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"l was brought
up to believe
that the only
thing worth
doing was to
add to the sum
of accurate
information in
the world."

- Margaret
Mead
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As one of the most famous anthropologists of modern civilization, Margaret Meade taught
humanity about anthropology and its holistic vision of the human species. Dr. Meade
committed her life's work to the accurate summation of factual evidence. Imagine if she could
have shared this information with colleagues around the globe?

As a member of the CDISC leadership of the medical device
standards subteam, | am pleased to announce the first draft of the
Devices Supplement to the Study Data Tabulation Model
Implementation Guide (SDTMIG) has been completed and is available
for public review. This has been a long term cooperative effort between
FDA, industry and members of the CDISC CDASH/SDS teams, with
the goal of developing collection and submission standards to support
electronic submission of PMAs, 510(k), and BLAs.

Being able to share information electronically with FDA and
other regulatory agencies is a goal we all aspire to in the
medical device industry, as we know it will promote efficiency
and faster pathways to market approval. Therefore, | encourage
you to visit the CDISC website where you can learn more about
the Device Supplement, download it, and make comments back
to the team. For those of you unfamiliar with CDISC and SDTM,
there is a lot of great information on the website, along with
ways to get training if you choose.

BSI is a member of CDISC and has experience in SDTM and AdaM
dataset creation for your submissions. We have also designed our rED
Cap software with CDISC in mind, using the ODM model. To learn
more about BSI, visit our website or contact us directly from this
newsletter.

Warm Regards,

Maureen Lyden, CEO BioStat International, Inc.


http://r20.rs6.net/tn.jsp?llr=o7wwspiab&et=1109197781106&s=1&e=001ipaMO8iSSWrGWCPhCYR1PVRD4abZTj0eFIRHk7reIoltoJMxsBXIZS7oWVgqj4KQOmyWEqLuUzaYCE3iqsubMq8aur5Hru_zyPxSM1MevCIhiYyxGraqrrpVSCp5V2kVhHd0LMflSP0=
http://r20.rs6.net/tn.jsp?llr=o7wwspiab&et=1109197781106&s=1&e=001ipaMO8iSSWrGWCPhCYR1PVRD4abZTj0eFIRHk7reIoltoJMxsBXIZS7oWVgqj4KQOmyWEqLuUzaYCE3iqsubMq8aur5Hru_zyPxSM1MevCIhiYyxGraqrrpVSCp5V2kVhHd0LMflSP0=
http://r20.rs6.net/tn.jsp?llr=o7wwspiab&et=1109197781106&s=1&e=001ipaMO8iSSWrGWCPhCYR1PVRD4abZTj0eFIRHk7reIoltoJMxsBXIZS7oWVgqj4KQOmyWEqLuUzaYCE3iqsubMq8aur5Hru_zyPxSM1MevCIhiYyxGraqrrpVSCp5V2kVhHd0LMflSP0=
http://r20.rs6.net/tn.jsp?llr=o7wwspiab&et=1109197781106&s=1&e=001ipaMO8iSSWq7sHqq7uzivKORzD1KW1qDSSGLiNeQga6ZQ7lrsh7MUm5mHNQI2Ao1X0a7OTIHez4d0UzB4OHG4EtmaTqzZnO2s7q5vIQbjETHiOy4uRqYgQCLHFq63t_0ElVOYrjghmu_4eAeZ7RvlGkdESPECDrHUOzzbjRBzHrRJCI0qkzfrYYdg3yuCf85BJahqGZxg89hSTDMdlFec3PdyAoEVoDcWn3l2AYPJlYVYm5Ii97wAL_MmgyOj4_UK1v2U5fXQKk=
http://r20.rs6.net/tn.jsp?llr=o7wwspiab&et=1109197781106&s=1&e=001ipaMO8iSSWonhhDauypfto7OJX2hSKEAWClUqus6mFrc42ywMwTRdD4ip0TAy9VxmFRvSFxa7v7I84ZBINRTlFmfHZ92uDdOXSaGGZYOkd9x71VbtV483CfT0jRJgwMZaXm6bwyhM1lj3krdaJP2CWGFWWz-PKHUY9MVaqrUJK2zvOORjqnu_pBplMp7mrmU-Xaev-jp63GhMq5kgYQvkvPlHs453PKDTF73vqF6CpXKdyo8ca46VmpqopRphjYYa4VTa-l6R1zpsirp6SukvQ==
http://r20.rs6.net/tn.jsp?llr=o7wwspiab&et=1109197781106&s=1&e=001ipaMO8iSSWonhhDauypfto7OJX2hSKEAWClUqus6mFrc42ywMwTRdD4ip0TAy9VxmFRvSFxa7v7I84ZBINRTlFmfHZ92uDdOXSaGGZYOkd9x71VbtV483CfT0jRJgwMZaXm6bwyhM1lj3krdaJP2CWGFWWz-PKHUY9MVaqrUJK2zvOORjqnu_pBplMp7mrmU-Xaev-jp63GhMq5kgYQvkvPlHs453PKDTF73vqF6CpXKdyo8ca46VmpqopRphjYYa4VTa-l6R1zpsirp6SukvQ==
http://r20.rs6.net/tn.jsp?llr=o7wwspiab&et=1109197781106&s=1&e=001ipaMO8iSSWqGjv4r8jjpaxBUdI1erV-kv_i8vAj9ha702LWheNmusydqVSO5re49ADijR1RReftgge2bahR9sfgvbZcG_ZCU2eJXipbuZB51Lk1Klo-WIMe5wdkuY3upiyMs6_VAea-Ta8BPC8gKGAhnsiTaghp7I_Sg4iTsjvziRRpgLU2F6UhelHnH5nbqRMiYXYCio44_Do6nLi4fyAtxrNoFctO4ZvsnR51FdAfGMH2wd0oeK-JPd4iAItay9DH2oowr7l06pP9eTOdKqw==
mailto:mlyden@biostatinc.com?

