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(panel of rubber patches)
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J.Ross called K.Sullivan and left a voice message in
response to questions raised on 3/9/07 by Mekos.

What stebility data is required based on item #3 in CR
letter of 2/12/07 to the supplement? In previous
discussions with Mekos on May 15, 2003 regarding germalls
patches, CBER indicated that 12 months of stability data
would be considered to support 24 months of expiry dating.
In a meeting between CBER and Mekos on 5-2-06, CBER stated
that CBER noted that stability studies conducted on Panel
3.1 with patches in the final configuration are likely to
be required prior to licensure each time a new allergen is
added to the Panel. Mekos may submit a request for
exemption from complete stability studies, including
information on accumulated experience demonstrating the
absence of interactions effecting stability among patches.
CBER suggests that Mekos submit a proposed amount of
stability data to support a requested expiry dating period.
J. Slater provided the same advice to C. Hamann 3/9/07.

Can Mekos send samples in support of the supplement that
are not in the foil pouch?



CBER stated that this gquestion may not be an issue since
Mekos has not made lots and will be conducting a stability

study.

CBER recommends that the sponsor choose one representative
to interact with one representative of CRER, which would be
J.Ross rather than J.Slater. Generally we find
communication works better this way than multiple people
talking back and forth in parallel. Please call J.Ross
with additional questions.





