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CIS software is an active medical 
product. At MPG these six words 
generated heated discussion and 

continue to do so. One aspect on which 
there is still no clear position even six 
months after the 4th MPG amendment 
came into effect is the areas in which 
CIS is in this sense a medical product 
and the areas in which it is not, and 
whether CIS can be broken down into 
modules, and the bulk of it exempted 
from MPG criteria. Users are also con-

cerned that more and more software 
applications are being classified as me-
dical products. 

In terms of the parts of CIS that are 
actually used only for documentation 
and do not alter or process data, adopt-
ing the view that it is not a medical 
product might appear to be on the safe 
side. However, Sven Wittorf, project 
medical software manager at the Insti-
tute for Healthcare Information Tech-
nology believes that in the not too dis-

tant future the entire CIS will have to 
be treated as a medical product, and 
explains this as follows: “As the functio-
nalities of CIS expand, it will be difficult 
in future to successfully market medical 
software that is designed only to redis-
play input values. Systems that are un-
able to give warnings or recommenda-
tions will soon be obsolete.” Given the 
continuing development and innovati-
on potential of the technology, this 
seems logical. There is still no way of 

Software as a medical product – 
controversial issues
It is no secret that the value added generated by software in medical technology is increasing.  
The regulatory requirements applicable to medical software are becoming stricter at the same time.
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guessing what will become possible 
over the next few years. Developers’ 
eyes light up when they hear terms 
such as cloud technology. You do not 
need a crystal ball to predict that many 
more software manufacturers than at 
present will soon be marketing CIS me-
dical software.

Moving on from the distributors, we 
come to the manufacturers and sup-
pliers of medical software applications. 
They have to get to grips with standards 
such as IEC 62304 (on the life cycle of 
medical software) and IEC 14971 (on 

the application of risk management to 
medical products). Some people are re-
laxed about it all, taking the view that 
these only actually specify the mini-
mum requirements, along with the 
right of the notified bodies to monitor 
compliance. When you think how often 
Office programmes are still used in soft-
ware development, it is hardly surpri-
sing that some manufacturers have 
problems adapting their processes to 
MPG. It is almost impossible to clearly 
comply with documentation, traceabili-

ty and review requirements using sim-
ple text processing and table calculation 
programs. Smaller companies often feel 
at a disadvantage simply because of 
their size. A software developer from a 
company consisting of three employees, 
a doctor, an engineer and the software 
developer himself, describes his experi-
ences as follows: “It is well-nigh impos-
sible for us to work in compliance with 
the standards – and that’s down to 
small, everyday things. Who is suppo-
sed to carry out the necessary reviews 
for example? Neither the doctor nor the 

engineer can judge whether 
my work is compliant - 
which means I have to 
greenlight myself.”

The problems facing these 
small companies aside, the 
ability of companies to fulfil 
the requirements depends 

mainly on the existing process maturi-
ty. “Standard-compliant development 
of medical software is relatively easy to 
manage for a company with established 
processes that are derived from the 
standards and really implemented pro-
perly,” says Stefan Angele, CEO of info-
team software AG and a member of the 
VDI technical committee Quality Assu-
rance for Software in Medical Techno-
logy. For him it is a given that the defi-
ned, traceable processes imposed by 
the standards will lead to quality and 

Sven Wittorf, project medical software mana-
ger at the Institute for Healthcare Informati-
on Technology: “As the functionalities of CIS 
expand, it will be difficult in future to suc-
cessfully market medical software that is de-
signed only to redisplay input values. Sys-
tems that are unable to give warnings or re-
commendations will soon be obsolete.”

"The grey area needs to be clarified"

safety gains. “Unfortunately, manufac-
turers whose processes are immature in 
this sense do not have the equipment 
needed to measure improvements. All 
they see is the extra expense.” The VDI 
technical committee wants to help the-
se companies in particular. The aim is 
to develop a road map for standard-
compliant software development in 
medical technology. Best practices in 
the form of example applications will 
facilitate the implementation of the 
specifications in practice. (For German 
version of the article see www.meditec.
mi-verlag.de). Ramona Riesterer 

Mr Kaiser, you say that in future hospitals 
will find it even harder to protect their 
identity if CIS software is classified as a 
medical product. Why? 
The question is whether we as users will 
still be allowed to make configuration 
changes. Which aspects are a legitimate 
configuration change, and which are a 
serious incursion into the system? If ma-
nufacturers only publish a standard versi-
on and prohibit any changes, to all intents 
and purposes this makes configuration 
impossible for us. It also stops us impro-
ving support for medical or billing proces-
ses, i.e. making them more efficient, 
which is one of the most important tasks 
of hospital IT.

Can you give us a practical example of 
this kind of efficiency improvement, 

Users are concerned that more and 
more software apps are being 
classified as medical products 

which is rendered impossible because of 
this?
The configuration of clinical guidelines as a 
treatment path. This actively reduces pati-
ent hospitalisation time. Or in a billing 
context: process-oriented automatic prepa-
ration of the patient’s letters eases the 
doctor’s workload.

Wouldn’t it be dangerous for a hospital 
simply to be able to change the parameters 
on medical product software?
Let me throw a question back at you – 
who knows a hospital’s processes better 
than the hospital itself? It is just as dan-
gerous if a hospital’s medical processes 
are adjusted to fit the ideas of the soft-
ware manufacturer. It is about optimal, 
cost-efficient patent care, and therefore 
we need regulation on the criteria that 

users must meet in order to be allowed 
to make configuration changes. The grey 
area of where configuration stops and 
software changes start also needs to be 
clarified. In the Medical Technology in 
Medical Informatics project group, we 
are busy working on recommended so-
lutions to this problem.

Jochen Kaiser is 
safety coordina-
tor at Erlangen 
University Clinic 
and initiator of 
the “Medical 
Technology in 
Medical Infor-
matics“ project group at the German Asso-
ciation for Medical Informatics, Biometry 
and Epidemiology.

meditec INTERNATIONAL spoke to Jochen Kaiser, safety coordinator at Erlangen University Clinic, 
about the controversial issues of the implementation of Clinic Information Systems (CIS).


