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Preparing Data Packages for Proinnovera GmbH

In March 2020, Proinnovera GmbH, a dermatology-specialized European CRO, joined forces with
the OCT team to carry out interim statistical analysis in its study on seven subjects and prepare
necessary data packages. The database lock was performed in September, and by October OCT
had successfully completed all assigned tasks and delivered all required data packages.

The primary goal of the study is to evaluate the safety and pharmacokinetic profile of the studied

medical product’s active ingredients and their metabolites after its application.
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Study Detalls s ™
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A multicentre, open-label, single-group maximal
Proinnovera is a full-service CRO that

use trial, evaluating the safety and . _
conducts clinical trials from Phase | to IV as

pharmacokinetic profile of the active ingredients . . .
well as non-interventional and medical

and their metabolites after its applicationin device studies in over 40 countries, Its goal
adolescent subjects (aged 12 to 16 years, is to deliver fast and efficient solutions for
11 months) with extensive Psoriasis Vulgaris. clinical research.
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The Requested Services

=
rg SDTM package (SDTM datasets E]JQJ Interim statistical analysis plan

programming and validation, annotated
CRF, study data reviewer’s guide, define.xml)

| Q’E]I Interim statistical analysis report

r /3 ADaM package (ADaM datasets
programming and validation, analysis data

reviewer’s guide, define.xml) Q):| TFLs programming and validation

Key Challenges

Extensive number of

Extremely tight deadlines required deliverables
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Solutions and Results

0 Organize a data review meeting:

Prior to the database lock a Data Review Meeting was organized to ensure
the completeness and accuracy of the data, as well as to review and assign ratings to
protocol deviations and define analysis populations.

Discuss a draft interim statistical report:

A draft interim statistical report was written by the OCT Biostatistics and Statistical
Programming team within 2 weeks of the meeting and database lock.

All minor comments were addressed effectively, which allowed for the statistical
analysis report to be finalized within 3 weeks of the DBL.

0 Execute workflows in parallel:

Datasets and metadata were prepared in CDISC compliant format. The process of
preparation of SDTM and ADaM packages was carried out in parallel with TFLs
programming, so they were also delivered shortly after the interim statistical report.
As per standard OCT practice, all analysis datasets and the majority of TFLs were QCed
by double programming. SDRG/ADRG and define.xml also underwent rigorous review
by a senior statistical programmer and

a biostatistician.

Despite extremely tight deadlines and an extensive number of required deliverables,
the OCT team was able to manage the workload and deadlines effectively and provide
carefully designed data packages compliant with ICH guidelines, regulatory standards,
and research objectives.

Reach out to OCT experts to explore
your clinical trial options
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