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Constanze has worked for PharmaLex since 2010. 
Leading the Strategic Outsourcing team, she brings 
an innovative, solution oriented approach to the field 
of pharmaceutical development. Her experience in 
Strategic Outsourcing and Program Management has 
enabled her to build a strong team environment in a 
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to the drug development and LCM process. She uses 
her 10+ years of drug development and program 
management experience alongside strong analytical 
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across the globe.
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Situation analysis

According to PwC, some large pharma companies have reported as much as 40% of their spend will be 
subcontracted and that their clinical operations functions will eventually be entirely outsourced. These 
companies have vast portfolios which require on-going maintenance to ensure continued compliance. 
To resource this internally would be costly and require a high level of expertise for each product and 
associated process within their portfolio. Their priority is to focus their efforts on those processes which 
add value to the portfolio, moving the management of their mature products into the hands of external 
expertise.  

What are the key challenges?

The pharmaceutical industry already outsources some of its processes – manufacturing and clinical trials 
for example, but contracting out the clinical operations functions is dependent on a number of factors;

The size of the company – mid- to large-sized pharma are much more likely to outsource. Despite 
having extensive teams working on sizeable portfolios, their priority is on innovation and products 
that add value, making the management of their mature product portfolio a burden on their existing 
resources.

Available budget – outsourcing functions need to be carefully planned and have a number of important 
considerations from the outset. The most common factor is cost. Costs vary depending on the support 
required and an external partner will be able to ensure their clients benefit from the most cost-effective 
approach to every requirement.

Scope of the project – this can be split into two key areas - specific expertise that may be required 
for a particular product or technology that is not held in-house and/or the full maintenance of a 
company’s mature product portfolio. Specific expertise can cover several requirements, including the 
therapeutic area the product or technology claims to address 
or the regulatory demands required to make that product 
or technology available on the market. Maintenance of the 
entire product portfolio covers the full management of all 
processes required to ensure on-going compliance of mature 
products is sustained.

Geography – the location of the target market(s) is an 
important consideration. Having expert knowledge of the 
regulatory requirements for the respective market(s) and 
even having staff based in those locations can be a significant 
advantage. Local expertise can help to leverage geographical 
idiosyncrasies and highlight potential process improvements, 
therefore increasing overall performance.

Current workload – an existing in-house team may already 
be working at maximum capacity and therefore it may be 
necessary to employ interim expertise to plug any gaps in 
resource. It is not only specialist areas that can be outsourced. Maintenance duties are becoming an 
increasingly popular area being subcontracted, allowing staff to concentrate on key product groups 
and therefore relieving pressure.

Management logistics – given the nature of the pharma industry, there are understandably concerns 
surrounding the sensitivities of the products being developed. There are hurdles at every stage of 
the process, from expiring patents, competition from generics, R&D costs, pricing pressure and much 
more. The burden faced by companies to successfully manage this process, whilst ensuring they retain 
complete control, is considerable.

What is certain is that the bodies responsible for the evaluation of medicines, such as the European 
Medicines Agency and US Food and Drug Administration, have strict standards and any deviation from 
their guidelines can be costly. It is therefore essential that when considering the most appropriate route 
to take, that companies carefully consider all of the options available to them.

“Outsourcing 
can help fulfill a 
specific gap in 
expertise or  
manage an   
entire portfolio”
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What are the benefits of outsourcing?

There is no question that employing the services of an external partner can help. However every 
requirement is different and there is no ‘one size fits all’ approach. 

Mid- to large-sized pharma companies want to ensure that staff have sufficient time to focus on core 
competencies instead of valuable time being taken up with routine maintenance tasks. However, it is 
important to consider the wider picture and end goal when identifying areas that could be restructured 
and potentially outsourced.

From a compliance perspective, the most important consideration is whether the key obligations set out 
by the respective regulatory agency in the country where the product is intended to be placed or even 
kept on the market, have been met. 

External partners provide a valuable service to pharma companies. They have access to a greater pool of 
expertise which has numerous benefits. Firstly it enables them to provide comprehensive maintenance 
services for established product portfolios. This not only alleviates the pressure on internal resources 
but helps drive down on-going maintenance costs. In addition they are also able to provide specialist 
knowledge and support on products which may have a rare indication, involve a particularly complex 
marketing authorisation process or be located in a country (or countries) outside of the host location. 
Mid- to large-sized pharma want to focus their efforts on innovative new products and this additional 
specialist knowledge base can help provide added flexibility alongside an unbiased outlook.

In reality the cost is entirely flexible and dependent on the scope of the work required. When compared 
to the cost of additional full time specialist staff and associated costs, such as office space, or even 
completing complex projects in-house without the necessary expertise, then outsourcing represents a 
very cost-effective solution.

Whether it be strategic advice that is required before commencing the product development process, 
needing help addressing the requirements of the regulatory authorities in the chosen target market or 
requiring on-going management of pharmacovigilance responsibilities, there are many advantages of 
using an external partner. 

Enables companies 
to focus their resources 
on core strategic 
activities

Reduces complexity
Fosters scalable and
flexible resource models
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Conclusion

The regulatory affairs industry is developing at a considerable rate. With this growth comes additional 
pressure on the pharma industry to ensure the myriad of regulations are observed. In addition, the 
methods for achieving the regulatory requirements set out by 
the relevant authorities also change. Therefore keeping abreast 
of the obligations that are required to meet has become a 
challenging task. 

In order to maximise the product lifecycle, the decision on 
whether to outsource should be made at the very beginning of 
the process – the planning stage. Before a test tube or petri dish 
has been touched, the overall strategy needs to be carefully 
planned in order to identify where time and cost savings can 
be made. By making the decision early, pharma companies can 
be confident that they have considered what is core and non-
core and have identified where internal resources should focus 
in order to deliver the greatest value. The resultant operating 
model should therefore, maximise the value of all of their assets 
and provide the most effective and efficient solution.

For mid- to large-sized pharma it is clear that outsourcing the management of their mature product 
portfolio will allow them to better focus their internal resource. Taking away the burden of maintaining 
compliance for established products, enables them to concentrate on the development of new innovations. 
In addition, they also have on-hand access to specialist expertise and knowledge of the industry which 
may not available in-house. It is, however imperative to choose wisely. A good outsourcing partner can 
prove an invaluable asset, no matter what level of support is required.

“Decisions 
should be made 
early in order to 
maximize the 
product  
lifecycle.”



6
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DELIVERING SUCCESS WITH CONFIDENCE

PHARMALEX IN NUMBERS

PharmaLex is one of the largest providers for Development Consulting, Regulatory Affairs, Quality 
Management & Compliance and Pharmacovigilance, Pharmacopimediology, & Risk Management worldwide. 
Our global teams of experts can take you through early strategic planning activities and nonclinical 
requirements to clinical development, through regulatory submission processes and finally guide you to 
market approval and product maintenance post-launch activities. 

25+ 
YEARS

OF INDUSTRY EXPERIENCE

9/10
TOP PHARMACEUTICAL 
 COMPANIES ARE OUR 

 SATISFIED CLIENTS

60%

40+ NATIONALITIES
ON STAFF, INCLUDING FORMER 

 FDA AND EMA EXPERTS

OF OUR 
CUSTOMER BASE 
REPRESENT 
SMALL AND 
MID-SIZED 
ENTERPRISES

700+
SUBJECT MATTER EXPERTS 
WITH A UNIQUE BLEND OF 
EXPERTISE

50%
OR OUR PROJECTS 
ARE GLOBAL

PharmaLex can quickly supply the widest range of 
highly-skilled market leading experts to our clients. 
We work with you to identify and overcome any 
challenges, but remain sufficiently flexible to respond 
and adapt to your evolving needs. Our experienced 
team spans all geographies, helping you to accelerate 
your products or accelerate access to much needed 
resources, and to stay one step ahead of essential 
requirements needed by health agencies worldwide. 
Our knowledge accelerates your business success.

Put simply, our approach transcends all of our 
work, providing you with our expertise and ability to 
achieve quicker timelines, or… 

Knowledge. Accelerated.


