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• Capabilities and expertise matter, but 
what about the cost? 

o CRO Budget Systems are all different 

- Good, Bad and Ugly 

- RFPs and the reality gap 

- Managing Competitive bids 

o Bid Grids – comparing like & like or 
creating confusion? 

 

 

Bid Grid Realities  
- Preparing for change 
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1. A form of torture for CRO BD staff? 

2. A method to fully compare costs by task or 
functional groupings 

3. A replacement for Scope of Work detail. 

4. A replacement for CRO proposal formats?  

5. A tool that can be adapted to identify and 
quantify indicate key costs and outliers 

Bid Grid Realities-  
What is a Bid Grid? 
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Bid Grid Realities 
Contributing Factors  
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• Use sponsor defined RFP template 

o Compare like & like? Really? 

• Use CRO templates 

o Sorting the detail from the ‘noise’ 

• Use both? 

o How much detail is required – what are 
the vital variable that need to be 
analysed 

Bid Grid Realities 
Options…… 
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• Create benchmark SOW-driven cost to 
compare CRO template proposals 

• Requires:  

o Integration of SOW & $ Grid 

o Accurate input from functions (DM etc.) 

o Well developed study design/feasibility 

• Combine with sponsor template? 

 

Bid Grid Realities 
Sponsor-specified SOW variables  
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• Advantages 
o Forces early development of SOW 

o Compares grouped tasks between CROs 

o Early reality check of forecasted budget 

• Risks 
o Sponsor-defined feasibility (time, 

resource, geography) – need CROs own? 

o Lacks detail for analysis – need CRO grids 

 

Bid Grid Realities 
Sponsor-specified SOW variables  
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• Recommendation (needs good 
relationship with CROs) 
o Pre- RFP workshops with CROs to develop 

TA feasibility and study design 
- Interaction outside of bid situation 
- Refinement of study design 
- Comparison of TA expertise and resource 
- Builds communication channels 
- Involvement of study team members 
- Supports early SoW development 

 

Bid Grid Realities 
Sponsor-specified SOW variables  
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• Rush to start…… 
o Feasibility 

o Contracting 

o Selection criteria cost vs. capability 

o Chang in resourcing 

o Competitive landscape changes 

o Geo-Political changes 

o Organisational changes 

 

 

What Could Possibly  
Go Wrong? 
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• And then…… 
o Who tracks changes? 

o How are SoW/Budget changes agreed & 
authorised? 
- Change Notification process 

- Change Order processing 

- Budget reconciliation (multiple or single?) 

- Invoice management 

- Impact to associated services….. IWR, Labs etc. 

 

 

What Could Possibly  
Go Wrong? 
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• Fixed Price Contract – The solution? 

o Works in predictable study scenarios 

- Phase I studies 

- Good recruitment TA/Indication 

- CRO will build-in contingency ($) 
– Pressure to keep costs to minimum 

- Best over multiple vs. single study  

 

 

What Could Possibly  
Go Wrong? 
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• Communication – easy to say but… 

o Key tools need to be agreed if financial 
management is to succeed 
- Routine project communications & Issue log 

- Escalation process (routine/emergency) 

- Evolution of SoW 

- Budget grid that WILL WORK and manage 
changes 

- Strong study leadership at CRO + Contingency 

 

In-Study Management 
A Joint Responsibility 
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CASE STUDY 
ANALYSIS VS. NEGOTIATION 

Bid Grid Analysis and Change Orders 
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• Phase IIb EU/JP 80pt study 

• Compound used in other PhII studies 

• Established working relationship with 
CRO 

• Competitive Therapeutic Area 

• Pre RFP workshop identified: 
o Need to include Open Label Extension Study 

o Risk of using ‘invasive’ investigation 

o Feasibility study design efficiencies 

 

Case Study 
Background 
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• CRO Selected based on capability 

o Established working relationship had 
evolved the budget grid to a level of 
detail acceptable to both parties 
although… 

- CRO system painfully complicated 

- CRO approval of change very slow 

 

Case Study 
Budget Grid 
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• Grid evolved as hybrid mapped to CRO 
system 

o 300+ lines (sufficient, not excessive 
detail) 

o Developed from original proposal into 
SUWO reconciled in ‘final’ budget 

o Included elements such as FTE PM 

 

 

 

Case Study 
Budget Grid 
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Case Study 
Budget Grid Outline 
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• Grid definitions 
o Task 

o Unit 

o Number of units 

o Hours per unit 

o Budget per unit (Ex. Inflation) 

o Total hours 

o Total budget (Ex. Inflation) 



Pre-study Activities Start-Up & Initiation Regulatory 

CRF design Meetings Investigator Mgt. 

IB Preparation Planning + Training Monitoring/Site mgt. 

CRF Print Mgt Data transfer setup Medical/Scientific 

Study Ref Manual Feasibility Pharmacovigilance 

Patient Diaries Site selection Independent Osight 

Clinical QA 

Japan Region Speciality Clinical DM 

Cardiac safety Biostatistics 

Clinical supplies Medical Writing 

Study Management 

Case Study 
Budget Grid Outline 
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Develop RFP 

Obtain Proposal from 
CROs 

(Desktop F.S. basis) 

CRO Evaluation 

Scope fixed 

Obtain budget 

Develop RFP for F.S.  

Obtain Proposal 
W/O execution 

Feasibility Study 

 
Obtain the final 

report 
(Results belongs to 

sponsor) 

2W 

3W 

3W 

1W 

2W 

6W 

10

W 

10 Feb – 21 Feb 

24 Feb – 14 Mar 

17 Mar – 4 Apr 

28 Apr – 30 May 

10 Feb – 14 Feb 

17 Feb – 28 Feb 

3 Mar – 9 May 

CRO 

selection 
11 Apr 



Case Study 
And then…. 
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• Recruitment fell flat 
o Japan expected first – failed but sponsor chose 

the sites + additional regional complications 
o France investigators dropped out 
o Contracting delays in Germany 
o Countries added by CRO failed to recruit 

• CRO Lead went on Maternity Leave 
• Result – study timeline extended six mths. 

o Ukraine added as contingency 

• Who pays? 



Case Study 
Change Order Situation 
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• Allocation of responsibilities 
o Following workshop and feasibility, 

sponsor was in a strong position 

• Allocation of extension costs 
o CROs original estimate (March 2016) 

£7.2m 

o CRO final estimate and acceptance £1.2m 

• What happened? 



Case Study 
Change Order Situation 
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• The detail in the grid was clear enough to 
analyse and confirm work 
required/performed  

• Involvement of sponsor PM was essential 
• First – Determine work performed 
• Second – Assign responsibility for cost 

o CRO responsible up to recruitment of EU patient 
numbers 

o Sponsor responsible for move of JP patient 
numbers into EU 

o CRO responsible for impact of failure to perform  



Case Study 
CO Task re-costing 
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• Examples of key cost drivers 

o Site visits: Essential? Appropriate hrs? 

o Additional PM hrs: Why? Who? 

o In-house monitoring of EDC: Site No.? 

o Annual Safety Review distribution: Hrs 
increased? (£150k > £300) 

 



Case Study 
Outcome 
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• Many tasks were undertaken ‘in good 
faith’ but without authorisation or costing 

• The costing system was so slow and 
complex that it extended timelines and 
burnt additional PM hours 

• The clear documentation + contractual 
terms and good communication made the 
resolution a constructive, not adversarial 
process. 

 



Summary and Discussion 
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• Build in time – early preparation saves $ 

• Have the right people involved 

• Transparency and open communication 

• Document the process clearly 

• Expect change! 

 


