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INTRODUCTION

This implementation guide demonstrates the design and function-
ality of the IBM Cognos Clinical Trial Resource Planning
Performance Blueprint, a Web-based planning and reporting
process model using IBM Cognos 8 Planning and IBM Cognos 8
Business Intelligence. It provides immediate insight into both the
short- and long-term staffing requivements and costs for a suc-

cessful clinical trial.

This Clinical Trial Resource Planning Blueprint can be used to
manage the full-time, part-time and outsourced staff resources
and costs of a company’s clinical trial program. Utilizing the IBM
Cognos 8 suite of performance management products, this
Blueprint provides out-of-the box functionality including dash-
boards, analytical reports, and a pre-configured 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,

and can focus on applying the technology to solve business prob-
lems, rather than fundamental process analysis and technical

design.

Key aspects of the Blueprint model’s operation are explained, fol-
lowed by a section-by-section explanation of function, purpose,
and operation. Users should have a basic understanding of the

IBM Cognos 8 Planning Analyst and Contributor tools.




CLINICAL TRIAL RESOURCE PLANNING
Increasing budget pressures and growing study design complexity have heightened the need for robust

budgeting and forecasting capabilities for clinical trial resource management.

Today resource planning models are often maintained in spreadsheet systems—an approach that is error-prone
and inflexible for rapid, accurate clinical trial resource planning. Since information cannot be easily shared and
consolidated with other financial forecast or budget data, different departments find themselves with conflicting

numbers, and precious time is spent debating, reconciling and re-keying data between systems.

Dedicated clinical trials management systems (CTMS) often lack robust forecasting functionality, since they are
focused on transaction recording, rather than activity-based forecasting or scenario modeling—both essential
for financial and resource management functions. Forecasting with CTMS presents a number of other

challenges:
e Inability to link-in and update the plan based on actual spending.
¢ Difficult integration with other financial forecasts to present a consolidated view of the overall department.
e Finance requirements such as accounting periods and foreign exchange rates not well supported.

The IBM Cognos Clinical Trial Resource Planning Performance Blueprint addresses these concerns. It is one of
a suite of IBM Cognos performance management solutions that help clinical trial project managers with the

complex process of managing people, budgets and patients.



THE IBM COGNOS CLINICAL TRIAL RESOURCE PLANNING PERFORMANCE BLUEPRINT
This implementation guide demonstrates the design and functionality of the IBM Cognos Clinical Trial

Resource Planning Performance Blueprint.

Key aspects of the Blueprint model’s operation are explained, followed by a section-by-section explanation of
function, purpose and operation. Users should have a basic understanding of the IBM Cognos 8 Planning

Analyst and Contributor tools.

Since clinical trial project managers need critical data readily available, the Blueprint presents information as a
customized array of reports. The screenshot below is a dashboard illustrating a range of charts relevant to a
project manager. From this dashboard, the manager can access the full range of relevant reports, analyses, and

plans.

The dashboard, shown below, provides a snapshot view that serves as the starting point for a clinical trial
project manager. The sections of this dashboard (clockwise from top left) are: 1) Project Cost Summary monitor;
2) a report on Project Progress; and 3) Utilization, in this case showing CRA Line Managers in Europe. A list

of detailed reports, customized to the user, are available on the lower right portion of the screen.
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MODEL OVERVIEW

There are two components to the Clinical Trials Resource Planning Blueprint. They are the Project Budgeting
module, where the forecast for the trial is created and resources are assigned to work on that trial; and the
Timesheet module, where the resources are able to enter their Actual time worked and these Actuals are then
compared to the forecast and target chargeable hours for that employee. The timesheet module can be bypassed

and data loaded from existing time reporting systems, if desired.

Let’s start by going through the forecasting process for the Project Budgeting component. The Project Budgeting
input is assigned by study, as can be seen in the contribution hierarchy below. A forecast reviewer can see the
consolidated results of all clinical trials or drill down and look into specific detail for individual clinical trials.
Reviewers can see the workflow status of each clinical trial. As co-owners of that information, they can also
make edits, if required. All workflow status changes, data consolidations and aggregations occur in real time,

allowing for frequent planning iterations.

Before a user enters data, the state of the plan is O Not Started. Once a user saves a plan, the state becomes
J Work in Progress and remains accessible for further editing. When a user submits an item, the planis {£]
Locked, and permits no further changes. The Locked state indicates that the plan is ready for review. A reviewer
can see a plan in any state, but can only reject a Locked item. When a reviewer rejects a Locked plan, the plan

returns to a state of Work in Progress, which means it is again editable.
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Project Budgeting Module

The first tab in this module is the Study Details tab. It holds various information about the study, including
Study Type (low, medium or high), which drives the number of predicted hours per task for the study. This tab
also holds start and end dates for each phase of the trial, and these dates drive the allocation of cost and hours
for each task across the appropriate months for that phase of the trial. The Study Details tab also includes inputs

for percentages of expenses and hours that should be allocated to each region.

Study Details | Intemal Cost Hours | Intemal Casts Calc Type | Rate by Role | Budgetintemal Costs | Budget Extemal Costs | Budget Summary | Intenal Cost Surnmary | External Cost Summary |n KEMM
(| ESCCT0002 - 114 Study -Prl ]
Original Budget | _ Working Version 1 _ WokingVesn2 | _ WokingVersion3

Product CC1004 - PDE4/TNF-alpha CC1004 - PDE4/TNF-alpha CC1004 - PDE4/TNF-dlpha CC1004 - PDE4/TNF-alpha
Study Code PR_1001 PR_1001 PR_1001 PR_1001
Business Unit BU2 BU2 BU2 BU2
| Shart Name CC1004 - 114 Study CC1004 - 114 Study CC1004 - 114 Study CC1004 - 114 Study
Medical Adviser Dr. Hortan Dr. Horton Dr. Horton D. Horton
Safety Repotting Requited Yes Yes Yes Yes|
| Comparator Drug 1 Diamide AML Diamide AML Diaride AML Diamide AML
Comparator Diug 2
Comparator Drug 3
Comparator Diug 4
Site Start Number for this Study
Study Type. Medium Low High Medum
Study Classification Clinical Study Phase Il Clinical Study Phase 1l - | Clinical Study Phase Ill Clinical Study Phase Il
Sponsor Lacal Local Local Local
CRO managed Yes Yes Yes Yes
Status SETUP SETUP SET-UP SETUP
#of Sites 5 3 5 4
Frequency of Site Vists (per month) 20 30 20 30
Version Commentary Original Study Budget  Original Budget sdjusted based on Summer Study Reviews  Original Budget adjusted for most likely scenario based on newest data  Origina! Budget adjusted for probabie unforseen events
Primary Region United States United States United States United States
Primary Region Expense % 60.0% 75.0% 75.0% 75.0%

econdaly Region Europe Europe Europe Europe
| Secondary Region Expense % 400% 250% 2%5.0% 50%

taitup Date pre-Jan08 pre-an03 pre-Jan-03 preJan08

taitup Duralion 0 0 0 0
| Stastup End Date pre-Jan-08 pre-Jan-08 pre-Jan-08 pre-Jan-08
Active Duration 4 4 5 4
Active End Date Apr-08 Apr-08 May-08 Api-08
Close Out Duration 3 2 3 3
Close Out End Date Jul-08 Jun-08 Aug-08 Jul-08

Current owner: Project Manager




Next is the Internal Cost Hours tab. This is an assumption tab and is pre-populated by the administrator; no
input is required. This tab holds the assumptions for how many hours will be needed to complete each task for

the three different study types—low, medium and high.

Study Detail: | Internal Cost Hours |  Intemal Costs Calc Type | Rate by Role | Budget Internal Costs "l IE] E]
High | Medium | Low -
Setup |
1 Design Study / Protocol Input 40.00 36.00 3200
2 'wirite Protocol Dutline & Club-Net Registration 20.00 16.00 1200
3 Protocol feasibility 30.00 2400 15.00
4Wiite protocol (where applicable) E0.00 50.00 4000
5 Review protocol 15.00 15.00 8.00
B Prepare PI&C 20.00 15.00 1000
7 COREC &pplication Form 16.00 12.00 8.00
8 554 Application (per site] 6.00 5.00 5.00
9R+D / PCT Application [per site] 8.00 7.00 B.00
10 CTA Preparation [per site) 24.00 2200 2200
11 Insurance 14.00 1200 1000
12 TMF/ ISF preparation [per site] 8.00 8.00 8.00
13 Prepare Monitoring Plan 20.00 16.00 1200
14 Prepare Study Manual 45.00 3000 1500
15 Prepare CRF 72.00 B4.00 56.00
16 Tracking of Essential Docs (per site) 12.00 11.00  10.00
17 ldentification of study sites [per site] 400 4.00 4.00
18 Site feasibility [per site] 400 4.00 4.00
13 Set-up Project Management 40.00 3200 2400
PSY
20 Telephone PS5V 16.00 1400 1200
21 Travel to site 60.00 4500 30,00
22 On-site PSV time 60.00 4500 30.00
23 Report and follow-up letter writing 40.00 3500 30.00
Meetings - Internal
24 CRA Kick-Off Meeting - Travel 9.00 6.00 450
25 CRA Kick-Off Meeting - Preparation 30.00 2500 2000
26 CRA Kick-0ff Meeting - Attendance 45.00 3000 1500
27 Investigator Meeting - Travel 3.00 3.00 3.00
28 Investigator Meeting - Preparation/Presentation 80.00 7000 B0.00
29 Investigator Meeting - Attendance 45.00 38.00 30,00
30 TC with sites not at Investigator Meeting 24.00 18.00 1200
Initiation
3 Initiation visit [per site] 4.00 4.00 4.00
32 Travel to site [per site) 3.00 3.00 3.00
33 Visit report and follow-up letter [per site) 6.00 6.00 6.00
34 Telephone initiation [per site) 2.00 2.00 2.00
Ongoing Study Conduct
35 Ongoing updates into ClubMNet/IMPACT 6.00 4.00 2.00
36 Telephone off-site monitoring [per site/month) 6.00 6.00 6.00
37 Monitoring Visit [per wisit) 3.00 3.00 3.00
38 Travel to Monitoring Visit [per wvisit] 2.00 2.00 2.00
39 Visit report and follow-up letter [per visit] 2.00 2.00 2.00
40 Ongoing File Management [per month/site) 16.00 1500 14.00
41 Ongoing Project Management [per visit] 8.00 7.00 6.00
Close Out Activities
42 Close out visit (time at site/follow up) 12.00 10.00 8.00 |
43 Travel to site [per site] 6.00 6.00 6.00
44 Report writing/follow-up letter(per site] 8.00 8.00 8.00
Archiving Activities - Internal LI
A Ml Chaalic cedMen ascend . Nacemlaticn fose =) aWalal ann nan
Current owner: Project Manager |




Likewise, the Internal Costs Calc Type is an assumption tab and requires no user input. This holds information
for how each task should be calculated. Fields include Calculation Type (hourly, per site, or per visit), Task
Performed By: (CPL, CPA, CRA, or IMP/Archivist), Project Phase (Start Up, Active or Close Out), Fixed/Spread

Assumption and Month for Fixed Assumption.

I Study Details I Interal Cost Hours  |Internal Costs Cale Type| Rate by Role | Budget Intemal Costs l Budget External Costs I Budget Summary ||| @ @] E IE
Calculation Type \ Task Performed By: I Project Phase [ Fixed/Spread Assumption \ Month for Fixed Assumption Al
Setup |
1 Design Study / Protacol Input hourly CPL Start Up Spread
2 Wiite Protacol Outline & Club-Net Registration hourly CPL Start Up Spread
3 Protocol feasibility hourly CPL Start Up Spread
4 \Wiite protocol (where applicable) hourly CPL Start Up Spread
5 Review protocal haurly CPL Start Up Spread
B Prepare PI&C hourly CPL Start Up Spread
7 COREC Application Form hourly CPL Start Up Spread
8 5SA Application (per site] per site CRA Start Up Spread
9 R+D / PCT Application (per site] per site CRA Start Up Spread
10 CTA Preparation [per site) per site CPa Start Up Spread
11 Insurance hourly CPa Start Up Spread
12 TMF/ ISF preparation (per site] per site CP&, Start Up Spread
13 Prepare Monitaring Plan hourly CPL Start Up Spread
14 Prepare Study Manual hourly CPL Start Up Spread
15 Prepare CRF hourly CPL Start Up Spread
16 Tracking of Essential Docs [per site] per site CPa Start Up Spread
17 Identification of study sites [per site] per site CPL Start Up. Spread
18 Site feasibility (per site] per site. CPL Start Up Spread
19 Set-up Project Management hourly CPL Start Up Spread
PSV
20 Telephone PSY hourly CR& Start Up Spread
21 Travel to site hourly CR& Start Up Spread
22 On-site PSV time hourly CRA Start Up Spread
23 Report and follow-up letter writing hourly CRA Start Up Spread
24 CRA Kick-Dff Meeting - Travel hourly CR& Active Spread
25 CRA Kick-0ff Meeting - Preparation hourly CPL Active Spread
26 CRA Kick-Off Meeting - Attendance hourly CRA Active Spread
27 Investigator Meeting - Travel hourly CRA Active Spread
28 Investigator Meeting - Preparation/Presentation hourly CPL Active Spread
29 Investigator Meeting - Attendance hourly CRA Active Spread
30 TC with sites not at Investigator Meeting hourly CRA Active Spread
31 Initiation visit (per site) per site CRA Active Spread
32 Travel to site (per site) per site CRA Active Spread
33 Visit report and follow-up letter (per site) per site CRA Active Spread
34 Telephone initiation (per site) per site CR& Active Spread
Ongoing Study Conduct
35 Ongoing updates into ClubNet/IMPACT hourly CR& Active Spread
36 Telephone off-site monitaring (per site/manth) per site CR& Active Spread
37 Monitoring Yisit (per visit) per visit CRA Active Spread
38 Travel to Monitoring Visit (per visit) per visit CRA Active Spread
39 Visit report and follow-up letter (per visit) per visit CRa& Active Spread
40 Ongaing File M 1t (per month/site] per site CPA Active Spread
41 Ongoing Project M it [per visit) per visit CPL Active Spread
Close Dut Activities
42 Close out visit [time at site/follow up) hourly CR& Close Out Spread | |
43 Travel to site (per site] per site. CRA Close Out Spread
44 Report wiiting/follow-up letter(per site] per site CR& Close Out Spread
Archiving Activities - | I =l
AE U e olie 2 d o coemahe oo olotion fooe o - ~r P A Fiead
Current owner: Project Manager |




In the next tab, Rate by Role, the Project Manager begins to enter data on the hourly rate for each type of
employee, which will be used to calculate the cost of performing each task. These rates can vary by geography

and by currency as needed.

Internal Costs Calc Type  |Rate by Hole| Budget Internal Costs II‘. |E| E] IE [EI

United States | Europe
Hourly Rate
CPL 45.00
CRA £0.00 56.00
CPA& 55.00 50.00
IMP/Archivist 45.00 40.00

Current owner: Project Manager

After assigning internal rates and hours for the staff resources, we can start building the detailed budget in the
Budget Internal Costs tab. All of the previous tabs’ inputs are combined here to calculate the hours and costs
by task. Overrides are available for the fixed/spread assumption, month for fixed, month to start spread, spread

duration and hours.

Intemal Costs Calc Type I Rate by Role | Budget Internal Costs | Budget Extemal Costs I Budget Summary I Intemal Cost Summary I External Cost Summary Project Cost Summary Iﬂ E E] B E
k! F)CU 0004-114 Study - PhIll w| (] [United States | % [][0riginal Budget >
B . | Setup | 1 Design Study / Protocol Input_| 2 Wite Protocol Outline & Club-Net Registration | 3 Protocol feasibiity | 4 Wiite protocol (where applicable] | 5 Review piotacol | 6 Prepare PISC |
Calculation Type hourly hourly hourly hourly hourly hourly
CPL CPL CPL CPL CPL CPL
Start Up Start Up Start Up Start Up Start Up Start Up.
Spread Spread Spread Spread Spread Spread
Spread Spread Spread Spread Spread Spread
prelan-08 prexan08 pre-Jan-08 pre-Jan-08 preJan-08 pre-Jan-08
Phase Duration
Month for Fixed A
Month for Fixed Ovemide
| Month for Fixed
Month to Start Spread Overide
Spread Duration Override
Final Spread Start Date pre-Jan-08 pre-Jan-08 pre-Jan-08 pre-Jan-08 pre-Jan-08 pre-Jan-08
Final Spread Duration |
Hourly Rate 50.00 50.00 50.00 50.00 50.00 50.00
Total # of Sites 5 5 5 5 5 5
Frequency of Site Visits [per month) 20 20 20 20 20 20
Study Type Medium Medium Medium Medium Medium Medium
Houts Assumplion 36.00 16.00 24.00 50.00 15.00 1500
| Region Expense % 60.0% 60.0% 60.0% 60.0% 60.0% 60.0%
Calculated Hours 21.60 9.60 14.40 30.00 9.00 9.00
Hours Adjustment 0.00 0.00 0.00 0.00 0.00 0.00
| Total Hours 21.60 9.60 14.40 30.00 9.00 9.00
Cost/Task 1,080.00 480.00 720.00 1.500.00 450.00 450.00
K] |




A similar process is applied in the Budget External Costs tab, where the user is asked to input a cost per unit

and number of units for each type of external cost.

Rate by Role | Budget Internal Costs  |Budget External Costs| EBEudget Summary | Intemal Cost Summary ||| El Iﬂ E]
% [|E)CC10004 - 114 Study - Phll | ] [Orited States ~| %[ [Original Budget ]
Cost per Unit | Number of Units | Total Cost | Task Start Date | Task End Date
Meeti - Ext 1
CRA Training Yenue 400.00 40 1.600.00 Jan-08 Jul-08
CRA Training Materials 250.00 4.0 1.000.00 Jan-08 Jul-08
Investigator Meeting Yenue & Catering 15,000.00 1.0 15.000.00 Jan-08 Jul-08
Investigator Meeting Materials 3,000.00 1.0 3.000.00 Jan-08 Jul-08
Honoraria 2.000.00 1.0 2.000.00 Jan-08 Jul-08
Archiving Activities - Ext |
Storage of Archived Documents(lron Mountain costs) 2,000.00 1.0 2.,000.00 Jan-08 Jul-08
Courier of Documents (In-house to Storage) 1.000.00 1.0 1.000.00 Jan-08 Jul-08
Courier of Documents (Site to Storage) 1.000.00 1.0 1.000.00 Jan-08 Jul-08
Center Costs
R&D Fee 2,500.00 1.0 2.,500.00 Jan-08 Jul-08
Pharmacy set-up, storage & close-down 2,800.00 1.0 2.800.00 Jan-08 Jul-08
Supplies courier [site files etc) 1.,500.00 1.0 1.500.00 Jan-08 Jul-0g
Patient Costs
Pt travel 150.00 10.0 1.500.00 Jan-08 Jul-08
Investigator Fee 500.00 1.0 500.00 Jan-08 Jul-08
Screening Failure [Assume X%) 250000 1.0 2.500.00 Jan-08 Jul-08
Pharmacy dispensing costs 4,000.00 1.0 4.,000.00 Jan-08 Jul-08
Advertising 10,000.00 1.0  10,000.00 Jan-08 Jul-08
Overheads @ XX% 2.,500.00 1.0 2.500.00 Jan-08 Jul-08
Investigational Medicinal Product
Number of pallets ambient storage 50.00 200 1.000.00 Jan-08 Jul-08
Number of pallets Refrigerated 50.00 200 1.000.00 Jan-08 Jul-08
Destruction costs 400.00 1.0 400.00 Jan-08 Jul-08
Shipments to Site 50.00 100 500.00 Jan-08 Jul-08
Central Laboratory Costs.
Central Laboratory Costs 500.00 1.0 500.00 Jan-08 Jul-08
CRO Monitoring Costs.
CRO Monitoring Costs 2,500.00 40 10.000.00 Jan-08 Jul-08
Data M t
CRF Design 3.000.00 1.0 3.000.00 Jan-08 Jul-08
CRF Printing 4,000.00 1.0 4,000.00 Jan-08 Jul-08
Data Management 3.000.00 1.0 3.000.00 Jan-08 Jul-08
Statistics 3.,500.00 1.0 3.500.00 Jan-08 Jul-0g
Medical Writing 3.500.00 1.0 3.500.00 Jan-08 Jul-08
Current owner: Project Manager

10



The Budget Summary tab shows a summary-level view of internal and external costs for each of the forecast

versions.

| Budget External Costs | Budget Summary | Internal Cost Surmmary "I_ E EI |E] Iﬂl
% [|EHCCT10004 - 114 Study - PRIl ] % [] [Driginal Budget ~]
United States Europe | Total Regions
Setup 0 11,960.00 31.781.00
Meetings - Internal 6.,270.00 3.800.00 10.070.00
PSY 5,004.00 3,058.00 8.062.00
Initiation 2,700.00 1.650.00 4.350.00
Ongoing Study Conduct 22,179.00 13.448.00 35.627.00
Close Dut Activities 2,880.00 1,760.00 4,640.00
Archiving Activities - Internal 6,420.00 3,860.00 10,280.00
Total Internal Costs 65.274.00 39.536.00 104,.810.00
Meetings - External 22,600.00 22 600.00 45,200.00
Archiving Activities - External 4,000.00 4,000.00 8.000.00
Center Costs £.,800.00 £,800.00 13.600.00
Patient Costs 19,500.00 19,500.00 39.000.00
Patient Travel 1.500.00 1.500.00 3.000.00
IMP 2.900.00 2,900.00 5.800.00
Central Lab 500.00 500.00 1.000.00
CRO Monitoring Costs 10.,000.00 10,000.00 20.000.00
Data Management 17.,000.00 17.,000.00 34.000.00
Total External Costs 84_800.00 84.800.00 169.600.00
Total Costs 150,074.00 124,336.00 274 410.00
Current owner: Project Manager

The Internal Cost Summary calculates monthly cost and days for all internal costs by project phase, task, region

and version.

Study Deta: | IntemalCost Hours | Intemal Costs Calc Type | Rate by Fiole | Budget ntemal Costs | Budget Extemal Costs | Budget Summany | Internal Cost Summary | Extermal Cost Summayy || ApM
(| FCCT0004 - 114 Study - Phl w] (] [Orited States =] [ petve ] p[panoe =] {|[PrianalBudget =l
| TaskPerformed By: | Fixed/Spread | Cost | StatDate | Duration | EndDate | DateforFived | Period IID | Cost Calc | Fixed Flag | Days | Planned Days

Meetings - Internal [ 1

24 CRA Kick-Dff Meeting - Travel | CRA Spread 21600  prevan-08 4 Ap8 0 2 54.00 200 045 o1
25 CRA KickOff Meeting - Preparation | cPL Spread 75000 prevan-08 4 Ap8 0 2 18750 200 183 0.47
26 CRA Kick Off Meeting - Attendance | CRA Spread 108000 prevan-08 4 Ap8 0 2 27000 200 225 0.56
27 Investigator Meeting - Travel | CRA Spread 10800 preJan-08 4 Apr-08 0 2 27.00 2.00 023 0.06
28 Investigator Meeting - Preparation/Presentation CPL Spread 210000  preJan08 4 Apr08 0 2 525.00 2.00 525 1.31
| 29 Investigator Meeling - Altendance CRA Spread  1.36300  prevan-08 4 Ap8 0 2 34200 200 285 0.71
| 30 TC with sites ot at Meeling CRA Spread 64300 prean08 4 Ap08 0 2 16200 200 135 0.34
Initiation

31 Initiation visit (per site) — 1 CRA Spread 72000 prevan-08 4 A8 0 2 180.00 200 150 0.38

32 Travelto sie [per site] CRA Spread 54000 prevan-08 4 Ap8 0 2 13500 200 113 0.28]

3 Visit report and follow-up letter (per site) | CRA. Spread  1,080.00  prevan-08 4 Apr-08 0 2 270.00 200 225 0.56|
| 34 Telephone initiation (per site) CRA Spread 36000 preJan08 4 A8 0 2 90.00 200 075 0.19]
ingoing Study Conduct |

35 Ongoing updates into ClubNet/IMPACT CRA Spread 14400 prevan08 4 ApB 0 2 36.00 200 030 0.08

36 Telephone off-ste monitoring [per site/month) | CRA Spread  1.080.00  prevan08 4 Ape08 0 2 27000 200 22 0.56|
37 Monitoring Vist (per visk) | CRA Spread 432000 prevan08 4 Ap8 0 2 1.080.00 200 300 2.25]
38 Travel to Monitoring Visit (per visi] | CRA Spread 283000 prevan-08 4 A8 0 2 72000 200 600 1.50]
133 Visi report and followup letter (per visit) | CRA Spread  2880.00  prevan-08 4 Ape0B 0 2 72000 200 600 1.50]
40 Ongoing File Management (per month/site) | CPA. Spread 247500  preJan08 4 Apr-08 0 2 618.75 200 563 14
41 Ongoing Project Management (pe visit) CPL Spread 840000 prevan-08 4 Ap8 0 2 2100.00 200 2100 5.25|

Current owner: Project Manager




Similarly, the External Cost Summary calculates monthly costs and days for all external costs by project phase,

task, region and version.

| Budget Summary | Intemal Cost Summary | External Cost Summary | Project Cost Summary | Intemal Costs by Role "l El El E IEl
J| [ ECC10004- 174 Study - Phll w] % [|[Unied States | [ fanis | i
Cost Stat Date | Duration | EndDate | Period IID | Cost Calc
Meetings - External
CRA Training Yenue 1.600.00 Jan-08 6 Jul-08 2 228.57
CRA Training Materials 1.000.00 Jan-08 b6 Jul-08 2 142.86
Investigator Meeting Venue & Catering 15,000.00 Jan-08 b6 Jul-08 2 2.142.86
Investigator Meeting Materials 3.000.00 Jan-08 b Jul-08 2 428.57
Honoraria 2,000.00 Jan-08 6 Jul-08 2 285.71
Archiving Activities - Ext I
Storage of Archived Documents(lron Mountain costs) 2,000.00 Jan-08 b6 Jul-08 2 285.71
Courier of Documents (In-house to Storage) 1.000.00 Jan-08 6 Jul-08 2 142.86
Courier of Documents [Site to Storage) 1.,000.00 Jan-08 6 Jul-08 2 142.86
Center Costs
R&D Fee 2,500.00 Jan-08 6 Jul-08 2 357.14
Pharmacy set-up, storage & close-down 2,800.00 Jan-08 b6 Jul-08 2 400.00
Supplies courier (site files etc) 1,500.00 Jan-08 6 Jul-08 2 214.29
Patient Costs
Pt travel 1,500.00 Jan-08 ] Jul-08 2 214.29
Investigator Fee 500.00 Jan-08 6 Jul-08 2 71.43
Screening Failure (Assume X%) 2,500.00 Jan-08 b6 Jul-08 2 357.14
Pharmacy dispensing costs 4,000.00 Jan-08 6 Jul-08 2 571.43
Advertising 10,000.00 Jan-08 b Jul-08 2 1.42857
Overheads @ XX% 2,500.00 Jan-08 6 Jul-08 2 357.14
Investigational Medicinal Product
Number of pallets ambient storage 1,000.00 Jan-08 ] Jul-08 2 142.86
Number of pallets Refrigerated 1,000.00 Jan-08 b Jul-08 2 142.86
Destruction costs 400.00 Jan-08 6 Jul-08 2 57.14
Shipments ta Site 500.00 Jan-08 b6 Jul-08 2 71.43
Central Laboratory Costs.
Central Laboratory Costs 500.00 Jan-08 b6 Jul-08 2 71.43
CRO Monitoring Costs.
CRO Monitoring Costs 10,000.00 Jan-08 6 Jul-08 2 1.428 57
Data M t
CRF Desian 3.000.00 Jan-08 6 Jul-08 2 428 57
CRF Printing 4,000.00 Jan-08 b Jul-08 2 571.43
Data Management 3.000.00 Jan-08 6 Jul-08 2 428 57
Statistics 3,500.00 Jan-08 6 Jul-08 2 500.00
Medical Writing 3.500.00 Jan-08 6 Jul-08 2 500.00
Current owner: Project Manager
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The Project Cost Summary provides a view of the monthly projected costs by task and region.

Intemal Cost Summary | External Cost Summary | Project Cost Summary | Internal Costs by Role ||| El El m IEI

P ECU 0004 - 114 Study - Ph Il | ] [United States | % [][Original Budget ~|
piedan08 | Jan08 | Feb08 | Mar08 | Apr08 | May08 | Jun08 | Jud8 |«

Setup |
1 Design Study / Protocol Input 0 0 0 0 0 0 0 0
2 Write Protocol Outline & Club-Net Reagistration 0 0 0 0 0 0 0 0
3 Protocol feasibility 0 0 0 0 0 0 1] 0
4 Write protocol [where applicable) 0 0 0 0 0 0 1] 0
5 Review protocol 0 0 0 0 1] 0 0 0
E Prepare PI&C 0 0 0 0 0 0 0 0
7 COREC Application Form 0 0 0 0 0 0 1] 0
8 554 Application [per site] 0 0 0 0 0 0 0 0
9R+D / PCT Application [per site] 0 0 0 0 0 0 1] 0
10 CTA Preparation (per site) 0 0 0 0 0 0 1] 0
11 Insurance 1] 0 0 0 0 0 1] 0
12 TMF/ ISF preparation [per site] 1] 0 0 0 0 0 0 0
13 Prepare Monitoring Plan 1] 0 0 1] 0 0 1] 0
14 Prepare Study Manual 0 0 0 0 0 0 1] 0
15 Prepare CRF 0 0 0 0 0 0 1] 0
16 Tracking of Essential Docs (per site] 0 0 0 0 0 0 0 0
17 |dentification of study sites [per site) 0 0 0 0 0 0 0 0
18 Site feasibility (per site) 1] 0 0 a 1] 0 1] 0
19 Set-up Project Management 0 0 0 0 0 0 0 0
PSY
20 Telephone PSY 0 a a i] 0 ] 0 0
21 Travel to site 1] 0 0 0 0 0 1] 0
22 On-site PSV time 1} ] i 1] 0 0 0 0
23 Report and follow-up letter writing 0 0 0 0 0 0 0 Wil
Meak - Int, 1
24 CRA Kick-0ff Meeting - Travel 0 54 54 54 54 0 0 a
25 CRA Kick-0ff Meeting - Preparation 0 188 188 188 188 0 0 0
26 CRA Kick-0ff Meeting - Attendance 0 270 270 270 270 a0 0 a
27 Investigator Meeting - Travel 1] 27 27 27 27 0 1] 0
28 Investigator Meeting - Preparation/Presentation 0 525 525 525 525 0 0 0
29 Investigator Meeting - Attendance 0 342 342 342 342 0 1] 0
30 TC with sites not at Investigator Meeting 0 162 162 162 162 0 1] 0
Initiation
31 Initiation visit (per site] 0 180 180 180 180 0 1] 0
32 Travel to site [per site) 0 135 135 135 135 0 0 0
33 Visit report and follow-up letter (per site) 1] 270 270 270 270 0 1] 0
34 Telephone initiation [per site] 0 90 a0 a0 a0 0 0 0
Ongoing Study Conduct
35 Ongoing updates into ClubNet/IMPACT 1] 36 36 36 36 0 0 0
36 Telephone off-site monitoring (per site/month) 0 270 270 270 270 0 0 0
37 Monitoring Visit (per wisit) 1] 1,080 1,080 1.080 1,080 0 1] 0
38 Travel to Monitoring Visit (per visit) 1] 720 720 720 720 0 1] 0
33 Visit report and follow-up letter (per visit) 1] 720 720 720 720 0 1] 0
40 Ongoing File Management (per month/site] 0 E19 619 619 619 0 0 0
41 Ongoing Project Management (per wvisit) 1] 2,100 2,100 2,100 2,100 0 1] 0

Close Out Activities

42 Close out visit [time at site/follow up)

A Trmviml bm aibm fmme aibal

4

o
o
o
o

30 90 30 30
n n n n aTn aTn a7n 17i|;|
»

Current owner: Project Manager
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The Internal Cost by Role tab shows a view by resource type of the activities that are predicted for each month.

| Estenal Cost Summaty | Pioject Cost Sunmary _[Intermal Costs by Role| _Resouce Assignmert exciCRAs | Resource Alocation excl CRas | Site Assignment | Resouce Assignment-CRas || [ [ DI
k|l FJEUUDDA-HASludy-PhIII | T[] [United States | [ factive | ¥ [][Cost ¥| %[ [Oiiginal Budget >
Jan08 Feb08 | Mar08 Apr08 | May08 | Jun08 | Jul0B | Aug08 | Sep08 | Oct08 | Nov-08 | Dec08 | Jan03 | Feb03 | Mar03 | Apr03 | May09
210004 210000 210000 210000 000 000 000 000 000 000 000 000 000 000 000 000 000
0.00 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000
187.50 18750 187.50 18750 000 000 000 000 000 000 000 000 000 000 000 000 000
CPL 0.00 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000
526.00 525.00 525.00 52500 000 000 (000 000 000 000 000 000 000 000 000 000 000
Site C 0.00 000 000 000 000 000 000 000 000 OO0 000 000 000 000 000 000 000
Total Tasks 281250 281250 281250 281250 000 000 000 000 000 000 000 000 000 000 000 000 0.00
Project Management 36.00 36.00 36.00 300 000 000 D000 000 000 OO0 000 000 000 000 000 000 000
Project Administiation 0.00 000 000 000 000 000 000 000 000 OO0 000 000 000 000 000 000 000
[Study StartUp 27000 270.00 270.00 27000 000 000 000 000 000 000 000 000 000 000 000 000 000
CRA [Travel Time 936.00 936.00 936.00 93800 000 000 000 000 000 000 000 000 000 000 000 000 000
Monitoring 212400 212400 212400 212400 000 000 000 000 000 000 000 000 000 000 000 000 000
Site Coordination 990.00 990.00 930,00 99000 000 000 000 000 000 000 000 000 000 000 000 000 000
- s 4.356.00 4,356.00 435600 4.356.00 000 000 000 000 000 000 000 000 000 000 000 000 000
0.00 000 000 000 000 000 000 000 00O 000 000 000 000 000 000 000 000
Project Administation 0.00 000 000 000 000 000 000 000 000 OO0 000 000 000 000 000 000 000
[Study StartUp 0.00 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000
CPA [ Travel Time 0.00 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000
M 61875 61875 61875 61875 000 000 000 000 000 000 000 000 000 000 000 000 000
ordinali 0.00 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000
Total Tasks 618.75 61875 61875 61875 000 000 000 000 000 000 000 000 000 000 000 000 000
| Project Management | 0.00 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000
Proi i 0.00 000 000 000 000 000 000 000 000 OO0 000 000 000 000 000 000 000
Study StartUp 0.00 000 000 000 000 000 000 000 000 00O 000 000 000 000 000 000 00O
IMP/Archivist | Travel Time 0.00 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000
Manitoring 0.00 000 000 000 000 000 000 000 OO0 000 000 000 000 000 000 000 000
e Coordnation 0.00 000 000 000 000 000 000 000 000 OO0 000 000 000 000 000 000 000
Total Tasks 0.00 0.00 0.00 000 000 000 000 000 000 000 000 000 000 000 000 000 000
Project Management 213600 213600 213600 213600 000 000 000 000 000 000 000 000 000 000 000 000 000
Project Administration 0.00 0.00 0.00 000 000 000 000 000 000 000 000 000 000 000 000 000 000
Study StartUp 457.50 45750 45750 45750 000 0.00 0.00 000 000 000 000 000 000 000 000 000 0.00
Total Roles | Travel Time 936.00 93500 93600 93600 000 000 000 000 000 000 000 000 000 000 000 000 000
Moniloring 3267.75 3.267.75 326775 326775 000 000 000 000 000 000 000 000 000 000 000 000 0.00
Site Coordination 990.00 990.00 93000 990.00 000 000 000 000 000 000 000 000 000 000 000 000 000
Total Tasks 7.787.25 7.787.25 7.787.25 7.787.25 _ 0.00 000 0.00 000 000 000 0.00 000 000 000 0.00 000  0.00
< |

The Resource Assignment excl CRAs tab lets the user define which employees are assigned to the different
project roles by month and region. Up to two people may be assigned to each role for a given month and region.
CRAs are the only employee type that does not show up here, since the CRAs are assigned later in the model

to the specific sites they will be responsible for.

Estemal Cost Summary I Project Cost Summary | Intermal Costs by Role | Resource Assignment excl CRAs| R location excl CRAs | y A -CRé&s m TIICE

[ DCC1000d 112 5tudy - PRl v] [ ortedsiates =] [ ol Assgmments =
Tl | fb®s | Wm® | Aw08 [ W | dwee | e [ Awe [ Spte | oo | Nes
Pt [erms Thompsor] <|  Jenna Thompsan Jenna Thompson _ Jerna Thompson _ Jerna Thompsan  Jenna Thompson _ Jenna Thampson _ Jenna Thompson_ Jenna Thompson_ Jenna Thampson _Jenna Thompson »
P2
CPAT HaleyRoberts  HaleyRobeis  HaleyRobets  HaleyRobeis  HaleyRobets  HaleyRobeis  HaleyRobets  HaleyRobets  HaleyRobets  HaleyRobeits  Haley Roberts
CPA2 | MoggeWel  MaggeWel  MaggeWels  MaggieWels  MaggeWels  MaggieWels  Maggie\els  MoggeWels  MaggeWel  MaggeWels  Maggie'Wels
IMP/Archivist] Moly Jones Moly Jones Moly Jones Mol Jones Moly Jones Moly Jones Mol Jones Moly Jones Moly Jones Moly Jones Mol Jones
IMPArchivist2
4 | i
Current owner: Project Manager
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Next, the Resource Allocation excl CRAs tab allocates cost and hours to individual employees based on the

roles they were assigned and the activities that are predicted that month for that particular role. By default, if

two employees are assigned to a given role, each will be allocated 50% of the cost and hours for the role. The

user can override that 50% split and, for example, assign one employee 75% and the other 25% of the cost

and hours related to their role.

|| Estemal Cost Summary | Prect Cost Summary | Intemal Costs by Role | Resource Assignmert exci CRAs _ Resource Allocation excl CRAs| _Sie Assigrment

(| FDCCI0004 - 174 Study - Phll ] | [Orted States

=] wifme

Resource Assignment - CRés ||

CICL)

Role

| Days Allocated Calculated | Override Caloulated Allocation?

Allocation % Overide | Allocati

CPL1

Project Management
Project Admnistration
Study Start-Up
Travel Time
Moritoring

Site Coordnation

Total Tasks

CPL2

Project Administration
Study Start-Up
Travel Time

Site Coordination

Total CPLs

CPa1

CPa2

Total CPAs

Total Tasks
Project Management |
Project Administratior
Study Stait-Up

Travel Time

e Cooidination
Total Tasks

Sty Startlp |
Travel Time

Monitoring 1
Site Coordination

Total Tasks

Project Management
Project Admnistratic

StdyStalp |

Monitoring
Site Coord
T

Project Management
Project Admistration
Study Stat-Up
Travel Time

Monitoring

Site Coordination

IMPZA¢chivistl

Ld

Jenna Thompson
Jenna Thompson
Jenna Thompson
Jenna Thompson
Jenna Thompson
Jenna Thompson

Haley Roberts
Haley Roberts
Hales Roberts
Haley Roberts
Haley Roberts
Haley Roberts

Maggie Wells
Maggie Wells
Maggie Wells
Maggie Wells
Maggie Wells
Maggie Wells

Moll Jones
Molly Jones

525
0.00
047
000
131
0.00

00%
0.0%
0.0%
00%
00%
0.0%
0.0%
00%

0.0%
00%

0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0z
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0z
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0z
0.0%
0.0%
0.0z
0.0z
0.0%
0.0
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%
0.0%

0.00
0.00
0.00
000
0.00
0.00
0.00
0.00
0.00
0.00
000

% Ovewride Cale | DaysAllocated Overiide | Final Days Allocated |
00

5.25
0.00
0.47
0.00
1.31
0.00
7.03
0.00
0.00
0.00
0.00
0.00
0.00
0.00
5.25
0.00
0.47
0.00
1.31
0.00
7.03
0.00
0.00
0.00
0.00
0.70
0.00
0.70
0.00
0.00
0.00
0.00
0.70
0.00
0.70
0.00
0.00
0.00
0.00
1.4
0.00
14
0.00
0.00;

1o

Current owner: Project Manager
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In the Site Assignment tab, the user has to populate the investigator and town for each site that will be used for

the study.

Resource Allocation excl CRAs | Site Assignment | Resource Assignment - CRAs | Fesource Allocation - CRAs "l E @ IE] [ﬂ

’kbﬂ 58610004 -114 Study - Ph Il 3
Study Code Short Name | Investigator | Town -
1 CC1004-114 Study  H. Thompson Princeton
2 PR_1001  CC1004 - 114 Study B. Robinson  Springfield
3 PR_1001  CC1004-114 Study  'W. Harrington Syracuse
4 PR_1001  CC1004 - 114 Study G. Winters Chester
5 PR_1001  CC1004 - 114 Study  'W. Harrington Bath
B PR_1001  CC1004 - 114 Study
7 PR_1001  CC1004 - 114 Study
8 PR_1001  CC1004 - 114 Study
8 PR_1001  CC1004 - 114 Study
10 PR_1001  CC1004 - 114 Study
1 PR_1001  CC1004 - 114 Study
12 PR_1001  CC1004 - 114 Study
13 PR_1001  CC1004 - 114 Study
14 PR_1001  CC1004 - 114 Study
15 PR_1001  CC1004 - 114 Study
16 PR_1001  CC1004 - 114 Study
17 PR_1001  CC1004 - 114 Study
18 PR_1001  CC1004 - 114 Study
19 PR_1001  CC1004 - 114 Study
20 PR_1001  CC1004 - 114 Study
21 PR_1001  CC1004 - 114 Study L]
L7 7 ] {=]=0 Naluk] CrANnNd 114 Choda
| Current owner: Project Manager |

Now we come to the Resource Assignment — CRAs tab, where the user has to populate the center status and

the CRA assigned to that site for each month of the study.

Site Assighment |Resource Assignment - CRA3| Resource sllocation - CRAs I Milestones | Assumptions | IE @ IE

?D F_)CC10004-114 Study - Phll :] 'jt[“Jan-DB :]
Study Code | Short Name | Investigator | Town |  Region | Centre Status | CR& -

1 PR _1001) CC1004-114Study  H. Thompson Princeton  United States Active  Randy Holmes
2 PR_1001  CC1004 - 114 Study B. Robinson  Springfield  United States Active Carrie Woods
3 PR_1001  CC1004-114 Study W, Harrington Syracuse  United States Active Steve Clark
4 PR_1001  CC1004 - 114 Study G. Winters Chester Europe Active Karen ‘White
5 PR_1001  CC1004 - 114 Study W, Harrington Bath Europe Active Amy Gordon
B PR_1001  CC1004 - 114 Study
7 PR_1001  CC1004 - 114 Study
8 PR_1001  CC1004 - 114 Study
9 PR_1001  CC1004 - 114 Study
10 PR_1001  CC1004 - 114 Study
1 PR_1001  CC1004 - 114 Study
12 PR_1001  CC1004 - 114 Study
N3 PR_1001  CC1004 - 114 Study
14 PR_1001  CC1004 - 114 Study
s PR_1001  CC1004 - 114 Study
16 PR_1001  CC1004 - 114 Study
iz PR_1001  CC1004 - 114 Study
18 PR_1001  CC1004 - 114 Study
1 PR_1001  CC1004 - 114 Study
20 PR_1001  CC1004 - 114 Study
21 PR_1001  CC1004 - 114 Study ;]
M {=]=T0 uluh CrANnNd 114 CraoAn

Current owner: Project Manager |
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In the next tab, Resource Allocation — CRAs, the predicted days required of each CRA are calculated by month,

site and region. This data will then feed into the Timesheet module, if that module is used, in order to calculate

predicted vs. actual days and target chargeable time for each CRA.

I Site Assignment | Resource Assignment - CRAs lFIesource Allocalion-ERAsl Milestones | Assumptions |

l ?ﬂ IUnited States

| (| EyCCiongs - 114 Study - PRI w| (| Pan8

=

UL

3

Role Assighments | Region | Final Days Allocated
1 Bandy Holmeg United States 0.03
2 Carrie Woods United States 0.03
3 Steve Clark United States 0.03
4 0.00
5 0.00
5 0.00
7 0.00
8 0.00
9 0.00
10 0.00
11 0.00
12 0.00
13 0.00
14 0.00
15 0.00
16 0.00
17 0.00
18 0.00
19 0.00
20 0.00
21 0.00
22 0.00
23 0.00
24 0.00
25 0.00
L) nnn

-

Current owner: Project Manager
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The next tab is Milestones, where the user is able to enter date information on the various milestones that occur

during a study.

Site Assignment | Resource Assignment - CRAs | Resource Allocation - CRAs | Milestones | Assumptions [E] @ |:[>]

?[]FJCU 0004 - 114 Study - Phll 1'

Planned | Updated Plan |

Actual | DRA/COM Informed within 21 Days of Actual Date

Final Protocol Received

MREC Approval

Last Protocol Amendment

1st LREC

Last LREC

DRA Auth to proceed with recruitment & importation

First Patient Consented

First Patient In

Last Patient In

Last Patient Last Visit

Database Freeze

Final Study Report

03/01/0

03/12/07
09/25/07
10/02/07
10A10/07
1015407
11/05/07
11720407
02/20/08
04/10/08
0E6/15/08
07/15/08

08/01/07
09412407
09/25/07
10/02/07
10410407
10415707
1110407
11/20/07
02/20/08
04/10/08
06/15/08
07/15/08

03/02/07
03/12/07
09/25/07
10/02/07
10M104/07
114707
11/08/07
11/25/07
02/24/08
04/14/08
0617708
07/20/08

Yes

Enter dates as DDJMM/YY Format

| Current owner: Project Manager |

The final tab in the Project Budgeting application is Assumptions, which holds the assumed number of working

hours per day for each region and the forecast version that is being used for the resource allocation calculations.

The administrator is able to adjust these assumptions as necessary.

| Site Agsignment | Resource Agsignment - CRAs | Resource Allocation - CRAs I Milestones | Assumptions E E| @

Factor | Current Forecast Version
United States 8.0 Original Budget
Factor i
Europe 7.50 Original Budget

l Current owner: Project Manager |

This concludes the description of the tabs in the Project Budgeting module. There are several links that populate

the Timesheet module, if used, with the appropriate data from the Project Budgeting module. They are described

in detail in the Setup document provided with the data model download.

Now let’s turn to the Timesheet module. As noted, the timesheet module can be bypassed and data loaded from

existing time reporting systems. In addition, the Blueprint enables additional scenario modeling capabilities

where necessary.
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Timesheet Module

Access to the Timesheet module is assigned by employee. Each employee is responsible for populating a

timesheet with actual time worked against projects and tasks on a regular basis. This input is then compared

against calculated projections that are fed in from the Project Budgeting module. The employee submissions roll

up to line manager and then operations manager reviews by region.

% Cognos Planning - Contributor
Bob Jones

Welcome - Cognos Planning
Driving effective performance planning.

= (] Reviews A
=@ Operations Manager - Global
= @ Operations Manager - Eurpe
D CRA Line Manager - Europe
O Karen white
@ Brian Hamm
9 Amy Gordon
= CPALine Manager - Europe
Q Henry Klein
O Melanie Brand
@ CPL Line Manager - Europe
@ Mike Smith
@ Paul Harkins
=@ IMPjArchivist Line Maniager - Europe
D Jason Keller
£ @ Operations Manager - US
= CRA Line Manager - US
@ Randy Holmes
9 Carrie Woods
@ Steve Clark
=+ CPALine Manager - US
O Haley Roberts
Q Maggie Wels
=@ CPL Line Manager - US
@ Jenna Thompson
@ Kim Johnson
=1 @ IMPJArchivist Line Manager - US
@ Molly Jones

i

I

You are a reviewer for:

User Instructions About Help

Name State Ownership Reviewer |Last Data Change

Operstions Manager - Global Q Work In Progress v Emasilall W W 1:36:24 AM - Thursday, August 07, 2008 v
Which is made up of:

Name State [ownership Reviewer Last Data Change

Operations Manager - Global (All Email All

Operations Manager - Europe & Work In Progress v gobJlones W EmailAll W 1136123 AM - Thursday, August 07, 2008 v
Operations Manager - US @ Work In Progress ¥ Boblones W Email Al W 1:33:55 AM - Thursday, August 07, 2008 v

Workflow information for Operations Manager - Global: -

Current state: @ work In Progress.

All iterns that make up this e.List itern have been edited and saved. At least one itern has not yet been submitted. More...

Time of last state change: 1:11:11 AM - Thursday, August 07, 2008

User who last changed state: Bob Jones

Viewed: no
Reviewed: no

[ @ Operations Manager - Europe =

Plan - Monitor - Report

]

I 2 [

The first tab in the Timesheet module is the Region Assignment tab. Each employee is assigned to work in a

single region.

| Region Assignment | Leave Tracker Assumptions

Annual Leave Tracker | Time Input m

RICIC)

Region

F.) Randy Holmes  Lnited State

hd

Current owner: Randy Holmes

19



The Administrator populates the Leave Tracker Assumptions tab with data about which days are weekends and

public holidays for the employee’s region.

| Region Assignment |Leave Tracker Assumplions| Annual Leave Tracker | Time Input | Time Summary | Site Activity Input | Site Activity Surmary | Daps Available ||| @B@
[ [Leave Assumption =l
1J2[3[4a][s5[6[7z[8[s[mw[n[2[13[1a[s[1e[17[8[19[20][2a1[22][B3[24][5][26[27[268][28] 30 [ 3
Jan-08 woow wWoow woow woow
Feb-08 woow woow wooow woow nfa nla
Mar08 | w w woow wooow ph  w w ph w w
Apr-08 wWoow W w W W w w n/a
May-08 w w ph woow woow w w ph w
Jun-08 w woow woow woow w oW nia
Jul-08 woow woow wooow woow
Aug-08 woow woowW woow w w ph W w
Sep08 | woow wooow w w w w n/a
Oct-08 woow woow woow woow
Nov-08 woow woow woow wooow w w  nfa
Dec-08 woow woow woow ph ph w w
Jan08 | ph woow woow woow wWoow w
Feb-09 w wow woow woow w w nla nla
Mar-09 woow wooow woow wooow
Apr03 w oW woow woow wooow n/a
May03 | w ow woow wooow wooow w w
Jun09 woow woow woow woow n/a
Jul09 woow woow woow wooow w
Aug-09 w woow woow wooow wooow
Sep-03 woow woow wooow wooow
DOct-09 woow woow w W woow W w
Noy-03 woow woow L) woow n/a
Dec-03 W woow woow wow w
| Current owner: Randy Holmes |

In the next tab, Annual Leave Tracker, the employee has the ability to enter information on additional non-
chargeable days. The categories available through the drop-down menu for each day are holiday, ¥ day holiday,
training, % day training, sick, % day sick, public holiday, not working, weekend, not applicable, absence with

permission and % day absence with permission.

| Region Assignment | Leave Tracker Assumglions  [Annual Leave Tracker] Timeinput [ Time Summary | Site Activiy Input_| _ Site Actiity Sunmary | Days Avaiable | Mandays | Mendays Sunmesy || HENN
3 [| P Frandy Holmes | [|[Final Days >l

21345 (678 9] 1 [12] i3] 14[15] 16 1718 18 2] 21 [22] 23] 24| %5 [ % [ 27 [ 28 | 25| 3 | 31 | Days Holiday | Days Sick [Days Tramins

w w h h h w W w w w 3.00 0.00 [

w W w w w w W n/a nia 0.00 0.00 0

" w w w W ph w w ph w ow 0.00 0.00 0

w w h w W s w W w nla 1.00 1.00 ]

w w ph w W w W w w ph w 0.00 0.00 u

w w w w W nia 0.00 0.00 ]

w w w w W w 0.00 0.00 ]

w W w W w w w w ph w w 0.00 0.00 0

w w w W w w w nla 0.00 0.00 U

w W w w w W w W 0.00 0.00 0

" w w w W w W w w nia 0.00 0.00 0

w o w w w oW ph ph w w 0.00 0.00 0

w w w W w W w w w 0.00 0.00 U

w w w w w W w w nia n/a 0.00 0.00 ]

w w w w w W w 0.00 0.00 [

w w w W w W w o w nla 0.00 0.00 0

" w w w W w W w w 0.00 0.00 ]

w w w W w W w nla 0.00 0.00 ]

w ow “ W w w w w w 0.00 0.00 o

w w w w w “ W 0.00 0.00 0

w W w w W w o w 0.00 0.00 0

" w w w W w w w 0.00 0.00 u

w w w w W w W nla 0.00 0.00 ]

“ w " W w W w w w 0.00 0.00 [}

4 | i}

Enter any adjustments into the Final Days dimension. Enter Annual Holidzy Allowed for ech month.
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The next tab, Time Input, is pre-populated with the activities that an individual had been assigned in the Project
Budgeting module by study and month. At the bottom of the tab there are also categories for non-chargeable
activities. The user is required to enter actual time worked against each study (or non-chargeable category) by

day and activity type.

| Regonassignmert | Leave Tracker Assumptions | Annual Leave Tracker [ Time Input | Tine Summary | Site Activiy Input | Site Activiy Summary | Days Avaiable | Mandays | Mandeys Summary ||

e[| P Rondy Hoime: =1 p[ o0 =
| Role | Activity =S P [ ] [ T [ 8 s [ 10 [ 11 | 14 15 [ 16 1 [ 18 | 21 | 22 [ 23 | 24 |
1 ERal - Project Management 000 200 200 200 000 000 000 000 000 000 000 000 000 000 000 000 000 000
2 CRA Study StatUp 000 100 100 100 000 000 000 000 000 000 000 000 000 000 000 000 000 000
iﬁ CRA Travel Time 000 100 100 100 000 000 000 000 000 000 000 000 000 000 000 000 000 000
CC1004 - 114 Study |4 CRA Monitoing 000 200 200 200 000 000 000 000 000 000 000 000 000 000 000 000 000 000
I CRA Site Coordination 000 200 200 200 000 000 000 000 000 000 000 000 000 000 000 000 000 000

003 000 000 000 000 000 000 000 000 OO0 000 000 000 000 000 000 000 000
000 800 800 800 000 000 OO0 000 000 000 000 000 000 000 0.00 000 000 0.00
000 000 000 000 000 OO0 OO0 000 000 000 00D 000 000 000 000 000 000 000
000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000
000 000 000 000 000 000 000 000 000 000 000 000 000 OO0 000 000 000 000

CC1004 - 115 Study [ 000 000 000 000 000 OQOD QOO 000 000 00O 000 OO0 000 000 000 000 000 000
B 000 000 000 000 000 OO0 OO0 000 000 OO0 000 000 000 000 000 000 000 000

|8 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000

otal 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 0.00

i 000 000 000 000 000 OQOD QOO 000 000 OO0 OO0 OO0 000 000 000 000 000 000

12 000 000 000 000 000 OO0 OO0 000 000 000 000 000 000 000 000 000 000 000

| 000 000 000 000 000 000 000 000 000 002 000 000 000 000 000 000 000 000
CC1004 - 283 Study i 000 000 000 000 000 000 000 000 000 000 OO0 OO0 000 00D 000 000 000 000
000 000 000 000 000 OQOD OO0 000 000 OO0 OO0 O0OO 000 OO0 000 000 000 000
|6 1 00) 000 000 000 000 OO0 000 000 000 000 000 OO0 000 000 000 000 000 000

otal 000 000 000 000 000 000 OO0 000 000 O0OC0 000 000 000 000 000 000 000 000
| 000 000 00O 000 00O OO0 OO0 000 000 000 OO0 OO0 000 000 000 000 000 000
000 000 000 000 000 000 OO0 000 000 000 000 000 000 000 000 000 000 000
000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 QOO0 000

Dia AML-003 Study 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000
000 000 (000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000

000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000

000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 0.00 000 0.00

CRA Project Management 000 000 000 000 000 000 000 000 000 300 300 000 300 300 300 300 000 300

CRA Travel Tine 000 (000 (000 000 000 000 000 000 000 100 100 000 100 100 100 100 000 100

CRA Monitoing 000 000 000 000 000 000 (000 000 000 300 300 000 300 300 300 300 000 300

Dia AML-004 Study CRA Site Coordination 000 000 000 000 000 000 000 000 000 100 100 000 100 100 100 100 000 100
000 000 000 000 000 OO0 D000 000 000 D000 000 000 000 000 000 000 000 000

000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000

000 000 000 000 000 000 000 000 000 800 800 000 800 800 800 800 000 800

Diamide AMLAO09 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000

AR NNN AAn AAN AfA AN 00N AA AN AGA NAR AAN AN ANA AAR AAD A0 nnn

1|

4 - indicates lower than expected hours for the day Current owner: Randy Holmes
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The Time Summary tab summarizes the data from the time input tab by activity, month and study, and it can

be viewed by days or hours worked.

l_Flegion Assignment I Leave Tracker Assumptions I Annual Leave Tracker | Time Input | Time Summary I Site Activity Input I Site Activity Summary ||| M |ﬂ| M |!|
k| P> Randy Holmes > pfe08 ~] [ [Pass ~|
Total | CC1004-114 Study | DiaAML-004 Study | Diamide AML-010 | Total Non chargeable | NCtoCO [ NCbyCO
Total Clinical Ops Activity 22.0 3.00 7.00 5.00 7.00 2.00 5.00
% Chargeable Time 68.2% 100.0% 100.0% 100.0% 0.0% 0.0% 0.0%
Total Chargeable 15.00 3.00 7.00 5.00
Project Management 463 0.75 263 1.25
Project &dministration
Project Handover
Study Start-Up 0.69 0.38 0.31
Travel Time 1.88 0.38 0.88 0.63
Monitoring 463 0.75 2.63 1.25
Site Coordination 319 0.75 0.88 1.56
Total Nonchargeable 7.00 7.00 2.00 5.00
Business Unit Advisory
IST Management
General Admin 5.00 5.00 5.00
General Management
General Training
Training Delivery
Holiday 1.00 1.00 1.00
Sick 1.00 1.00 1.00
IS Issues
Supplier Training
Public Holiday
lCuvrent owner: Randy Holmes ]

On the Site Activity Input tab, the CRA enters information about the activities performed at each site during

the month. If an employee is not a CRA, any site-specific (CRA-only) tabs would be hidden from that employee.

|| Region ssignment | Leave Tracker Assumptions | anvl Leave Tracker | Tine Input | Tine Summary [Site Activity Input | Site Activiy Sunmary | Days Avaistie | Mandays | Mandeys Summary || AEPM

p{| F)Randy Holmes | pfpus ~|
1 2 | 3 | 4 | 3 | 3 7 | 8 [ 9]0
Study Code T PR_1005 PR_1005 PR_1005 PR_1005 PR_1012 PR_1012 PR_1009
Short Name CC1004-1145tdy  DisAMLOD4 Study  DisAMLO04 Study  DisAMLO0A Study  Dis AMLOD4 Study  Dismide AMLO10  Diamide AMLOT0  Relakamid Study NHL 103
Investigator H. Thompson W. Harington 6. Winters H. Thompson R Emerson R, Emerson N, Russel R. Emerson
Town Princeton Syracuse Cohambus Danbuy Greenwich Oilando Kansas Ciy Orlando
Centre Status Close Out Intistied Iniistied Intistied Iniiatied Active Active Non-active
Iniition Date Jan08 Jun8 Jun08 Jur08 Jun38 Aor02 Apr08 Feb09
iment End Date Mar-08 0ct08 0ct08 0ct08 00108 Sep 2 Sep08 M09

Patient Taiget 0 E » S * 0 ) 0 0
Patient Target Cumulated 125 70 70 70 70 160 160 o o
#of paients screened 0 5 2 u % 53 5 0 o
# of patients screened cumulated 150 90 89 88 s 214 206 0 o

of patients entered 0 34 kS 38 E 39 ) 0 0
1 of patients entered cumulated 125 70 7 70 161 160 o o
Hof patients n folowup 0 0 0 0 0 5 5 ]

of palients completed ot wihdiawn ) 0 0 0 0 0 5 5 0 0

of patients or wi 125 0 0 0 0 56 52 o o
#0f CRF segments to DM ths morth 0 0 0 0 0 0 0 0 o
#of CRF segments on site eq CRA SOV/verlicalion 0 0 0 0 0 o 0 0 o
[ # of vists conducted tis month 0 185 17 18 73 318 a2 0 0
#0f vsts reports outstand 0 0 0 0 0 0 0 0 o
[ # of Recorded Telephone Contacts tis menth 0 0 2 2 1 5 2 0 0
Check WARNING WARNING
Site Count 1.0 1.0 1.0 1.0 1.0 1.0 1.0 00 00 o
< | |

Current owner: Randy Holmes
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The Site Activity Summary tab summarizes actual vs. predicted hours and site counts by study and month.

| Regionassigrmert | Leave Trackerssumptions | rnual Leave Tracker | Time Input | Time Summary | Site Actiy Input_[ Site Activity Summary | Days Avaiable | Mandays | Mandays Summay || RIEICLC]

] Pancly Holmes =
B — Fbte | W S T S N T

Predicted | Actual | Variance | Predicted | Actusl | Variance | Predicted | Actusl | Variance | Predicted | Actual | Variance | Predicted | Actual | Variance | Predicted | Actual |

e ol 3 o 300 300 0.00 00 3.0 000 zoo 7. [ 700 700 000 700 700

IR 4134 4100 (034) 4134 4100  (034) 4134 4100  (0.34) 14522 12000 (2522) 10911 10800  (1.11) 18201 12400

e 100 100 0.00 100 100 0.00 100 100 0.00 100 100 0.00 100 100 0.00 10 100

2420 200 (@20 2420 2400 (020) 2420 2400  (0.20) 370 2400 (7.70) 75 1200 450 75 1200

e 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 om0

000 000 000 0w 0w 0.00 0 00 0.00 00 000 0.00 000 000 000 0w 000

i 000 000 000 0w om 0.00 000 000 0.00 0 000 0.00 000 000 0.00 oo 00

0 000 000 om0 0w 0.00 000 000 0.00 0 00 0.00 000 000 0.00 om 00

TS 000 000 000 00 0w 0.00 000 000 0.00 0 o0 0.00 000 000 0.00 0 00

000 000 000 0w om 0.00 0 00 0.00 0 00 0.00 0m 00 0.00 0 000

T 000 000 000 0w 0w 0.00 0 0o 0.00 40 40 0.00 w40 0.00 s 40

000 000 0.00 000 0m 0.00 000 000 000 5972 5600 (372) 5972 560 (372) 1282 7200

—— 000 000 000 0w 0w 0.00 000 000 0.00 000 000 0.00 000 000 0.00 a0 000

000 000 000 0w om 0.00 00 0o 0.00 0 00 0.00 00 000 0.00 o 00

PN 200 200 0.00 20 200 0.00 200 20 0.00 20 200 0.00 20 200 0.00 20 2m

1714 1700 (014 1714 1700 (014) 1704 1700 (0.14) 5380 4000  (1380) 4183 4000  (1.89) 4183 4000

m— 0 oo 000 0w om 0.00 0 000 0.00 0 00 0.00 0 00 0.00 om0

[Hous 000 000 000 om 0w 0.00 000 000 0.00 000 om 0.00 000 000 0.00 000 00

10 |Bolstes 000 000 000 00 0w 0.00 000 000 0.00 000 000 0.00 000 000 0.00 0o 000

Hous 000 000 000 00 0w 0.00 0 oo 0.00 0 o 0.00 00 000 0.00 0w 00

< | i |

Shows CRA Activity only for both Predicted and Actual Current owner: Randy Holmes

The Days Available tab shows target chargeable days by month for each role.

| Leave Tracker Assumptions | annual Leave Tracker | TineInput | Time Summay | Site ActivityInput | Site Activity Summary | Days Available Merv!ays' Mandays Summary | Hous per Day Assumption | TIICE)
T [ FORand s =
T [ Jan08 | Feb0B | Mar08 | Apr02 | May08 | Jun0B | Jul08 | Aug0B | Sep08 | Oct0B | NovDB | DeclB | Jan09 | Feb03 | Mar09 | Apr03 | May03 | Jun09 | Jui03 | Aug09 | Sep0d
= Days Available 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 Q00 000
Comment
T DaysAvaisble | 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500
Comment
cPa [Days Available 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 0O
Comment |
Days Availsble 000 000 000 000 000 D000 000 000 000 000 000 000 000 000 000 000 000 000 000 000 00
IMP/Achivist |22 08
Total Roles _ Daysévsisble | 15.00 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 1500 15.0(
4 | |

Current owner: Randy Holmes
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The Man-days tab summarizes actual and predicted days worked by month, role and study, and the variance

between them.

] Leave Tracker Assumptions | Annwal Leave Tracker ] Tine Input | Tine Summary [ Sile Activy Input | Site Activiy Surmayy | Days Avaiatle [Mandays ] Mandeys Summary | Hioes pei D Assiiplion | PRIz
| FDRandy Holnes >l
Jan0B Feb 08 T Mar-08 T Apc08 T May08 [ Jn08 =
Predicted | Actual | Variance | Predicted | Actual | Variance | Predicted | Actual | Variance | Predicted | Actusl | Variance | Predicted | Actual | Variance | Predicted |t
CPL Mandays 0.00 0.00 000 0.00 0.00 000 0.00 0.00 000 0.00 0.00 0.00 0.00 0.00 0.00
CPA Mandays | 000 000 0.00 0.00 0.00 0.00 0.00 0.00 0.00 000 0.00 0.00 000 0.00 0.00 0.00
Total IMP & AS Mandays 000 000 0.00 000 000 0.00 0.00 000 0.00 000 0.00 0.00 000 000 0.00 0.00
|CRA Mandays 517 513 (0.04) 517 513 (0.04) 517 513  (0.04) 1815 1500  (3.15) 1364 1350 (014 2275
Total Mandays 517 513 (0.04) 517 513 (0.04) 517 513  (0.04) 1815 1500 (315 1364 1350 014 2275
CPL Mandays 000 000 0.00 000 000 0.00 000 0.00 0.00 000 000 0.00 000 000 0.00 0,00
CPA Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CC1004- 114 Study IMP & AS Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CRA Mandays 303 300 (0.02) 303 300 (0.02) 03 30 (0.02) 3% 300 (0.96) 034 150 0.56 034
Total Mandays 303 3.00 (0.02) 303 3.00 (0.02) 303 300  (0.02) 396 300  (0.96) 094 150 0.56 0.94
CPL Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 00 0.00 000
CPA Mandays | 000 000 0.00 000 000 0.00 00 000 0.00 000 000 0.00 00 000 0.00 000
CC1004 - 115 Study S 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
(! 000 000 0.00 000 000 0.00 000 0.00 0.00 000 000 0.00 000 000 0.00 0,00
| M 000 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 000 0.00 0.00 000 0.00 0.00 0.00
CPL Mandays | 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CPA Mandays | 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CC1004 - 283 Study IMP & AS Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CRA Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
Total Mandays 000 000 0.00 0.00 0.00 0.00 0.00 0.00 0.00 000 0.00 0.00 000 0.00 0.00 0.00
CPL Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CPA Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
Dia AML-003 Study IMP & AS Mandays | 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CAA Manday 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
Total Mandays 000 000 0.00 000 0.00 0.00 0.00 0.00 0.00 000 0.00 0.00 000 000 0.00 0.00
CPL Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
[ s 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
Dia AML-004 Study ndays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CRA Mandays 000 000 0.00 00 000 0.00 000 000 0.00 745 700  (0.48) 746 7.00 (0.46) 1658
Total Mandays 000 000 0.00 0.00 000 0.00 0.00 0.00 0.00 746 7.00  (0.46) 746 7.00 0.46)  16.58
CPL Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CPA Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
Diamide AML-003 IMP & AS Mandays 00 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 00 00 0.00 000
CRA Mandays | 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
| Total Mandays 000 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 000 0.00 0.00 000 0.0 0.00 0.00
CPL Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CPA Mandays 000 000 0.00 000 000 0.00 000 000 0.00 00 000 0.00 000 000 0.00 000
Diamide AML-010 IMP & AS Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CRAMandays 214 213 (0.02) 214 213 (0.02) 214 213 (0.02) 673 500 (.73 524 500 (0.24) 524
Total Mandays 214 213 (0.02) 214 213 (0.02) 214 213 (0.02) 673 500  (1.73) 524 500 (0.24) 5.24
CPL Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
CPA Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
Relaxamid Study NHL 102 [IMP & AS Mandays | 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
s 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 0,00
andays 000 0.00 0.00 000 0.00 0.00 0.00 0.00 0.00 000 0.00 0.00 000 0.00 0.00 0.00
Relaxamid Study NHL 103 | CPL Mandays 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000 000 0.00 000
K1 | _J_'
Current owner: Randy Holmes

The next tab is Man-days Summary, which provides a total of actual, predicted and target days available by

month and role.

] Leave Tracker Assumplions | Annual Leave Tracker | Time Input | Time Summary I Site Activity Input | Site Activity Summary | Days Lvailable ‘ Mandays | Mandays Summary m |E| El E IE
(| F)Randy Holmes |
’ Jan08 i Feb-08 Mar-08 i | i _Api08 I
Rg— Predicted | Actual | Variance | DaysAvaiable | Predicted | Actual | Variance | DaysAvaiable | Predicted | Actual | Variance | DaysAvaiable | Predicted | Actual | Variance | Days Avaiable |di
CPL Mandays 0.0 0.00 0.00 0.00 0.00 000 0.00 A 0.00 0.00 0.00 000 0.00 000 0. .00
CPA Mandays 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 000 000 0.00 0.00 0.00 0.00 0.00 000
IMP & AS Mandays 0.00 0.00 0.00 0.00 0.00 000 0.00 0.00 000 000 0.00 0.00 0.00 0.00 0.00 0.00
CRA Mandays ] 517 513 (0.04) 1500 517 513 (0.04) 1500 517 513 (0.04) 15.00 1815 1500 3.15) 1500
Total Mandays 517 513 (0.04) 15.00 517 513 (0.04) 15.00 517 513 (0.04) 15.00 18.15 15.00 (3.15) 15.00
4 | 5|
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The final tab in the Timesheet module is the Hours per Day Assumption tab, which holds the assumption for

number of working hours per day by region.

I Days Available | Mandays | Mandays Summary | Hours per Day Assumption E E IE El

'kbl] |Factor ﬂ

Hours per Day

United States
Europe 7.50

Current owner: Randy Holmes

SUMMARY

Performance management systems allow clinical trial managers to forecast staffing resources and provide a
measurement process so that performance against the goals can be tracked and updated. Manual spreadsheet-
based systems are error-prone and consume valuable staff time to reconcile and rekey information. The IBM
Cognos Clinical Trial Resource Planning Performance Blueprint addresses these inefficiencies and allows
clinical trial managers to effectively forecast, manage and track staffing costs. It provides a flexible template that

can be easily adapted and modified to meet the needs of the individual clinical trial manager.

To learn more about the IBM Cognos Clinical Resource Planning Performance Blueprint or other Blueprints,

please visit http://www.cognos.com/innovationcenter.

ABOUT COGNOS,AN IBM COMPANY

Cognos, an IBM company, is the world leader in business intelligence and performance management solu-
tions. It provides world-class enterprise planning and BI software and services to help companies plan, under-
stand and manage financial and operational performance. Cognos was acquired by IBM in January 2008.

For more information, visit http://www.cognos.com.

FOR MORE INFORMATION

Visit the Cognos Website at www.cognos.com.

L REQUEST A CALL
To request a call or ask a question, go to www.cognos.com/contactme A Cognos representative will respond

to your enquiry within two business days.
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ABOUT THE IBM COGNOS INNOVATION CENTER FOR
PERFORMANCE MANAGEMENT

The IBM Cognos Innovation Center for Performance
Management 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
cut costs, streamline processes, boost productivity,
enable rapid response to opportunity and increase
management visibility. Staffed globally by experts in
planning, technology and performance and strategy
management, the Innovation Center partners with more
than 600 Cognos customers, academics, industry
leaders and others seeking to accelerate adoption,
reduce risk and maximize the impact of technology-
enabled performance management practices. To join,

visit www.cognos.com/innovationcenter.

(10/08) AN IBM® COMPANY



