Will there be an opportunity to update formularies prior to January 1, 2006?

Organizations will be permitted to update conditionally approved formularies from
September 1, 2005 through 5:00pm EDT September 15, 2005 (open period).
This window will provide the last opportunity to incorporate updates into the
formulary until 60-days after the beginning of the contract year. Each formulary
may be uploaded once during the aforementioned window. HPMS will not allow
multiple uploads during the open period. CMS will begin reviewing formularies on
a rolling basis as they are received during this time period, So we encourage you
to submit as early as possible.

CMS expects organizations, if applicable, to only make minor adjustments to the
conditionally approved formularies, such as adding new drugs or enhancing the
formulary in other ways. Substitutions within classes are also permitted (e.g.
adding a brand of Proton Pump Inhibitors and removing a different brand of
Proton Pump Inhibitor). Also, CMS expects that organizations will use the
September open period to add any drugs within the six classes of clinical
concern (including the older agents), as outlined in previous guidance
clarification, that are not presently contained within the formulary. It is our
expectation that there will not be negative changes to the formulary, both in
regard to the drug list (removal of drugs without substitution within the same
class or category), as well as the addition of utilization management tools. These
changes could potentially jeopardize the conditionally approved status and lead
to non-approval of your formulary. Plans may also not change their
categorization systems at this time (e.g. switching from USP to an alternative
categorization system).

CMS understand the proximity of this review to the marketing activities
commencing on October 1, 2005. Therefore, CMS will make a profound effort to
review all updates to submitted formularies prior to October 1, 2005. A letter will
be sent via email once the updated formulary has been approved. Marketing of
your formulary should not begin before you have received approval of the
submitted updates. If you choose not to submit updates, you may proceed with
marketing of your formulary on October 1, 2005.

When accessing HPMS to update a formulary, the Formulary Revision option
should be selected. Once the user is in the Formulary Revision screen, the
Updates section should be utilized. As during the initial formulary submission
period, one NDC can be utilized as a proxy for a drug on the formulary. CMS is
not requiring all NDCs for a drug be loaded in the formulary flat file. In addition to
the updated formulary flat file, a required supporting documentation file must also
be uploaded. This file should contain a table of all updates/changes that were
loaded including the nature of the change, drug name, and a description of the
change. The table should be listed first, followed by any formulary notes. A prior
authorization attachment and a step therapy attachment must be uploaded if the
formulary contains new prior authorization or step therapy requirements,



respectively. However, if the updated formulary does not contain any new or
revised prior authorization or step therapy, then a document stating that there are
no changes should be attached for prior authorization and/or step therapy.

If you have any questions regarding this information, please contact Babette
Edgar at 410-786-0400 or Aaron Eaton at 410-786-2058.



