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Dr. Jonson's equation obviously did not work out. Clinical 
registration studies are not pharmacological phase I or phase II a 
studies in a 100 % controlled environment, but an organisational, 
highly complex and decentralised project with a large number 
of actors. Small mistakes in the set-up can quickly scale up to 
massive problems. Such a project is teamwork, regardless of the 
degree of organisational and technical optimisation, today and in 
the future.

Phantom – Patent Pain
In the minds of young companies from the pharmaceutical or medical 
device sector, clinical trials lie somewhere in the future and are at 
best perceived as a necessary evil. Even the fact that clinical trials 
are part of the largest cost block of product development and take up 
a considerable part of the remaining patent term is acknowledged 
by the companies and their investors with a maximum shrug of the  
shoulders. 

It seems to be a mantra, even a belief, that clinical trials are 
expensive, take a long time and regulatory requirements are the 
main culprit. This mantra, nourished by constant repetition, 
turns out to be a self-fulfilling prophecy, injected into the young 
companies by consultants, often former employees of the large 
research companies, who never had to worry about the size of their 
budgets.

Regulatory

It is undisputed that clinical trials are complex and pose 
challenges for companies. This is especially true for emerging 
biotech and medtech start-ups with products growing out of the 
preclinical stage. But how can clinical trials be run more effectively 
and efficiently for the benefit of all, stakeholders, and shareholders?

Perhaps it is worth looking at the different models of data collection. 
Seventy percent of all studies are, with an increasing tendency, accesses 
to already existing data, so-called retrospective data collection. Medical 
device manufacturers in particular are making increasing use of this 
instrument to support the clinical evaluation. This is where the most 
comprehensive time and cost advantages should be gained through 
direct data access.

But prospective studies also offer considerable potential for 
optimisation, especially when one considers that the designs of the 
studies, but also the products, are changing. 

The current products promise more cure of the disease instead 
of only alleviation of the symptoms. This usually means shorter 
treatment times per patient (for example, the classic treatment of 
chronic wounds vs. healing with cold plasma technologies), or the 
current approaches in personalised medicine (for example, the use 
of mRNA technologies). 

Especially with personalised treatments, it is no longer primarily 
about the clinical validation of a drug (that would be difficult to do with 

Figure 1

Clinical Trials – Somewhere Between 
Tradition and Digital Modernity –  
A Wakeup Call



Journal for Clinical Studies  15www.journalforclinicalstudies.com

Regulatory

the small number of patients) but about the validation of processes, 
quasi the GCP-compliant validation of a manufacturing process. The 
regulators certainly still have some homework to do here.

These treatment approaches also offer the possibility of optimising 
studies through strategic standardisation. 

For some time now, the study designs of classic product 
developments have been depicting several questions, which, 
however, increases their complexity and thus places higher demands 
on the operational implementation. Here, properly implemented 
digital processes can reduce the interfaces in data transmission, 
thereby reducing the complexity of operational implementation and 
achieving qualitatively better and significantly faster results. 

While in the case of classic product lines with long patient stays, 
time-saving potential, which can be considerable, is mainly possible 
at the beginning and end of a project, in the case of the first projects 
mentioned above, considerable potential can also be realised during 
the operational implementation. 

In general, the use of modern technologies integrated into a 
modern organisation and modern data collection is crucial to 
optimise patent utilisation times and achieve maximum sales targets.

Suspicion – Regulatory Density
Current technologies obviously do not meet the requirements 
of modern clinical research, otherwise the studies would not be 
permanently more expensive! Well, there seems to be some truth 
hidden in this provocative statement. After all, digital systems for 
administration and data collection have been increasingly used in 
clinical trials for more than 15 years, and yet the costs of the projects 
increase significantly by more than 10 % annually.

By default, the culprit is quickly identified – the high density of 
regulation. But is that the case? Compared to the 90s and 2000s, 
the density of regulation has rather decreased than increased. The 

legalities of individual countries no longer must be considered. Who 
in the industry does not remember the "Nordic Requirements “? Of 
course, the qualitative requirements have increased. But is that really 
such a bad thing? And does this argument justify making studies 
more expensive?

Is it not rather the case that the traditional process flows are 
reflected in the technologies and that the systems are also purchased 
and used according to an outdated organisational model?

Logically, in such a system, the interfaces are doubled following 
the "head of issues" and thus also the difficulties in obtaining valid 
data (see Figure 1).

Approach – Integrated Technologies
Current technological developments enable us to integrate new 
business models, which open new opportunities for some market 
participants, but also make some business models obsolete.

In Figure 2, you can easily see where your company currently 
is and whether the next technological development step should be 
taken, considering your current and planned projects. Keep in mind 
that the step towards a comprehensive digital enterprise can only 
have its full effect in combination with organisational adaptations.

Goal – Integrated Organisational and Process Flows
Intelligent algorithms may not be the sole panacea, but in the future, 
they may represent the ultimate interface of all repetitive activities 
in medical product development. Due to an increasing demand and 
shortage of specialists, an urgent approach to optimise the allocation 
of resources.

Summary – Proof of Concept
In a concerted orchestration of all stakeholders, amazingly 
collaborative achievements were made in the current pandemic: 
from idea to licensed vaccine in just one year. But these concerted 
actions were absolute exceptions – and they will remain so. 

Figure 2
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After several years in molecular biology – 
biotechnology research at a global pharma-
ceutical company, Sven was drawn to clinical 
development and international marketing at 
the same company, and he was able to round 
off his knowledge of pharmaceutical value creation. In 1999 
Sven founded a very successful and internationally active CRO 
and in the same year started the development of one of the first 
classical CTM systems, as it is standard in many clinical research 
projects today. Today, he is CEO of an IT company and consults 
for biotechnology and medical technology companies with the 
planning and implementation of clinical research projects.

Metalevel: Core elements of a modern "digital" corporate structure

The radical optimisation of clinical research and disruption of 
established ways of working must now be the ultimate goal in order 
to permanently shorten processes, accelerated by digital trends and 
artificial intelligence. For example, direct access to anonymised 
data from patients enables retrospective projects to be shortened to 
days, prospective studies to be reduced in complexity and risks to be 
minimised. 

The value chain changes drastically through the monetisation 
of data points. As a result, there is a considerable time gain in 
organisation and monitoring. In the future, generally applicable 
digital business models in clinical development and the elimination 
of analogue business processes will thus become an advantage 

for patients and healthcare systems. Consequently, there is 
increasing pressure on business models that neither develop their 
own products nor collect their own data. Funds and resources 
are being reallocated, clinical monitoring, data management 
and administration are hardly in demand. Flexibility and digital 
competence are becoming important characteristics of future 
employees in clinical research.

Shortening development cycles significantly and improving 
data quality to quickly bring the new generation of products, which 
not only alleviate symptoms but hold out the prospect of a cure, 
to patients requires a powerful joint effort to transform analogue 
processes into digital business models. The course for this must be 
set now so that the momentum is not lost. Consistent digitalisation 
leads to more security by reducing dependencies and a considerable 
gain in time. This time, entrepreneurs must be the masterminds and 
drivers so that the pressure on regulators increases to accompany this 
development forcefully.


