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Ensuring Success in Pharmacovigilance and Patient Safety 
Best practices for sponsor and CRO alliances in a demanding industry 

Outsourcing all or part of the pharmacovigilance (PV) and 
patient safety services required during a project lifecycle 
is common practice in the current market. Ever evolving 
demands and increasing regulation presents additional 
challenges to determining the best solution for your PV 
and patient services needs. We explore opportunities for 
outsourcing these services, potential models, and best 
practices for selecting a service provider and establishing 
a successful relationship.  

Outsourcing pharmacovigilance and patient safety 
activities has become a standard business practice within a 
continuously expanding market segment. Innovations and 
rapid changes in technology and regulatory environments 
have created opportunities for sponsors to re-evaluate 
their requirements for successful outsourcing of their 
pharmacovigilance and patient safety obligations. While 
outsourcing provides access to unique expertise, specialised 
intellectual property, multidisciplinary knowledge and 
an unbiased view, there are certain challenges associated 
with the increasingly competitive market. These challenges 
include stricter regulatory environments with variations 
across the globe, a wider range of safety indicators and a 
higher demand for transparency that puts added pressure on 
biotech and pharmaceutical companies, especially within the 
pharmacovigilance and patient safety scopes. 
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Figure 1: Pharmacovigilance and patient safety services – as stand-alone services

Choosing a service provider that is a qualified to meet your 
needs is crucial to the success of your program. Outsourcing 
PV and patient safety can lower costs for staffing (based 
on reduced effort), recruitment, management and training. 
For organisations operating globally in the pre- and/or 
post-marketing setting, outsourcing PV can also provide 
improved access to important resources in non-traditional 
cost-effective regions. With the right service provider, the 
partnership can result in innovative solutions that maximise 
the value of the product portfolios while improving patients’ 
lives. In this article, we explore opportunities for outsourcing 
these services, potential models and best practices for 
selecting a service provider and establishing a successful 
relationship.  

Opportunities for Outsourcing Pharmacovigilance and 
Patient Safety Services
Small biotech, mid-size and large pharmaceutical organisations 
will have differing requirements for outsourcing their PV 
and patient safety services. At every phase of development, 
there are opportunities for outsourcing either as a full-service 
model from phase 1 through post-launch surveillance or as 
discrete, stand-alone services. Elements such as company 
size, pharmacovigilance and patient safety department size, 
in addition to existing license or development partnerships 
can impact these outsourcing decisions. Any of the services in 
the figure below can be outsourced individually, in a tailored 
combination of services or as part of a full-service contract:
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Increasingly, pharma companies seek to establish a fit-to-
purpose, cost-effective operating model for the services 
they require. Traditional models for outsourcing are either 
resource-based or activity-based. Resource-based models 
operate on forecasted project workloads translated to 
full-time equivalent (FTE) per qualification/role requirements 
on programs and are cost-effective options for projects with 
predictable workloads. Activity-based models contain costs 
which are based on agreed unit pricing and allow for partially 
allocated resources to support the program. A blended model, 
leveraging aspects of both the resource- and activity-based 
models, can be tailored more specifically to the client’s 
needs. Blended models can provide a cost-effective FTE team 
to support an agreed baseline workload while more flexible, 
unitised services support the team during periods of higher 
volume. 

A client’s needs may change over time and the established 
blended, resource or activity models may no longer fit 
the program as comfortably. In such situations, operating 
models require change or adjustment. ICON, for example, has 
implemented a transformational model with clients to convert 
them into the best-fit model while maintaining existing team 
knowledge and supporting business continuity. In any model, 

the service provider must be flexible and agile enough to meet 
the dynamic needs of the client as scopes grow and evolve. 

Best Practices to Build Better Pharmacovigilance and Patient 
Safety Alliances
Outsourcing PV and patient safety can yield a mutually 
successful and positive outcome for the client if the right 
expectations for partnership are established. To achieve a 
beneficial partnership, this article provides guidance on:

• Selecting a provider that has the qualifications to perform 
the service

• Ensuring the contractual agreement and service models 
cover your needs

• Establishing collaborative partnerships with clear 
communication and well-defined responsibilities

Selecting a Service Provider
In a highly competitive marketplace, there are various types 
of service providers available. The first step in a successful 
cooperative relationship is selecting a provider that is best 
suited to your current need as the required pharmacovigilance 
and patient safety activities can vary significantly. The typical 
range of service providers includes individual consultants, 
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specialty CROs, larger full-service CROs, or global service 
providers under the umbrella of business process outsourcing 
(BPO). To choose the best provider, we suggest first following 
these steps to inform your decision-making:

1.  Set clear goals and objectives: establish a clear definition 
of the tasks to be contracted and assess the expertise 
and the resources required.  Then evaluate the potential 
service providers against these objectives

2.  Establish a realistic timeline: plan for enough time to 
conduct a thorough selection process with clearly defined 
scopes and appropriately determined outsourcing models

3.  Conduct due diligence: we highly recommend checking 
references for past performance, confirming the provider’s 
regulatory compliance and comparing the tenure and 
technical expertise of the senior staff 

4.  Maintain flexibility: when timelines are tight or scopes are 
a moving target, communicate openly and stay flexible 

Outsourcing Service Models
Determining a service provider should also include an 
evaluation of potential business models for the services 
offered. Choosing a model will depend on factors including 
the services outsourced, complexity and variability, volume of 
work and duration of the project. Typical models can include a 
time and materials contract, fixed unit price or FTE. Time and 
materials contracts may include a budget cap and are often 

good options for ad hoc services. Fixed price contracts serve 
well on projects that have well-defined scopes over a limited 
period. For projects with well-defined tasks but undefined 
or variable volumes of work, clients may opt for an FTE 
price. Large-scale projects with variability will benefit from 
a unit price model where the provider can ensure sufficient 
trained resources are available even when volumes fluctuate 
frequently and significantly.

Setting Up for Success
Building a strong partnership with the selected service 
provider can benefit the project through improved 
communication, increased efficiency and opportunities for 
innovation. Establishing a collaborative relationship between 
sponsor and provider begins with clearly defined roles and 
responsibilities, definitive escalation procedures, a joint 
governance structure and contingency plans. With these key 
elements in place, both parties can enter the relationship with 
more trust and investment in the process. 

From this foundation, we suggest investing time and 
resources into regular oversight committee meetings to 
deepen the collaboration, harmonise processes and value 
systems and leverage opportunities for innovation and process 
optimisation.
 
Conclusion
Delivering quality services and managing cost remain 
strong motivators for the common practice of outsourcing 
pharmacovigilance and patient safety tasks in today’s 
market. The increasing complexity of clinical studies, higher 
regulatory PV hurdles, wider range of safety indicators and 
a higher demand for transparency across the growing global 
footprint add challenges that push pharmaceutical and biotech 
companies to rely on outsourcing. With the right service 
provider, outsourcing provides smarter, leaner, more flexible 
solutions that contain costs without compromising quality. 
This article outlined some best practices for outsourcing PV 
and patient services, evaluating service models, selecting a 
service provider and establishing a successful relationship to 
support overall projects.


