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| ntroduction

Planning and preparation of clinical trials require a considerable organizational expense. In particu-
lar it is necessary to invest alot of time in structuring and programming the databases and the data-
entry masks dependent on the size and the design of the clinical trial.

In most cases, similar or equal data are collected independent of the objectives and the design of a
clinical trial.

Objectives

It is obvious that by taking reusable components the expense in the planning and preparation phases
of clinical trials can be reduced. Therefore it is necessary to compile data dictionaries for planning
and preparing clinical trails which provide such components with corresponding knowledge and
methods. These data dictionaries should be enlarged according to new knowledge an new qualities
of components. In addition to this, the data dictionaries should alow a dynamic adaptation of e-
Xisting components.

M ethods

The basis of such data dictionaries including reusable components is a fundamental analysis and a
modular, dynamic structure of clinical data and documentation forms. Therefore it is possible to
make following classification for data-entry and documentation forms:

1. ageneric part which isidentical for all data-entry and documentation forms

2. adocumentation-form-specific part

3. astudy-specific part
One has to distinguish two data dictionaries. The attributes of data for a clinical trial were build on
the basis of generic classes (objects) in adata dictionary and the different data objects were deduced
from these generic classes as sub-classes. The corresponding methods and rules were represented in
the knowledge base. To examine the study-specific attributes of the data-objects the methods and
rules of the knowledge base were dynamically linked to the objects
On the basis of the generated objects, the second data dictionary describes the representation design
of these objects and alow the generation of data-entry masks and documentation forms

Results

Based on the object-relational database-system ORACLES8, a modular model of data-dictionaries
was designed, which allows the dynamic definition and reuse of generic classes of knowledge and
datafor different clinical trials

Conclusion

A great advantage of reusable components in the field of clinical trialsis a quick and easy generati-
on of new data-entry masks and documentation forms. In addition, that help us in the standardizati-
on process of clinical trials.

Based on the object-oriented approach of our components we have the possibility to take the advan-
tage of a Common Object Request Broker Architecture (CORBA) for a forms- and study-
independent analysis of patient datain clinical trials.
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