Leverage Medidata

InterMune is a biotechnology company focused on the research, development and EXpertise
FRPPHUFLDOL]DWLRQ RI LQQRYDWLYH WKHUDSLHV LQ SXQRRKIRARM GG /Y SKDQ RE
diseases. Several years ago, InterMune made the decision to begin utilizing electronic extract the maximum value from Rave

data capture (EDC) for future clinical studies. In addition to looking for an EDC Safety Gateway, Medidata provides a

solution that would streamline its clinical research process and enable real-time comprehensive consulting workshop

to help with the implementation
. f datab . of Rave Safety Gateway. Clients
Its safety database to: FDQ EHQHBW IURP OHGLGDWDAV

- Reduce reconciliation of serious adverse event (SAE) data between clinical and implementation experience with a full

. planning and optimization workshop.
safety databases; and The workshop will focus on how to

 Eliminate time-consuming and redundant data entry to the transition from a paper-based system

to a fully automated, electronic
drug safety database. '
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EDC to any E2B compatible safety

access to clinical data, InterMune also looked for a system that would integrate with

; tem.
The Solution system
After evaluating potential solutions, InterMune determined that the Rave EDC system TOpICS covered in
had this functionality. Through the SAE c Rllection and E2B transmission capabilities the Workshop:

built in Rave EDC and the functionality of Rave Safety Gateway, Intermune was able

to collect all SAE data directly within the EDC system and have it electronically _

transferred to InterMune’s VDIHW\ GDWDEDVH DV DQ HONF SWRRH\FV(METEGYgn process
LPSURYHG WKH DFPQWDFLW.EHBGW\ Rl ,QWHUOXQHAV 6% (° FRASTPI/EORMORRFCEI RFH V vV

\LKB@QJ VLJQLILFDQW VDYLQJV LQ time and resources compared to the trE@tigHsgrpafastors to implementing
based processes an EDC-to-safety system electronic

process

* Product overview

« Electronic case report form (eCRF)

Business Impact impacts and updates

Current manual or paper processes to collect and transmit clinical SAE and E ODSSLQJ DQG FRQBJIXUDWLRQ

SAE-related data from sites to a sponsor’s safety database are time-consuming and E (% ROH JHQHUDWLRQ

resource intensive. Moreover, such processes often rely on duplicate data entry and * Implementation plan

require reconciliation between the pharmacovigilance and clinical databases.

5DYH 6DIHW\ *DWHZD\ LV D VHFXUH FRQILIJXUDEOH ('& WR VDIHW\ VAVWHP LQWHUIDF
enhances Rave EDC with advanced SAE collection and E2B transmission FDSDELOLWLHYV

:LWK 5DYH 6DIHW\QWWHEZROOH KDV WKH DELOLW\ WR HQVXUH VSHFLILF safety

process needs are met through comprehensive business rules, which are

LQGHSHQGHQWO\ GHVLJQHG WR JRYHUQ SDUDPHWHUV VSHFLILF WR D WULDOAV GHYV
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