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During the past several years, the pharmaceutical 
industry has increased its efforts to outsource 
many of its previous in-house activities such as 
manufacturing, testing, and packaging. With this 
evolving movement, increased scrutiny is placed 
on outsourced parties to ensure proper compliance 
and robust business practices. Upon release of 
the FDA Guidance Document, Request for Quality 
Metrics, in July 2015, many firms are using metrics 
as a tool for assessment of a contractor’s Quality 
Management System (QMS). But numbers are only 
a piece of the package when it comes to determining 
the amount of oversight needed to ensure cGMP 
compliance. The question remains: How should a 
firm evaluate whether a contract partner is the best 
fit for their intended purposes? And ultimately, how 
do they determine the correct level of involvement 
needed to guarantee a successful relationship?
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When you ask the simple question of how should I 
effectively select a contract partner for outsourcing, 
the results reported in this study can be used as a 
mechanism for identifying a core set of attributes 
and focus areas that should be present and robust 
within a firm. As increased scrutiny is placed on 
contract vendors, sponsors must ensure they are 
using the most appropriate and comprehensive tools 
possible to demonstrate proper surveillance of all 
contract partners. It is through these processes that 
industry and achieve patient safety and satisfaction.

Conclusion
Information regarding clients audits and regulatory 
inspections conducted at Eurofins Lancaster 
Laboratories was collected and analyzed for the 
time period of August 1, 2015 to August 1, 2016. 
Specifically, comments provided by clients and 
regulators regarding best practices and topics of 
interest for contract partner relationships were 
documented. Each comment was categorized into 
respective groups for analysis.

Information for best practices was collected and 
the top five categories are reported in Figure 1. 
Additionally, subjects of interest were counted and 
the percentage of topics are reported in Figure 2.

Methods
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Results
Quality Systems
•  Robust systems that are established and proven
•  Strong personnel quality culture
•   Engagement of senior management and 

commitment to quality 

Unparalleled Service and Performance
•  Dynamic performance management systems 
•  Routine contractor business review meetings

Innovative Technology and Facilities
•   A firm’s investment in updated technology and 

facilities 
•   Continuous improvement programs with proven 

success
•  Commitment to data integrity

Communication and Transparency
•   Proactive and timely communication  
•   Transparency demonstrated by personnel

Knowledge and Reputation
•   Well-versed subject matter experts  
•   Regulatory status with global health authorities
•  Industry reputation

Figure 1: Best practices results

Figure 2: Percentage of subjects of interest

Key Regulatory References:
•  ICH 10
•  Eudralex Volume 4 Chapter 7
•  21 CFR 200.10
•   FDA - Guidance for Industry: Contract 

Manufacturing Arrangements for Drugs: Quality 
Agreements

In order to understand the key areas of focus for 
Bio/Pharmaceutical clients, contractors must 
comprehend the values and issues that are pivotal to 
the clients themselves and industry trends. One of 
the best tools available to ascertain this information 
is through communication and correspondence 
with clients and  regulators.
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