Statement on MedDRA® Data Sharing

The MedDRA license gives a subscriber the right to use MedDRA within the
subscriber’'s company/environment for one year. This license must be renewed
each year in order to continue using MedDRA. Discontinued subscriptions
require the removal of MedDRA from the subscriber’s IT environment.

Data may be freely exchanged between current MedDRA subscribers. If
confirmation is needed regarding the status of a subscription (your own, a
partner, or vendor), please contact the MSSO Help desk at
MSSOHelp@ngc.com.

Sharing the MedDRA terminology with a non-subscribing organization is a
violation of the MedDRA subscription license. For example, when a CRO is
performing MedDRA coding for a sponsor company, both the sponsor company
and the CRO need to maintain current MedDRA subscriptions. This is true for all
cases including when the CRO is performing all data management activities for a
sponsor including submitting the data to regulatory authorities.

MedDRA terms can be produced as a component of reports and analyses and
provided to non-subscribers. The reports cannot provide the entirety of the
MedDRA terminology to non-subscribers. Please contact the MSSO Help Desk if
you have any questions about the use of MedDRA in reports.

We hope this information will answer any questions you might have concerning
the MedDRA licensing agreement. If you would like additional information,
please contact us at MSSOHelp@ngc.com
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