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manufacturers, as well as medical device companies, also con-
currently increased their regulatory affairs budgets. Top 20 phar-
maceutical companies reported that outsourcing consumes ap-
proximately 10 % of the overall regulatory affairs budget. In
order to utilize resources more efficiently in an increasingly com-
petitive environment, the pharmaceutical industry is outsourcing
a large volume of drug development activities toCROs. From the
global perspective, the companies have started to use India and
China as the most popular offshore locations in the past 3 or
4 years [7, 18, 19]. On the other hand, domestic outsourcing is
a fast-emerging strategy among US firms. It means that the
outsourcing is returned to the USA and is performed by the
company or its strategic alliance [15].

There are two main models to outsource pharmaceutical
processes. Strategic outsourcing enables pharmaceutical com-
panies to focus on their core strengths and long-term goals. By
outsourcing in this way, companies aim to maintain high-level
expertise and to reduce the number of internal staff involved in
those processes that are outsourced. As a result, strategic part-
nerships between a company and a CRO can offer the com-
pany an opportunity to have more flexible internal resources.
Strategic outsourcing also provides expertise, competency, or
resources that the companymay not otherwise have. The CRO
has to be selected carefully because the service sector and
quality of CROs can vary depending on what services are
needed and what are the cultural aspects. If the collaboration
is successful, there may be a shift from capacity- to
competence-based outsourcing. According to Clemens [3], a
lot of pharmaceutical companies currently focus on only a few
full-service CROs within a strategic partner-based relation-
ship. The company’s workload is hereby optimized, and the
internal resources can focus on assuring the overall perfor-
mance of the CRO.

Tactical outsourcing, which means contracting out work
on a project-by-project basis, is often related to short-term
projects. These projects cannot be handled internally due to
a lack of internal capacity or resources allowing streamlining
processes. According to the literature review [3, 8, 11, 12],
this model is fading, but apparently not all outsourcing is
strategic; contracts of both models continue to be employed

relative to the company’s specific requirements and
outsourcing strategy. Companies see themselves as taking a
more strategic, rather than tactical, or case-by-case, project-
to-project approach to outsourcing with most planning to
continue this approach. Preferred CRO lists have become
important for a large percentage of respondents; roughly
45 % of company respondents say that more than half of
their outsourcing budget currently goes to preferred CROs in
the year 2014 [4] (Table 1).

Prior research has shown that the outsourced [16–18]
and backsourced tasks [9, 20] in the pharmaceutical in-
dustry have been widely studied. Research on outsourcing
in the pharmaceutical industry has focused mainly on the
economic benefits of the practice [1]. According to the
literature review, the outsourced tasks of preclinical, clin-
ical, manufacturing, and quality control activities have
been studied, while the utilization of CROs in performing
regulatory activities has been of less common interest [2].
Outsourcing of regulatory affairs is still a growing trend.
Regulatory intelligence is a critical part of the success of
the pharmaceutical development process. If the company
or the CRO is unable to define the most suitable regula-
tory affairs process and the correct documentation, mar-
keting authorization for the product can be delayed sig-
nificantly. Therefore, it is useful to study, by scientific
research, what regulatory affairs tasks have been
outsourced and what are the service requirements for a
CRO. Regulatory affairs services can range from simple
tasks to very complex projects involving detailed consul-
tation with relevant guidelines and/or concerned health
agencies. As for the decentralized and mutual recognition
procedures, outsourcing certain assessment activities and
using expert networks among the agencies in a more flex-
ible way could improve the use of resources [13].

A few common models for outsourcing regulatory affairs
services are as follows:

1. Personnel augmentation for expanding current capacity to
meet short-term business needs. The company can rent staff
in-house from CRO. This model helps the company by

Table 1 Examples of strategic and tactical outsourcing of regulatory affairs

Tactical Strategic

✓ Writing and reviewing of pharmaceutical-chemical documentation ✓ Regulatory intelligence
✓ eRegulatory intelligence

✓ Preparation and compilation of marketing authorization documentation ✓ Regulatory maintenance of marketing authorization on
behalf of marketing authorization holder

✓ Preparation and compilation of active master files ✓ Coordination of global submissions

✓ SOP writing and training concerning regulatory issues ✓ Regulatory authority liaison (e.g., regulatory consultation within
the company, scientific advice meeting with the authorities)

Modified from Miller [12]
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