
The Pharmaceutical Industry continues to go through an 
unprecedented rate of change, driven by socio-economic, 
fiscal and globalization factors. This level of change is here 
to stay for the foreseeable future.

For many of us these are challenging times, with mergers, 
acquisitions, plant closures and a new focus on emerging 
markets being very visible consequences.

Regulators are acutely aware of the distractions this can pose and the 
potential for increased risk of product quality and supply issues. Enforcement 
activities have again become more frequent and high profile, often with a 
focus on how companies deal globally with issues.

All of the above are occurring at a time when pharmaceutical regulations and 
guidelines are being written or updated at an astonishing rate. How do we 
keep current? 

So, how do companies respond?

Slash budgets and suspend training for several months (by 
which time those responsible will have moved on, leaving 
behind a legacy for others…)

OR

Protect the company reputation and try to embed a true 
quality culture whilst developing key personnel for the future 

Roche has chosen the latter 
approach! 

Following the integration 
with Genentech, the Quality 
Certification Program 
(QCP), which has been 
running in the US for 3 years, 
has now been expanded to 
add a parallel program based 
in Basel, Switzerland.

Roche’s strategic aim is to embed a strong quality culture and leadership 
base alongside a harmonized global quality system, deployed across its global 
operating locations, to drive the appropriate level of consistency.

As well as being a great source of learning for individuals, the QCP also helps 
break down any silos that exist between different sites, functional groups or 
even previous companies, and establishes a strong network of catalysts for 
change/improvement. 

QCP delegates undertake multiple modules within the duration of the 
program. The modules are customized for Roche, based largely on the 
education requirements for the Qualified Person in Europe. Graduation 
criteria for the program are agreed between Roche and NSF-DBA and 
include individual assessments, work projects and a final panel presentation. 

The picture above shows the first Roche QCP group in Basel, along with 
Neil Wilkinson and Peter Smith from NSF-DBA. The group includes 
representatives from multiple Roche locations around the world. 

So, what will the response of your company be?

Neil Wilkinson

Neil Wilkinson reflects on the  
In-House Quality Certification 
Training at Roche

Contact Neil Wilkinson at njw@nsf-dba.com  
if you wish to learn more about our  
in-house programs

Strategic Shock 
We were delighted that Matt Eversmann was able to 
join us as guest speaker on the Quality Leadership 
Program. Matt is a former army ranger who led 
the mission in Mogadishu Somalia depicted in the 
movie ‘Black Hawk Down’. He spoke about decision 
making under pressure, what it takes to create a 
highly effective work group, and how to overcome 
strategic shock. 

Strategic shock… it is something that will shake 
a company and its employees to the core. It may 
be triggered by something outside of their control 
(natural disaster, 2011 earthquake in Japan as an 
example) or it may be the outcome of poor decision 
making such as that which brought on the disastrous 
consequences of the BP/Deepwater Horizon drilling 
rig disaster. In pharma rarely do we experience such 
calamitous shocks; however the string of recalls 
experienced by J&J Consumer Division and deaths 
associated with tainted Heparin are the types of 
numbing events that can be traced to a string of 
poor decisions or inaction, despite data suggesting 
underlying systemic issues. 

Matt explained that his survival in Mogadishu was 
not due to his own bravery, but mostly due to the 
preparedness of his army unit. When he dropped 
down a 60’ rope from a helicopter under heavy 
artillery to find a comrade lying unconscious at his 
feet, it wasn’t his actions that saved the soldier, it was 
the automatic response of his unit. They knew the 
‘basics at a PhD level’. The members of his squad 
knew the mission and their roles and knew they 
could rely on one another to move the soldier to 
safety and gain control of the area. They could ‘trust 
the process’ and they were ‘educated… not trained’. 

These are many of the same messages Martin Lush 
emphasized in the capstone Module 12 of the 
Quality Leadership Program which focused on 
problem solving and risk-based decision making. 
Much of the work we do at NSF-DBA is to help 
companies and individuals become more risk 
aware. Our philosophy is simple… if employees are 
educated and given a chance to better understand 
their products/processes, there is a much better 
chance they will ask the right questions and do things 
right the first time. They will know the ‘basics at a 
PhD level’. This is one of the most important ways 
we feel we can help companies and individuals within 
companies remain in compliance and consistently 
deliver quality products to patients in need. 

And the show goes on…
Series 2 of the Quality Leadership Program is 
underway with the module of ‘Formulation and 
Processing’ scheduled for January 31 through 
February 2. We have an excellent core group of 
delegates already enrolled and encourage others 
to register by the upcoming module. Many of 
our delegates began the series with Module 3 
‘Formulation and Processing’ and have proved that 
you can enter the series at any point; however it 
is advantageous to start early in the series. This 
way you move through the modules with the 
same group of delegates, which helps form study 
groups and certainly a tighter alumni group after 
completion of the full series. 
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