
Driving the Industry Forward.30	 FUTURE PHARMACEUTICALS

To listen to the entire interview, 
log on to www.FuturePharmaUS.com 



31www.FuturePharmaUS.com

Laboratory Information Systems
LIS

 Future Pharmaceuticals  What is the 
impact of using iStudyReporter in a 
bioanalytical lab?
Norbert Bittner  If you look at today’s bio-
analytical lab and the process of creating a 
submission document, you will find that most 
of these reports are created manually. This 
means that scientists are creating Word docu-
ments by copying and pasting data from the 
LIMS systems and sometimes manually adding 
information from other software, like lab note-
books, and after that the report is reformatted 
to meet the internal corporate guidelines. As a 
result, changing the document to add new data 
becomes a fairly complex, error-prone process. 
From our experience, the amount of time spent 
to create such a report varies from a few hours to 
many days depending on the complexity. If you 
think about the requirements for automating 
this process, you find that there are two major 
points: First a commercial tool must be very flex-
ible since every pharmaceutical company has 
its own special set up for bioanalytical experi-
ments to match the product. The second point 
is that the tool must ensure a valid and auto-
mated data transfer to the report because you 
don’t want the scientists to spend their valuable 
time on revalidating the document by scanning 
through it and comparing it to the LIMS data. 

Our product, the iStudy Reporter Bioanalytics, 
is a purpose-built solution to create regulatory 
submission documents. It’s optimized for bioan-
alytical study reports in a way that it is deliver-
ing configurable data tables to match the require-
ments of the diverse bioanalytical experiments. 
You can specify which study information should 

be part of the document and iStudyReporter 
assembles these tables and protects them within 
a Word document. While this data is protected, 
other sections of this document are unprotected 
for the scientists to be able to add their scientific 
discussions. Since these documents are based 
on normal Word templates, the vast amount of 
standard information can be added to the tem-
plate prior to the creation process, so it’s pos-
sible to virtually create a complete study report 
by the push of a button. By using iStudyReporter 
Bioanalytics, you ensure that resources are used 
efficiently for their respective qualifications, 
since, in our opinion, a purpose-built tool for sub-
mission reporting should be used to best support 
a purpose-built LIMS. 

FP Why is it the right time to change 
the report generation process?
NB It’s simply because we have the better solu-
tion with iStudyReporter Bioanalytics. Today we 
have a competitive environment that requires 
pharmaceutical companies to increase the effi-
cacy of R&D processes. Analytical labs are seeing 
more drug candidates than ever before, within 
the same timeframe and without any increase 
in staffing, so there’s a lot of pressure on these 
labs today. But on the other hand, the American 
Association for Pharmaceutical Scientists (AAPS) 
and the European Bioanalysis Forum have spent 
a significant amount of time discussing harmo-
nized approaches in this area. The industry has 
now achieved a certain state of harmonization 
and we put the technology in place to create a 
mapping of these harmonized approaches to a 
standardized data representation in a tool that 

creates the submission documents. 
This is possible because iStudyReporter 

Bioanalytics is a part of a product family that 
is purpose-built for the creation of submission 
documents of protocol-driven studies. The main 
features are the highly optimized presentation 
of experimental data either as tabular data or 
graphs of the data. This includes the capabil-
ity of protecting the data in a Word document to 
prevent unintentional changes and the ability to 
have a template-based creation of Word docu-
ments that allows for a very simple adoption of 
corporate guidelines. The free text sections can 
be enriched by iStudyReporter with detailed LIMS 
information. iStudyReporter also has document 
management features which monitor the com-
plete change control of this Word document and 
allow you to use a pre-configured workflow that 
enables a 21 CRF Part 11 compliant systems.

FP For a customer, what steps are 
necessary to implement iStudyRe-
porter Bioanalytics?
NB When implementing iStudyReporter, there are 
four areas that should be considered during the 
implementation process: First, the implementa-
tion itself; with iStudyReporter Bioanalytics we 
deliver a preconfigured system that covers tox-
icokinetic and validation experiments for the 
Thermo Watson LIMS. If the representation of the 
experiments does not match your desired form, 
then we will have to do some configuration work 
to meet these requirements, but this is rarely 
done. The validation effort can be minimized, 
since the current GAMP 5 guidelines allow for 
reducing the overall effort by using a risk-based 
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approach. So you can for example, re-use our val-
idation documentation and do some business 
process tests internally to confirm your require-
ments. The key benefit of the configuration capa-
bilities is to help reduce your validation work and 
costs. Thirdly, security is a major issue. iStudyRe-
porter delivers a default security setup that gives 
you a good starting point, but of course it has to 
match your internal organization. For instance, 
the approval workflow has to be configured to 
match your organization’s policies. 

Lastly, iStudyReporter gives high-level access 
to data so it’s not necessary to have LIMS knowl-
edge to create a document. The users have to 
have the knowledge of what is necessary to cre-
ate the document and which information the 
document shall contain. They have to be aware 
of the designated content of the submission doc-
ument, but only on a very high level. Therefore, 
only minimal end user training is required and 
the training we provide covers more of the sys-
tem management aspects and the configuration 
since we want our customers to be able to do the 
required configuration themselves. 

FP How do you address the respec-
tive issues and needs of big pharma 
companies, smaller pharma com-
panies and clinical research organi-
zations (CRO)? 
NB That comes down to the different require- 
ments these three groups have. When we work with 
big pharma companies, most of them have require-
ments that come from the many separate IT systems 
they have in place — such as different sites using 
one centralized system or, with a global company, 
multiple languages within a single system. Also, if 
you’re submitting to different countries, you have  
to fulfill the different requirements of the author-
ities in these countries. All these requirements 
and issues can be addressed by iStudyReporter. 
For example in the case of multiple languages, 
iStudyReporter is capable of configuring them, as 
well as configuring your own internal language.

With the CRO, the main driver is that they have 
a lot of customers with many ways of setting up 
experiments, and of course, having contracts 
that require them to report the data from these 
experiments in a way that match the customers’ 

policies. With iStudyReporter, templates can 
be set up for each customer’s corporate iden-
tity which gives them a high level of consistency 
throughout the documentation. 

For the small pharma companies, iStudy-
Reporter can assist in setting up experiments, 
since the software can be used out of the box and 
covers most of the pharmaceutical bioanalytical 
experiments. Additionally, we feature a help sys-
tem delivering typical workflows and procedures 
of pharma companies, which helps speed up the 
implementation process in a smaller company. 

But if you look at the competitive situation 
that all these companies are facing throughout 
the industry, it becomes clear that the pressure 
to increase efficacy is the key driver behind the 
requirements of all these companies.

FP Not all data for a submission is 
stored in a single system. How do 
you address the problem of sepa-
rate, but related, data sources?
NB There are two points here: a technical aspect 
and a user aspect. From a technical point of view, 
which is the easiest part for us, we have put in 
some technology in our product that enables us to 
access information from any source — whether it’s 
a database, a Web service or an Excel file. We can 
extract this information and put it in a report. 

It’s more complex when it comes to the user 
aspect, because what normally happens when 
you have separate systems is that you must be 
trained to use all systems to compile the informa-
tion for a report.

For example, the batch you’re investigating 
by the experiment might be documented in a dif-
ferent system. This means when you create a sub-
mission document, you must be trained in both 
systems. For example; you must be trained in SAP 
and LIMS to extract the batch information and the 
results for the report. 

If you put iStudyReporter in place, the impact 
for the user will be that iStudyReporter is config-
ured to extract the information from the SAP sys-
tem and the LIMS. The user will be presented with 
just the data — which means that this process is 
totally transparent to the user. 

Separated systems are not only systems with 
different information content, but sometimes 

there are multiple company sites. When two com-
panies merge, this might result in different ways 
of doing processes and creating reports. Putting 
iStudyReporter in place, even on different sys-
tems holding the same kind of data like bioanalyt-
ics, will result in report harmonization. You don’t 
necessarily have to harmonize on a LIMS level, 
but you can harmonize on a reporting level. 

But iStudyReporter is not just a system that 
absorbs information from other data sources; 
it also generates information necessary for the 
submission processes. We are interfacing with 
the common eCDT systems so we can transfer our 
created documents in the background to the cor-
rect place in the eCDT system, currently it’s PDF 
documents and with upcoming initiatives, we will 
be submitting XML documents.

FP Can you give us a brief outlook 
on what the future will look like in 
this arena?
NB iStudyReporter Bioanalytics is not a single 
product, but part of a family of products. We 
have iStudyReporter Stability in place, a solution 
that covers the requirements for reporting sta-
bility-related information to the agencies. From 
early development to production, you can gen-
erate stability tables or more complex trending 
reports. iStudyReporter Stability can also create 
parts of the annual product review. 

But this is just a single point of reporting - 
though, even if iStudyReporter Bioanalytics and 
Stability are in place, there are separate reports 
created from these systems. The current “trend” 
in the industry is to have a high level view on 
the information you have in place. You can have 
a detailed look at the relation of information 
from different systems. This initiative is known 
as quality by design. There are many discus-
sions going on around this and with iStudyRe-
porter and the technology we have in place, we 
are on the way to set up what we call the Product 
Quality Warehouse that gives you access to 
quality-related information in a more interre-
lated way than it is possible currently.

With the iStudyReporter family, we will con-
tinue to deliver purpose-built solutions to 
increase the efficiency of the submission process 
in the R&D environment.   FP
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