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Objective For Phase I RFP Development 

Internal Roche Team: 

Project Sponsor: Yvonne Ulrich, Head External Alliances and Category Management 

Project Lead: Ruth Fullerton, Global CRO Category Manager 

Team Members: Catherine Jervis and Rich Spencer  

To develop an RFP for Phase I Clinical Pharmacology 

studies that provided Roche with transparent budgets, 

facilitated more efficient contracting and leveraged 

the best possible savings for Roche. 
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The Need For Change… 

The previous Phase I RFP model was developed to meet the outsourcing 
requirements at the time, but: 

Did not provide sufficient levels of budgetary detail   

Gave unclear direction of study scope and study requirements, leading to 

inaccurate budgets and inability to compare CROs fairly 

Misinterpretation of study scope and lack of budget transparency lead to 

lengthy budget negotiations and prolonged contracting times 

No ability to track study budget over course of the contracting process 
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What Is Unit Cost Pricing And How Does It Work? 

Unit Cost 
Pricing 

Fixed Price 
Contracting 

Predefined units 
and unit 

description agreed 
upfront 

Unit Costs 
negotiated and 

agreed by Roche 
and preferred 
provider CROs 

Unit cost pricing was identified as method for improving cost savings, budget 
transparency and ability for Roche to be able forecast budgets for new phase I 
(healthy volunteer) protocols 
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   Unit Cost Pricing is not: 

 

 

  Units defined and negotiated study by study 

 

  Unitised budget paid on a fee for service basis 

 

 

6 



The Project Goals… 

3. Upfront agreed unit costs  

with Preferred Provider CROs 

 

 

1. Clearly defined units to 

facilitate good understanding of 

the study activities and prevent 

duplication of cost 

2. Clear scope of work and 

delineation of responsibilities 

between Roche and CRO 

4. Faster budget 

negotiation and approval 

Unit Cost 
Pricing 

5. Facilitate tracking changes 

to budget over work order 

and subsequent change 

orders 

6. Negotiated unit costs can 

be used to forecast the cost 

of future studies – could help 

to drive protocol design. 
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Designing the Unit Costing RFP 

Joint discussions held with Roche and 3 
Preferred Provider CROs. Each CRO proposed 
their versions of unit costing RFP Tools. 

Selection by Roche of most appropriate RFP tool 
to suit business requirements. Agreement and 
buy in from all preferred provider CROs to utilise 
the same RFP Tool. 

Roche further adapted the tool, based on 
collaborative and joint CRO discussions to result 
in the most appropriate RFP Tool for all parties. 

 
CRO Collaboration 

 

RFP Tool Selection 

RFP Adaption 

The RFP redesign process relied on strong collaboration between Roche 
and 3 Preferred Provider CROs 
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Building The RFP 

• Roche and CROs agreed on unit definitions 

• CROs proposed unit costs and where applicable resources and hours 
for each unit. 

• Roche benchmarked unit costs against industry standards 

• F2F negotiation with each individual CRO to leverage best possible 
Roche rates  

 

• Unit costs agreed and finalised with each Preferred Provider CRO 

• Worked with functional leads from Roche early phase operations to 
review unit definitions and costs 

Endorsement and support from Roche early phase internal business 
partner was crucial to the success of this project 
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Unit Costing RFP Structure 

Excel based document, consisting of a number tabs into which information 
is entered either by Roche or CRO 

• Tabs colour coded to denote primary responsibility for input -  Roche and CRO. Or 

coloured purple for the resulting Budget information. 

• Overview of Information Tabs: 

 

- Roche Reviewers – ensures each function reviews, before RFP sent to CRO 

- RFP – Study information entered e.g. timelines, location, CPU requirements 

- Roles and Responsibilities – Highlights scope and delineates responsibility between   
Roche and CRO 

- CRO Schedule of Assessments (SoA) and CRO Specifications– CRO translates 
schedule of assessments from protocol into RFP. RFP is flexible and can allow multiple 
SoAs. 

 - Unit Costs– Pre-negotiated unit costs populated by CRO   
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Unit Costing RFP Structure (continued) 

Information pulls through from RFP, Roles & Responsibilities and Unit 
Costs into distinct  detailed budgets and an overall budget summary: 

Budget Tabs :  

1. Budget Summary 

2. Detailed CPU budget – clinical conduct   

3. Detailed clinical monitoring budget – CRA monitoring 

4. Detailed DM/Biostats/MW budget 
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SoA Tab – Completed By CRO 

CROs enter 

their 

interpretation 

of the SoA 

here 
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Pre-Negotiated Unit Costs  

Discount adjusts 

unit costs 
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Budget – CPU Tab 

 

Unit 

costs 

from 

Unit 

Costs 

Tab 
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Budget Summary Tab 

• Provides the total cost of the 

study and summarises the 

overall budget by activity and 

function 

• Provides a total for the 

discounts applied to the budget 

• Allows Roche Sourcing 

Managers to report savings, 

facilitating the audit of cost 

savings by finance 

• Can be used to compare US 

and EU costs for the study 
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The Technical Bit 

• Macros were developed to automate tabs hiding/appearing based on 

information included in the document e.g. : 

 

o Macro which hides all columns that are irrelevant to the region being 

used for the study, e.g. hides all US columns when EU is selected 

o Macro created in order to track budget moving from award, to contract 

and Change Order 

 

• Formulas applied so information can be pulled through from RFP, Roles & 

Responsibilities , CRO SoA, CRO Study Specifications and Unit Costs to 

drive the study Budget tabs. 
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Study Team Responsibilities in RFP Completion 

Sourcing Manager 

Clinical Study Leader 

Data Management 

Biosample Operations Manager 

Clinical Pharmacology 

 

Input From All Relevant 
Functions 

Unit Cost 
RFP 

Sent to CRO 
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Study Team Responsibilities in Budget Review 

Sourcing 
Manager 

Clinical 
Research 

Study Leader 

Data 
Management 

Biosample 
Operations  

Biostats 

Clinical 
Pharmacology 
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Factors For Success 

Recognition that new RFP was required by all parties 

Full support and endorsement from Roche early phase internal business 

partner 

Collaboration with Preferred Provider CROs and willingness from the CROs 

to work together 

Full training provided to early phase study teams and Contracts and 

Outsourcing 

New RFP provides clear delineation of responsibility at study level between 

CRO and Roche 

RFP is a dynamic document and CROs continuously involved in 

improvement of the tool and add additional units as they arise 
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In Summary……. 

Collaboration 
and Innovation 

• Improved relationships with preferred provider CROs 

• Innovation leveraged as a result of 3 CROs and Roche working 
together in collaboration 

Budget 
Transparency 

• Improved understanding of budget and costs for phase I studies 

• Increased cost efficiency of Roche early phase studies, through the 
negotiation of lower unit costs 

• Functionality for historical budget review built into tool 

Efficiency 
and 

Forecasting 

• Faster and smoother negotiation of study costs and budget, leading to 
improvement of contracting timelines 

• Ability forecast budgets and potentially drive more efficient study design 
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Doing now what patients need next 
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