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Abstract 
In the modern pharmaceutical industry, the execution of 
pharmacovigilance and data management functions is increasingly 
reliant on external partnerships. The strategic decision-making 
process behind outsourcing contrasts the traditional Full Service 
model, where an entire project is handed over to a Contract Research 
Organization (CRO), with the Functional Service Provider (FSP) 
model, where dedicated external teams integrate into the sponsor’s 
internal operations. The lifecycle of vendor management spans from 
the initial competitive selection process involving Requests for 
Proposals (RFPs) and rigorous qualification audits to the 
establishment of binding legal frameworks like the Safety Data 
Exchange Agreement (SDEA). Effective governance is presented not 
just as a contractual necessity but as a relationship management skill, 
emphasizing the need for cultural alignment and transparent 
communication to prevent operational silos. Quantitative metrics are 
essential to measure success, distinguishing between Key 
Performance Indicators (KPIs), which track operational trends, and 
Service Level Agreements (SLAs), which enforce contractual 
penalties for non-compliance. This rigorous oversight ensures that 
the outsourced partner remains accountable for patient safety and 
regulatory timeliness, maintaining the sponsor's ultimate 
responsibility for the pharmacovigilance system. 
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Learning Objectives 

After completion of the chapter, the learners should be able to: 

• Compare the operational and strategic differences between 
the Full Service Outsourcing (FSO) model and the 
Functional Service Provider (FSP) model. 

• Design a rigorous vendor selection process utilizing 
Requests for Proposals (RFPs) and qualification audits. 

• Establish a Safety Data Exchange Agreement (SDEA) that 
clearly defines regulatory responsibilities and reporting 
timelines. 

• Develop a governance framework using Key Performance 
Indicators (KPIs) and Service Level Agreements (SLAs) to 
monitor vendor performance. 

• Manage the sponsor-CRO relationship to foster cultural 
alignment and effective conflict resolution. 

MODELS OF OUTSOURCING: FULL SERVICE VS. 
FUNCTIONAL SERVICE PROVIDERS (FSP) 

n the modern pharmaceutical field, it is a rare company 
that manages every aspect of drug development entirely 
in-house. The operational complexity, global reach, and 

fluctuating resource demands of pharmacovigilance have 
driven the industry toward a heavy reliance on external 
partners. This practice, known as outsourcing, has evolved from 
a tactical necessity into a strategic imperative. The fundamental 
decision facing any Head of Safety is no longer just whether to 
outsource, but how to outsource. This decision hinges on 
choosing between two dominant operating models: the Full 
Service Outsourcing (FSO) model and the Functional Service 
Provider (FSP) model. Understanding the nuanced differences, 
benefits, and risks of each is essential for building a sustainable 
safety organization. 

The Full Service Outsourcing (FSO) Model 

The Full Service model, often referred to as the transactional 
or "project-based" model, is the traditional approach to working 
with Contract Research Organizations (CROs). In this 
arrangement, the sponsor outsources the entire scope of a project 
to a single vendor. For example, a biotechnology company might 
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hire a large CRO to manage a Phase III clinical trial. Under an 
FSO contract, the CRO provides everything required to deliver 
the final result: the project managers, the medical monitors, the 
data managers, the safety associates, and the software systems. 

The defining characteristic of the FSO model is the transfer 
of both execution and accountability. The sponsor essentially 
hands over the "keys" to the project. The CRO operates within 
its own Standard Operating Procedures (SOPs) and utilizes its 
own technology platforms. The sponsor has limited visibility 
into the day-to-day operations or the specific individuals 
working on the study. Instead, the sponsor manages the 
outcome, receiving weekly status reports and final deliverables. 
This model is attractive for small to mid-sized companies that 
lack internal infrastructure. They effectively rent an instant 
global safety department without the burden of hiring staff or 
validating complex databases like Argus by hiring a Full Service 
CRO,. It offers simplicity and a single point of accountability; if 
the project fails, there is only one throat to choke. 

Table 14.1: Comparison of Outsourcing Models  

Feature Full Service 
Outsourcing (FSO) 

Functional Service 
Provider (FSP) 

Scope Entire Project (End-to-
End delivery). 

Specific Function (e.g., 
Case Processing only). 

Systems 
& SOPs 

Vendor's SOPs and 
Systems are used. 

Sponsor's SOPs and 
Database are used. 

Staffing 
Model 

Pooled Resources (Staff 
work on multiple 
sponsor projects). 

Dedicated Team (Staff 
are "ring-fenced" for 
the sponsor). 

Control 
Level 

Low (Output based). 
Sponsor manages the 
result. 

High (Process based). 
Sponsor manages the 
workflow. 

 
However, the FSO model comes with significant trade-offs. 

The primary drawback is the loss of control. Because the CRO 
uses its own processes, the sponsor cannot easily dictate how the 
work is performed. FSO teams are often "pooled," meaning the 
safety associate processing the sponsor's case in the morning 
might be working on a competitor's case in the afternoon. This 
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lack of dedicated resources can lead to fragmented knowledge 
and lower quality, as the staff may not develop a deep 
understanding of the sponsor's specific drug safety profile. 
Additionally, changing CROs in a Full Service model is 
disruptive and expensive, as it requires migrating data between 
incompatible systems and retraining an entirely new team. 

 

Figure 14.1: Outsourcing Models 

FSO (Left) involves handing the project over to the 
vendor's environment. FSP (Right) involves 

embedding vendor resources into the sponsor's 
environment. 

The Functional Service Provider (FSP) Model 

In response to the limitations of the Full Service model, the 
industry has increasingly shifted toward the Functional Service 
Provider (FSP) model. Unlike FSO, which outsources a project, 
FSP outsources a function. In a pharmacovigilance FSP 
relationship, the vendor provides a dedicated team of resources 
to perform a specific task such as Case Processing or Medical 
Review across the sponsor's entire portfolio of drugs. 

The defining characteristic of the FSP model is the retention 
of control by the sponsor. The FSP staff effectively act as an 
extension of the sponsor's own department. They work within 
the sponsor's safety database, follow the sponsor's SOPs, and 
attend the sponsor's team meetings. Crucially, these resources 
are "ring-fenced" or dedicated; they work exclusively for that 
sponsor and do not bounce between different clients. This 
continuity allows the external staff to develop deep therapeutic 
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expertise and institutional memory, resulting in higher quality 
case processing and more consistent medical assessment. 

The FSP model offers immense scalability. If the sponsor 
acquires a new product and case volume spikes by twenty 
percent, the FSP partner can quickly recruit and onboard new 
staff into the existing team structure. This flexibility allows the 
sponsor to convert fixed costs (permanent employees) into 
variable costs (contractors) while maintaining the quality 
standards of an in-house team. However, the FSP model places 
a heavier management burden on the sponsor. Since the vendor 
is following the sponsor's processes, the sponsor remains 
responsible for maintaining the SOPs, the database, and the 
training curriculum. The sponsor must have a robust internal 
governance team to oversee the FSP's performance, as they 
cannot simply abdicate responsibility for the process as they 
might in a Full Service arrangement. 

Strategic Selection: Choosing the Right Model 

The choice between FSO and FSP is not binary; it depends 
heavily on the company's size, maturity, and strategic goals. 

Small, emerging biotech companies often favor the Full 
Service model. With limited internal headcount and perhaps 
only one drug in development, they do not have the resources 
to manage an FSP team or host their own safety database. They 
need a "turnkey" solution where the CRO provides the expertise, 
the systems, and the process immediately. The premium price of 
FSO is justified by the speed and simplicity it offers during the 
critical early phases of development. 

Conversely, large pharmaceutical companies with diverse 
portfolios almost universally favor the FSP model for their core 
operations. These companies have the internal infrastructure to 
support their own database and SOPs. Their goal is volume 
efficiency and standardization. The FSP model allows them to 
retain the intellectual property of the safety process while 
outsourcing the labor-intensive transaction processing. 

Hybrid Models and the Future 

Increasingly, companies are adopting Hybrid Models that 
blend the best of both worlds. A large pharma company might 
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use an FSP model for its established post-marketing products 
(where volume is high and tasks are repetitive) while using a 
Full Service model for a specific, complex clinical trial in a niche 
therapeutic area (where specialized medical expertise is 
required). "Unit-Based" pricing models are evolving, where FSP 
vendors are paid per case processed rather than per hour 
worked, incentivizing efficiency. As automation and AI begin to 
handle routine data entry, the FSP model is expected to evolve 
further, with vendors providing "Knowledge Process 
Outsourcing" (KPO) offering high-level medical analysis and 
risk management strategy rather than just manual case 
processing. 

VENDOR SELECTION, QUALIFICATION, AND 
OVERSIGHT PLANS 

he decision to outsource a critical function like 
pharmacovigilance or clinical data management 
initiates a complex and high-stakes procurement 

lifecycle. Selecting a vendor is not merely a financial transaction 
comparable to buying software or office supplies; it is the 
establishment of a binding regulatory partnership. If a Contract 
Research Organization (CRO) fails to report a fatal adverse event 
on time, the regulatory authority issues the warning letter to the 
sponsor, not the vendor. Therefore, the process of selecting and 
qualifying a partner must be executed with the same rigor, 
documentation, and scientific discipline as a clinical trial itself. 
This process moves through three distinct phases: the 
competitive selection via Request for Information and Proposal, 
the quality assurance qualification via Audit, and the 
establishment of ongoing governance via the Oversight Plan. 

T 
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Figure 14.2: The Vendor Selection Funnel 

The Competitive RFI and RFP 

The selection process typically begins with a broad survey of 
the market known as the Request for Information (RFI). This is a 
high-level questionnaire sent to a wide list of potential vendors 
to assess their general capabilities. The RFI asks fundamental 
questions about infrastructure and experience, such as whether 
the vendor has specific experience in oncology trials, if they have 
a physical presence in key regions like Japan or Europe to handle 
local reporting, or if they possess a valid license for a major 
safety database like Argus or ArisG. The primary goal of the RFI 
is not to determine the price but to filter the large pool of 
candidates down to a manageable shortlist of viable partners 
who possess the basic operational infrastructure required to 
support the program. 

Once the shortlist is established, the sponsor issues a Request 
for Proposal (RFP). The RFP is a specific, detailed document that 
outlines the exact Scope of Work (SOW). It provides the vendor 
with concrete assumptions to build a budget, such as the 
estimated number of adverse events per year, the number of 
clinical sites to be monitored, and the expected timeline for the 
database lock. The vendors respond with a detailed proposal 
including a financial bid and an operational strategy. A critical 
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