payments 1 2,000.00 2,000 =7
T} B

Summary Forecast

The Summary Forecast consolidates and breaks out the entered data by month based on these assumptions for
spreading the different costs:

. Set-up Fees - month prior to FPFV

. Visits - from visit start to visit end dates

. Recruitment Budget - from Start Recruitment for length of recruitment

. Call Centre - month prior to FPFV

« Archive - month after LPLV

. Project Management - from Stop Recruitment date for length of Study Duration
. Reporting - from Stop Recruitment date for length of Study Duration

. Investigator Meeting - month prior to FPFV

. Procedures - from corresponding visit start to visit end dates

. Patient Payments - from Stop Recruitment date for length of Study Duration

. Patient Expenses - from Stop Recruitment date for length of Study Duration

. GP SDVs - from Start Screens date to Start Run Ins date

. Other Costs - from Stop Recruitment date for length of Study Duration
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@ Procedures @ Reporting

@ Investigator Meeting

@ Advance Cash

Confract Summary |

Rows:

#| [Summary Forecast] |

Columns:

I ' [Summary Forecast Calc]

Context:
#|CC10004 - 114 Study - Ph I1I Double Blind - F‘.andlv
: [Elist]

Iﬂ Visit Type Begin Date Duration End Date Total Amount This Period Amount =1
et-up Fees Income | NN 16-09-2003 1 17-09-2009 2,000
Set-up Fees Costs 16-09-2009 1 17-09-2009 947
1 VisitPreScreen  Pre Screen 158-08-2005 45 02-10-2009 571
2 Visitl Screen 01-09-2009 45 16-10-2009 2,077
3 Visit2 Randomization 30-11-2009 45 14-01-2010 291
4 Visit3 Randomization 28-02-2010 45 14-04-2010 1,038
5 Visit4 Randomization 14-04-2010 45 29-05-2010 1,038 o
[} Visits Randomization 29-05-2010 45 13-07-2010 1,038
7 Visith Randomization 01-09-2010 45 16-10-2010 291
3 Visit? Randomization 30-11-2010 45 14-01-2011 1,170
9 Visitd Randomization 28-02-2011 45 14-04-2011 331
10 Visits Randomization 14-04-2011 45 29-05-2011 516
11 Visit10 Randomization 29-05-2011 45 13-07-2011 657
12 Visit1l Randomization 01-09-2011 45 16-10-2011 516
13 01-09-200% 45 16-10-2009
14 01-09-2009 45 16-10-2009
15 01-09-2009 45 16-10-2009
16 01-09-2009 45 16-10-2009
17 01-09-2009 45 16-10-2009
18 01-059-2009 45 16-10-2009
15 01-09-2009 45 16-10-2009
20 01-09-2009 45 16-10-2009
-
i en e _>l_|
| Current Owner: rvanlier
@ Procedures E@ Reporting @ Investigator Meeting @ Advance Cash @ Contract Summary |} @ Summary Forecast @ Surmary Forecast - Visits )2)2 ]
Row Context:

Visit Type

ﬁ' Elem S0

i VisitPreScreen  Pre Screen
2 Wisitl Screen
3 Visit2 Randomization
4 Visit3 Randomization
5 Visits Randomization
6 Visits Randomization
7 Visits Randomization
8 Visit? Randomization
9 Visitd Randomization
10 Visitd Randomization
11 Visit10 Randomization
12 Visit11 Randomization
13
14
15
16
17
13
19
20
21
23

[T

Columns:

| ] [Summary Forecast Calc]

Begin Date Duration

18-08-2009 45
01-09-2009 45
30-11-2009 45
23-02-2010 45
14-04-2010 45
29-05-2010 45
01-09-2010 45
30-11-2010 45
23-02-2011 45
14-04-2011 45
29-05-2011 45
01-09-2011 45
01-09-2009 45
01-09-2009 45
01-09-2009 45
01-09-2009 45
01-09-2009 45
01-09-2009 43
01-09-2009 45
01-09-2009 45
01-09-2009 45
01-09-2009 45
01-09-2009 45

End Date
02-10-2009
16-10-2009
14-01-2010
14-04-2010
29-05-2010
13-07-2010
16-10-2010
14-01-2011
14-04-2011
29-05-2011
13-07-2011
16-10-2011
16-10-2009
16-10-2009
16-10-2009
16-10-2009
16-10-2009
16-10-2009
16-10-2009
16-10-2009
16-10-2009
16-10-2009
16-10-2009

;‘1cc 10004 - 114 Study - Ph III Double Biind - Rand |.3
& [Elist] |

Total Amount This Period Amount
688
1,361
173
669
669
669
173
771
198
309
415
309
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Summary Forecast - Visits

This tab allocates the total number of visits over the months based on the same proportion as the visits income to
the months on the Summary Forecast tab.

HH rReporong nyesugator Mee 'ng Advance Casl H Contract Summary H Summary Forecas E H ummary rorecast - isits H RESOoUrCe Requirements 2 — D
HH Report FH Ivestigator Meeti E ad h | Blc ts Hls F t B s F t-visits | EH R R t 2

Rows: Columns: Context:

| [Generic Numbers 1-25] | i [Summary Feast-Visits Calc] | E‘lCC 10004 - 114 Study T;;]IH Double Blind -Rand

ﬂ Visit Type  This Period Amount ;I

| fContracted || @ UK |4 z

_[veson] | | QICounry]]

2 Visitl Screen v}
3 Visit2 Randomization [t}
4 Visit3 Randomization [t}
5 | Visit4 Randomization i}
& Visits Randomization [1}
7 | \Visits Randomization 1}
8 | Visit? Randomization i}
9 Visitd Randomization [1}
10| Visitd Randomization 1}
11 Visit10 Randomization a
12| Visit1l Randomization 1]

Resource Requirements

The Resource Requirements tab calculates the number of hours each type of staff is required to handle the
forecasted visits. This tab is monthly and by clinic. The country data is allocated to clinics based on the percent
allocation to each clinic that is entered in the Site Allocation tab.

[ advance cash | HH contract Summary | B Summary Forecast | HH Summary Forecast - Visits | Bl Resource Requirements [ gite Allocation ; -0

Rows: Columns: Context: .
: " 5 ¢l Contracted | [ Lancashire | | 4
4 [Staff Posmons]l | -\ | B version w Capacin| T | B [cinig _v 3

AR Rl Feb-2009 Mar-2009 Apr-2009 May-200% Jun-2009 Jul-2009 Aug-2009 Sep-2009 Oct-2009 Now-2003 Dec-2009 Total 2009 Jan-2010 Feb-2010 Mar-20 llid

Research Physician 3 13 3 = 24 2 4
Site Director

Senior Murse
Research Nurse 5 23 6 7 42 3 7
Radiographer

Clinical Trials Technician

Data Coordinator 7 29 d 9 53 3 '
Administrator & 15 5 5 28 2 b
Project Manager

Projects Director
Medical Director
Marketing Assistant
Head of Administration
Operations Director
Call Centre Charges
Call Centre 2

Locum Dr

Locum RN

Locum DC

Locum Admin
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Site Allocation

The Site Allocation tab is used to allocate the forecast that was created by country to the appropriate clinics that
will be participating in the study. This is accomplished by entering either the number of expected rands by clinic or
by entering the percentage of the total country’s rands for each clinic. Two checks are built into this tab to ensure
that the correct number of sites and the correct number of rands have been allocated to the sites. The first check
makes sure that the Sites Allocated Field for each country total equals the Total Sites to Allocate field for that
country. The second check makes sure that the number of rands for each country total equals the Total Rands to
Allocate for that country.

[ contract Summary [l summary Forecast P summary Forecast - Visits [ Resource Requirements | [ site Allocation | f Recruitment Allocation ); |
Rows: Columns: Context: i
4 [Clinic]l ] isite Allocation] £|CC10004 - 114 Study :;!;%II Double Blind —Rancllv f CO_UE:EE:I i

|1 Sites Allocated Total Rands to Allocate # of Rands % of Country Allocation =l

4 100 300%
= Total UK Clinics 1 1 25 25 100%
Lancashire 1 25 100%
Manchester
Midlands
= Total US Clinics 2 2 50 50 100%
Chicago 1 25 50%
Orlando 1 25 50%
= Total France Clinics 1 1 25 25 100%
Paris 1 25 100%

Lyon
—! Total Germany Clinics
Berlin

Frankfurt

Recruitment Allocation

The Recruitment Allocation tab is used to allocate recruitment over the recruitment period. If the week falls in the
recruitment period, the Ongoing field will be set to Yes and a number of rands can be entered in that week. By
scrolling all the way to the right, a Total to Allocate column is available and can be compared to the Total Years
column to ensure that the forecast number of rands was appropriately allocated to each clinic. If the number of
rands entered does not match the Total to Allocate, the model will use the proportion allocated to each week and
will allocate the correct number of rands by calculating each week’s proportion to total entered.
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Qe g e g e e — TR TEST e A mem e um— o w

———
I;‘I Summary Forecast Q Summary Forecast - Visits @ Resource Requirements IE Site Allocation Lzﬁ Recruitment Allocation @ Weekly Enrollment ; -0
Rows: Columns: :

| _ |+ #lcconos- 114 smdy Ph ]111 Double Biind - Rand |, ’1’

Iﬁl- 1/9/2009  1/16/2009  1/23/2009  1/30/2009  2/5/2009  2f13/2009 2/20/2009 2272009  3/5/2009  3/13/2009  3/20/2009 3;2?;15

W 01Sep-08 01Sep03 01-5ep09 01Sep-08 015ep09 01-5ep-09 01-Sep-09 015ep09 01-5ep-09 01-Sep-03 01-5ep-08  01Sep
Duration =55 45 45 45 45 45 45 45 45 45 45
Stop Visits 16-0ct-09 16-0ct-09 16-0ct-09 16-Oct-09 16-0ct-09 16-Oct-09 16-Oct-09 16-0ct-09 16-Oct-09 16-Oct-09 16-0ct-09 16-Oct-09 16-0c
Ongoing? No No Hlo o No Mo No Mo No No lo o HNo
Lancashire 1] 0 a 1} a 0 0 0 0 a 1] o]
Manchester a 0 o] 1] a] 1] 1] 0 0 i] 1] o]

Midlands i} 1] o] 1] [a] 1] 0 1] i} [i] 0 8]

Total UK Clinics o 0 o ] (1] o 0 ] o 0 o o
Chicago o a o] a a 1] a a 1] a 1] a
Orlando a a 8] 1] a 1] a 1] a a a a
Total US Clinics o 0 L] o L] o o 0 o L] 0 o
Paris a 1] a a (1] 1] a a a a a a

Lyon o 1] o] 0 1] ") V] 0 0 1] "] 0

Total France Clinics i 0 0 0 0 ] 0 0 0 0 0 1]

Berlin ] 1] o] 0 [a] 0 0 1] o 1] 0 o]

Frankfurt 1] 1] o] 1] [a] 1] a 1] 0 1] 1] o]

Total Germany Clinics o 0 [1] 0 0 0 0 0 0 [i] 1] 0

Total Clinics L] 0 o o 1] 0 o o 0 o ] o

Recruitment Cumulation (hidden)

The Recruitment Cumulation tab is used to allocate the correct proportion of study participants to the correct
clinics and periods. In the Recruitment Allocation tab, we spread rands across the weeks. Because Pre Screens,
Screens and Run Ins must also be allocated, the Recruitment Cumulation is necessary as an interim step to pull
out the rands by ongoing week number. Then, another link feeds the proportions by week back into the
Recruitment Allocation tab for Pre Screens, Screens and Run Ins.
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Weekly Enrollment

The Weekly Enrollment tab shows a view of new Pre Screens, Screens, Run Ins and Rands by week and can be
used to adjust the enrollment by entering an Adjustment or by keying over the Final (adjust if necessary) field.

E summary Forecast - Visits | E Resource Requirements | [ site Allocation | B Recruitment Allocation |2 [ weekly Enrollment | B outreach Performance );3 ==
Rows: Columns: Context: i
:,: 5_" [week] | l 5 : [Enroliment Cald] | '5;|E:10004 - 114 Study —;hm%ll Double Blind - Rand] 1 :Vegagf:cﬂ!k].v
Pre Screen Screen Run In Perimﬂ
Adjustment Final (adjust if necessary) Cumulative Final Calculated Adjustment Final (adjust if necessary) Cumulative Final Calculated Adjus

0 28 28 0 0 0 0 0
7/24/2009 41 o 41 69 0 1] 1] o 0
7/31/2009 B1 ] B1 150 17 L] 17 17 o
8/7/2009 41 ] 41 191 25 0 25 41 o
8142009 28 0 28 219 48 ] 48 90 o
8/21/2009 25 o 25 243 25 ] 25 115 13
8/28/2009 17 o 17 260 17 0 17 131 20
9/4/2009 o L] L] 260 15 L 15 146 39
9/11/2009 [] 0 0 260 10 0 10 156 20
9/18/2009 0 o o 260 0 o o 156 13
9/25/2009 0 0 0 260 0 (] 0 156 12

R 10/2/2009 o o o 260 o L 0 156 -]
10/9/2009 o 0 0 260 o 0 ] 156 o
10/16/2009 0 0 0 260 0 0 0 156 0
10/23/2009 [} 0 0 260 0 0 0 156 0
10/30/2009 [] [1] [1] 260 [] (] ] 156 o
11/6/2009 o 0 0 260 o 0 0 156 o
11/13/2009 0 0 0 260 0 0 0 156 [}
11/20/2009 o o o 260 o o o 156 1]
11/27/2009 o o o 260 o L 0 156 o
12/4/2009 o 0 0 260 o 0 ] 156 o

-
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Outreach Performance

The Outreach Performance tab shows the cost of additional recruitment for each recruiting method. It helps users
analyze increasing recruitment if Actual recruitment falls below forecast recruitment.

[ Resource Requirements [ site Allocation FH Recruitment Allacation [ Weekly Enroliment  |: B Outreach Performance | B Summary P summary - Margin ’22 |
Rows: Columns: Context: i
] [outreach Performance] ‘ #| [Version w Actuals and Variances] | E"lEIlOO[H - 114 Study _'gﬁ',;t}n Double Blind -Rand| | COL‘!KMr.IfV

|:|Conh'ached Budget Forecast Revised Plan Scenmario 1 Actuals  Var. Actuals to Contracted Var. Actuals to Budget Var. Actuals to Forecast_

MNumber of Sites 1 1 25 1 1 1 o 1] 0
Recruitment Method Split %
Database Mailshots 30.0% 30.0% 30.0% 30.0% 30.0% 29.3% 0.7% 0.7% 0.7%
GP Mailshots 25.0% 25.0% 25.0% 25.0% 25.0% 25.5% (0.5%) (0.5%) (0.5%)
Press [ Radio 45.0% 45.0% 45.0% 45.0% 45.0% 45.2% {0.2%) (0.2%%) {0.2%)
Other 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Total Recruitment Methods 100.0% 100.0% 100.0% 100.0% 100.0% 100.0% 0.0% 0.0%a 0.0%
Recruitment Methods
Database Maishots (per site) 1,953 1,853 1,953 1,953 1,953 1,973 (20) (20) (20)
Database response rate % 2.00% 2.00% 2.00%: 2.00% 2.00%: 1.94% 0.06% 0.06% 0.06%
Database Mailshots (total) 1,953 1,953 1953 1,953 1953 1,973 (20) (20) (20)
Database Mailshots (total cost) 1495 1} 0 i} i} 9,863 (8,439) (9,863) (9,863)
Database Mailshots (cost per unit) 0.73 0.00 0.00 0.00 0.00 5.00 (4.27) (5.00) (5.00)
GP Mailshots {per site) 1,302 1,302 1,302 1,302 1,302 1,276 26 26 26
GP Mailshot response rate % 2,50% 2.50% 2.50%: 2.50% 2.50% 2,53% (0.02%) (0.02%) (0.02%)
GP Mailshots (total) 1,302 1,302 1,302 1,302 1,302 1,276 26 26 26
GP Mailshots {total cost) 771 0 0 0 0 3823 (3,057) (3,828) (3,828)
GP Mailshots (cost per unit) 059 000  0.00 0.00 000  3.00 (2.41) (3.00) (3.00)
Press / Radio (per site) baie] 59 59 59 59 &0 (2) (2) {2)
Press [ Radio response rate % 100.00% 100.00% 100.00% 100.00% 100.00% 100.00% 0.00% 0.00% 0.00%
Press / Radio (total) 59 59 59 59 59 60 {2) (2) {2)
Press [ Radio (total cost) 7,000 7,000 7,000 7,000 7,000 3,100 {2,100) (2,100) (2,100)
:l Eo ko x s 5, S LR ee ) e e R e oo PR [ Pl e roa ..-.:
Summary

The Summary tab displays a summarized view of the forecast Income, Costs and Margin.

[ Resource Requirements FH site Allocation B Recruitment Allocation FH Weekly Enrollment [ outreach Performance ,m P summary - Margin )2; —=]
Rows: Columns: Context: . .
| ; |Ec10004- 114 Study - Ph I11 Double Blind —Randlv f{Contracted | & UK |
| [Elist] | [Version] | i [Country]|
=

s a6 2w
—| Total 223,303 53,221 170,082 76%
SetUp Fees 2,000 Dy 1,053 53%
Investigator Fees L e 6,403 3,542 36%
Recruitment Budget 160,000 10,673 149,327 93%
Call Centre Setup 2,400 2,000 400 17%
Patient Expenses 5:156 4,908 250 5%
Patient Payments o] 1] 0 0%
GP SDV's a 1} 0 0%
Archiving 2,500 2,500 1] 0%
Project Management Fees 24,311 16,962 7,349 30%
Procedures 8,750 5,250 2,500 299,
Reporting 7,700 2,250 5,450 71%
Investigator Meeting 541 331 210 39%
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Summary - Margin
The Summary Margin tab shows a summarized view of the forecast, displaying Revenue, Costs and Margin as a
% of revenue.

[ Recruitment Allocation | B Weekly Enroliment [ Dutreach Performance Summary | B Summary - Margin | [ tncome Statement and Cash Flow ; =]

Rows: Columns: Context:
. . ) G 5 ind - ol |
" [ | # summary - argin cai] | ;ﬁlccmom 114 Study E;Eqm Double Blind - Rand ,! éc?cgg-.gﬁd!'! %‘j_{ cmme ']i'!

1= ) % of Revenue

10006

=

Marginal Direct Costs 175,656 79%
Margin After Direct Cost| 47,647 21%
Direct Labour Costs 26,892 12%
_Gross Margin 20,755 0%
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P&L and Cash Flow

The P&L and Cash Flow tab displays Income, Costs and Cash Flow by month and also calculates expected cash
position for each month.

Bl Recruitment &

— — — Sl -
FH weekly Enroliment i Outreach Performance R summary EH summary - Margin | [ Income Statement and Cash Flow Z =&

Rows: Columns: Context:
Pl e Sttt e G Flo'e\']l | [ | {[cc10004 - 114 study ; E;{%II Double Blind -Rand] 4| :Vac‘o;?r:ciilsj i

T |:| Apr-2010 May-2010 Jun-2010 Jul-2010 Aug-2010 Sep-2010 Oct-2010 Mov-2010 Dec-2010 Total 2010 Jan-2011 Feb-2011 Mar-2011 Apr-2011 May-2011 Jun ]
Miscellaneous Income 1,475 1,524 1,475 1,524 1,524 1,475 432 10,000 0 23,914 0 0 0 0 0
Prescreen Income 1} i} 0 a 1} i} 0 1] 1} 1] 0 0 0 1} 1]

Screen Income 0 a o 1] 0 [v] V] 0 0 o o] o a 0 (i}

Rand Income 2,758 2,880 2,768 1,107 a 776 388 104 3:229 17,285 1,352 ) S 1,162 1,463

Set Up Fee Income 1] a 1] a 1] a 1] (i} 1] ] a 0 i} 8] a

Project Management Income 8,104 8,374 8,104 8,374 8,374 8,104 2,701 a 1] 76,444 a a a 1] a

Total Direct Income 12,347 12758 12,347 11,005 9,898 10,355 3,581 10,104 3,224 117,644 1,352 29 912 1,162 1,463 1
Prescreen Staff Cost ] 0 i} a 0 i} i} 0] 0 0 0] i} [t} 0 1]

Screen Staff Cost a 0 0 i} 0 0 0 0 0 o 0 0 0 0 0

Rand Staff Cost 1,783 1,842 1,783 713 0 461 230 63 2,124 11,106 891 13 545 636 881
Miscellaneous Cost 6,362 6,574 6,362 6,574 6,574 6,362 2,121 10,000 1] 70,017 (i} 1] a 1] (i}

Set up Fee Cost 1] 1] o 1] 1] (1] a a a o a 1] a a a

Total Direct Costs 8,145 8416 8,145 7,287 6,574 6,823 2,351 10,069 2,124 81,123 891 i8 545 696 881 1
Screen Patient Travel Income 0 0 [t} a 1] a V] (o] 1] o a 1] a 0 4]

Rand Patient Travel Income 502 518 502 201 0 141 70 13 584 3,133 245 5 165 211 285 =
Rand Procedure Income 0 2,000 20,000 3,000 0 1] 1] 8] 1] 30,000 a i} i} 1] a
Advertising Income a i} 1] 1] a 1] 1] o] a 0 a i} i} 1] i

Total Pass Through Income 502 2,518 20,502 8,201 1] 141 70 19 584 33,133 245 5 165 211 265

Screen Patient Travel Cost 0 a o 1] 0 [v] V] 0 0 o (1] 1} (i} 0 (1]

Rand Patient Travel Cost 8 463 448 179 1] 116 58 17 534 2,790 224 4 137 175 221

Rand Procedure Cost 1] 2,000 20,000 8,000 1] a 1] (i} 1] 30,000 a 0 i} 8] a
Advertising Cost 1] o o a 1] a V] (o] 1] L1} a a a 1] a

-

e s - _ I 400 _>|_I

Conclusion
Planning for a new clinical trial can be a challenge. You must create budgets, allocate resources, find patients and
determine the efficacy of one study site over another.

The Clinical Modeling and Resource Tracking Blueprint can significantly improve this process by modeling your

study based on all aspects of a study: costs, resources, time and geography. It creates visibility into the overall
clinical trial process so that you can plan appropriately, reduce costs and make better decisions.
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About the IBM Cognos Innovation Center for Performance
Management

The IBM Cognos Innovation Center was established in North
America and Europe to advance the understanding of proven
planning and performance management techniques,
technologies, and practices. The Innovation Center is dedicated
to transforming routine performance management practices into
“next practices” that help companies:

. Cutcosts

. Streamline processes

. Boost productivity

. Enable rapid response to opportunity
. Increase management visibility

Staffed globally by experts in planning, technology, and
performance and strategy management, the Innovation Center
partners with more than 600 IBM Cognos customers,
academicians, industry leaders and others seeking to accelerate
adoption, reduce risk and maximize the impact of technology-
enabled performance management practices.

About IBM Cognos Bl and Performance Management

IBM Cognos business intelligence (BI) and performance
management solutions deliver world-leading enterprise planning,
consolidation and Bl software, support and services to help
companies plan, understand and manage financial and
operational performance. IBM Cognos solutions bring together
technology, analytical applications, best practices, and a broad
network of partners to give customers an open, adaptive and
complete performance solution. Over 23,000 customers in more
than 135 countries around the world choose IBM Cognos
solutions.

For further information or to reach a representative:
www.ibm.com/cognos

Request a call
To request a call or to ask a question, go to
www.ibm.com/cognos/contactus

An IBM Cognos representative will respond to your inquiry within
two business days.
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