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Background

* Patient Profiles are a compilation of individual subject data from the clinical
database

* They are used in context of the Bayer Medical Review to check the
completeness and consistency of the available subject data and to identify

potential issues

* Inthe “Pre-CDRT Era” Patient Profiles were compiled by Bayer Global Data
Management solely SAS® based

» Taking into consideration that the CDRT allows the registration of SAS®
programs, it was investigated at Global Data Management that the
combination of SAS® based Patient Profiles and the CDRT offers an additional
benefit for the Medical Reviewers
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External data,

for example,
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Situation (in the past — without CDRT)

* PROS
* SAS based PDF or RTF reports with all the possibilities SAS ODS offers

Possibility to fulfill nearly 100% of the user requirements our customers

Creation of batches to create reports for more than patient at once

Schedule of time consuming jobs to run them at night
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Situation (in the past — without CDRT)

* CONS

* Customization of every SAS program for each study to meet the user
requirements

No possibility for the customer the create the reports on their own if needed

No interactivity to define personally the needed subject population

Standardization hardly possible
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Situation (today, with CDRT only)

External data,

for example,
_labs -~ CDRT System

- | |
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Situation (today, with CDRT only)

* PROS
* Interactive Reports in the CDRT

The customers (Medical Experts) can execute the reports at any time

Release of standard objects (Reports) possible

Several populations (subsets) can be defined

Every object can be executed and calculated based on the selected subset
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Situation (today, with CDRT only)

* CONS
* New training needed because of a complete new system

Problem in the acceptance of such a new system

Problems in storing the reports for later usage or documentation

Patient wise Reports (Patient profiles) could not be created in an
acceptable format for our customer
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Situation (today, CDRT & embedded
SAS Patient Profiles)

CDRT System
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Advantages of embedded SAS® based
Patient Profiles

* Batch wise compilation of Patient Profiles is possible. In combination with
a Macro parameter the reviewer can decide if a single profile, profiles for a
range of subjects or for all subjects of a study should be compiled

* By using the scheduling functionality of our CDRT an execution of large
Patient Profile batches is feasible (e.g. at night)

* Patient subsets (pre-specified in the CDRT can be applied to the SAS®
based Patient Profiles. This allows for example that Patient Profiles are
compiled as a batch for subjects who required a CSR narrative (provided that
a respective patient subset was set-up in the CDRT)

* The SAS® based data highlighting functionality supports the Medical
Reviewers to focus on specific areas of interest (e.g. abnormal lab values)

» Automatic export of each Patient Profile to an CDRT independent network
drive
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Examples (CDRT + SAS Patient
Profile)
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Examples (Deep Link to EDC system)

SASP Patient Profile
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Usage of “deep links” to the EDC system

The implementation of interactive deep links
into embedded SAS® based subject profiles
allows by “clicking” on the link, to switch
automatically to the EDC page on which the
respective information was entered

Subject: 100010003
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Examples (external storage of Patient
Profiles)

Samba®
Server

, Windows®
—L_| File Server
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Conclusion

e Combination of SAS® programmed Patient Profile and the CDRT offers many
enhancements to the system

Allows user to execute Patient Profiles if required. This means the user is
very flexible and not dependent on the Data Management Function.

Flexibility of the Reviewer by selecting Patient via a Patient Subset.

SAS® Patient Profiles registered in the CDRT will use the same data as
used by other Medical Review activities in the CDRT

Although the Profiles are registered in the CDRT no export of Patient
Profiles is necessary
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Forward-Looking Statements

This presentation may contain forward-looking statements based on current
assumptions and forecasts made by Bayer Group or subgroup management.

Various known and unknown risks, uncertainties and other factors could lead to
material differences between the actual future results, financial situation,
development or performance of the company and the estimates given here.

These factors include those discussed in Bayer’'s public reports which are
available on the Bayer website at www.bayer.com.

The company assumes no liability whatsoever to update these forward-looking
statements or to conform them to future events or developments.
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Science For A Better Life

Thank you!
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