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Based on the foregoing discussion, we res
“Highlights™ section be eliminated in the final rule :
restrictions on the inclusion in the labeling of iﬂﬁlf p data and other data on indications, uses,
" and dosing that are not included in the “Indications and Usage” and “Dosage and
*Administration” sections. We appreciate the oppaortunity to comment on the proposed rule
and look forward to your thoughtful lconsideration of the issues raised here and in the
comments of PhARMA.

P
d that FDA abandon consideration of

E:\tﬁﬂly request that the proposal for a

Since cly 5 N
L% A/L{; é)
y X Jiménez

i
Grzrzgﬁal A"ttomey
Johnson & Johnson




Y
R ot

aekET
ro o8

oon ©
£10. F1HERS

g T o
WG,




