
early action is helpful

Beate Rupp, employee in Quality 

Assurance, can hardly keep up with the 

current number of employees.

In September 2016 there were 57, then 

just a year later 87 employees. Develco 

Pharma Schweiz AG, founded in 2006, has 

been successful in finding a niche in the 

epicenter of the European pharmaceutical 

industry, developing and producing 

various preparations for generics 

manufacturers. The highlight of Develco’s 

rise for the time being was starting 

production in a new building in 

Schopfheim in South Baden in 2017.

When Beate Rupp moved from the giant 

company Novartis to the small Develco at 

the beginning of the decade, the subject 

of SOPs could still be easily managed 

using the resources already available. 

Around 20 SOPs and 20 work instructions 

for analytics only were easy to manage. 

However, it became more complicated 

when Develco had a total of three 

locations, including a lab in Pratteln near 

Basel in Switzerland and a lab in 

Schopfheim in Germany. The paper 

communication between the labs 

increased.

“It then required a huge administrative 

effort,” Beate Rupp, a trained chemical lab 

assistant, remembers.
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Anyone who duly engages with an SOP management system is in a better position 
for future growth. The medium-sized pharmaceutical company Develco Pharma is 
currently discovering this. This very rapidly growing company from the tri-border 
region of Germany/Switzerland/France already decided in favor of SOP Guard in 
2015, then in 2017 the solution was validated at Develco for the first time.

C A S E S T U D Y

Develco Pharma
Schweiz AG

IN USE

aiti-suite



Thoughts at an early stage

At this early stage, the Quality Assurance 

team already started thinking about how 

the documents in Quality Assurance could 

be managed more smoothly and with 

software support. The external Quality 

Assurance Manager at the time of the still 

small company recommended SOP Guard 

from the Austrian manufacturer aiti-

works. This solution from Styria not only 

had a wide range of functions but was 

also easy to use, which made it even more 

attractive for Develco Pharma.

Furthermore, this up-and-coming 

pharmaceutical company from the tri-

border region was looking for software 

which could grow with the company and 

at the same time allowed the freedom to 

include their own processes. In the first 

instance, Develco did not want to have to 

write the documents in the system 

exclusively, but also to be able to upload 

existing documents.

“The comparatively low effort required for 

the creation, inspection, approval, 

administration and training of the wide 

range of default documents, such as SOPs, 

inspection instructions, inspection plans, 

specifications etc., as well as the flexibility 

of SOP Guard, were clear advantages,” 
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quotes
The low effort required in the creation, inspection, 

approval, administration and training of the wide 

range of default documents and the flexibility of 

SOP Guard were clear advantages.”

Dr. Olaf Mundszinger

Director of Quality Assurance and Co-Managing Director

Develco Pharma GmbH

confirms Dr. Olaf Mundszinger, Co-

Managing Director of Production in 

Schopfheim and present-day Head of 

Quality Assurance.

SOP Guard was installed at Develco over 

the following months, so that the solution 

could be adapted optimally to the 

company. The new production facility in 

Schopfheim was also included. The reason 

why the setup took considerably longer 

than planned was due to the rapid growth 

of the business. Whereas one day a three-

“Overtaken by growth”

digit document number was sufficient, the 

next day four were needed. “We were 

overtaken by our own growth,” Beate 

Rupp reports. The number of work 

documents multiplied “explosively” at 

Develco during this time.

Today she knows that a lot of work could 

have been saved if the setup had taken 

place after the first validation.

“You learn so much from the validation,” 

says the Quality Manager, which is why 

she recommends that other companies

First validate, then set up



3|4

do it the other way around: first validate, 

then set up the system. The fact that the 

validation at Develco worked so well 

despite the relatively large effort was also 

thanks to the “very good validation 

package” from aiti-works, stresses Beate 

Rupp. “It facilitates the task enormously,” 

she thinks, above all in combination with 

the “great service” she received from the 

manufacturer of SOP Guard. You get quick 

answers, not only by e-mail, and no 

matter how basic the question.

The employees soon learned how to use 

the new system. At Develco, experience 

has shown that training and supervision 

during the first phase are pivotal. 

Beate Rupp took a lot of time to instruct 

employees in the labs and in production 

on how to use SOP Guard, while having 

less time for her colleagues in 

Management and Administration.

The users are satisfied with SOP Guard, 

Beate Rupp reports. Trainee lab assistants 

for example, who have nearly 300 

documents to read, can find what they are 

looking for much more easily thanks to 

the prescribed paths in the software. And 

Early training is pivotal 

SOPs available on tablets 

a great advantage in the labs is the 

availability of SOP Guard on the tablets of 

every lab employee:

The Develco IT department developed a 

data exchange between SOP Guard and 

the Develco production system so that 

employees can retrieve all the important 

documents they need from SOP Guard 

directly at their workstations. “Dealing 

with documents has now been facilitated 

enormously,” says Beate Rupp.

Even the supervisory authorities – the 

German as well as the Swiss – “really like” 

the new SOP order at Develco, Rupp 

reports. In particular, the authorities 

praised the fact that it ensures that all 

users at all locations always have an up-to-

date version.

For this reason, the use of SOP Guard is to 

be intensified at Develco in the future. 

Beate Rupp also wants to use this solution 

to administer training courses, 

furthermore she is deliberating whether 

to include forms as attachments to the 

SOPs in the system. Olaf Mundszinger and 

Beate Rupp are confident that they will 

then be optimally equipped for further 

growth at Develco.

Praise from the authorities



contacts

brief summary

4|4

Problem: the rapidly growing 

company was spread across three 

locations, management of the 

work documents became difficult. 

SOP documents are available on 

tablet PCs at the workstations.

Solution: solutions were found 

before the problem became acute. 

SOP Guard was introduced at all 

three locations.

Result: SOP Guard is used intensively 

and readily by the employees, the 

solution allows freedom for specific 

requirements, SOP documents are 

available on tablet PCs at the 

workstations.
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