
FLEXIBLE
MAINTENANCE

SOLUTIONS

In the pharmaceutical 
industry there is an 
increasing
demand for documentation on 
changes made
to production equipment. 
Therefore it is necessary
to have a survey of the 
maintenance procedures:
How often they have been 
executed, how often
changes have been made to 
procedures etc.

When the Danish medical 
factory H. Lundbeck A/S entered
the American market they were 
faced with even stricter 
demands for documentation as 
they had to comply with the 
rules set by The US Food and 
Drug Administration (FDA).
In order to meet the FDA 
demands for traceability the 
service mechanics earlier wrote 
in the production departments’
log books what had been done, 

by whom and when. But the 
demands for documentation 
went further than that. It should 
also be possible to document 
the historical changes on the 
machines. It should not only be
documented what had been 
done but also whether the
planned maintenance activities 
had been changed. If there have 
been any changes, they must be 
documented: Who, what, when 
and why.

A Classical Dilemma
Lundbeck, however, soon 
realized that manual log books
are quite difficult to handle 
although the paper system has 
the advantage of easier  
traceability. The computer based 
data handling on the other hand 
offered easier data changing 
procedures. 

But once changed, the old data 
disappeared out of sight.

“The problem with most 
computer systems is that it is 
not possible to see what the 
data field contained before it
was changed and it will be even 
worse when several subsequent
corrections are made”, argues 
Brian Andersen, system 
controller at Lundbeck: “We 
were dealing with a classical 
dilemma; we needed an IT-
solution, but no IT-solution
could meet our needs. The 
perfect solution for us would be 
a system that could perform an 
audit trail and thereby allow us 
to follow the changes of data 
entered into the system”.

Facts about H. Lundbeck
A/S

The Danish pharmaceutical 
group H. Lundbeck A/S has 
for a number of years – more 
precisely since 1986 – used 
the maintenance 
management system API 
PRO for control of the 
company’s maintenance
activities. 

During all these years 
Lundbeck has contributed 
considerably with ideas to 
new functions to the API PRO 
system and several software 
modules and functions have 
been developed over time in 
cooperation with Lundbeck for 
the benefit of industry in 
general and the  
pharmaceutical industry 
especially.
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Future Demands are 
Increasing
This new module in the API 
PRO series was immediately
adopted at all Lundbeck plants 
and today all maintenance
procedures at all levels are 
computer facilitated. System
controller Brian Andersen 
explains the improvement this
way:

“The new audit trail eases our 
documentation work 
considerably. Now our service 
mechanics only have to enter
an API PRO order number and 
their signature in the log
books. This new module has

already served us well and a
rapid gaze into the crystal ball 
indicates that future demands 
for documentation in the 
pharmaceutical industry are 
increasing. I am sure the API 
PRO Change Logging module 
will be extremely useful to us 
also in the future”.

API PRO ensures that all 
information with regard to 
maintenance is available and 
that they can be re-established 
to what they looked like 6 
months or 2 years ago – no 
matter how much or how many 
times the data fields have
been changed.
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Facts about API

API Maintenance Systems 
A/S is the head office of the 
API group and responsible for 
the development, sales, 
implementation and support 
of the API maintenance 
management system 
throughout the world. The 
software is used by many 
leading companies worldwide 
in a variety of industries and 
organizations to maintain 
high-value capital assets such 
plants, facilities and 
equipment.

API PRO Develops New 
Module
As the supplier of Lundbeck’s
maintenance management
system, API PRO knew this to 
be a serious problem especially
for companies in the 
pharmaceutical industry. Having
worked closely together with 
their costumers for many years 
in order to always be at the 
forefront with reference to the 
costumers’ needs, API PRO was 
already at the final stage of 
developing an extended log 
function. The result became the 
Change logging/Audit trail, a 
new module with extended 
traceability functions. Although it 
has always been possible to 
register certain changes in the
API PRO system with the 
standard log function, the new

extended log function makes it 
possible to go back in
time and see exactly how a 
certain record in the database
looked two years ago, the 
changes that have been made
since then and by whom. The log 
function ensures a level
of change information which 
would be practically impossible
to obtain in any other way.


