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every day, We Welcome the opportumty to

p between the 1998 Pedlatnc Rule and the Best Pharmaceutlcals for
g :'Chlldren Act (P.L.107- 1 09) Asm 1s of the American Academy of Pediatrics (AAP), we know

- thatthe AAP has advocated for appropriately tested and labeled medications forinfants, childrenand -

= adolescents for over 40  years. Securmg safe and appropriate drugs for use by ch1ldren hashadalong

, ~and laborious hlstory Slgmﬁcant progress toward pedlatrlc drug studles and labehng has been N

made overthe last'ﬁve years. - L :

} obtammg essenual pedlatrlc datawas 1nst1tuted in the late 1990 S. ThlS approach:l ) o
: l) 1ncent1v s for Voluntary studles of drug safety and dosmg by 1ndustry (extended in

e DA proposed to suspend the Pediatric Rul '
i ”freversed thls actlo mdlcates that chlldren are at risk of Iosmg the ground we have fought so

hem (YO - O 152 Ccz2

le ensures that children are > 1o longer a therapeutlc afterthought by the
try It is an essentlal and successful toolm ensunng that chlldren have the ‘




*ﬁrst tlme

S \F”Reél‘eter notice soliciting public comments:

*:;m.«ww ﬁxfé’ iR

: chlfdren a ‘,;;é.lhty, not an optlon an ; puts chlldren on ”a; evel p ’aymg eﬁwmduits

o i Dy a}ll the proV151
i Rule however together they Weave a safety net for chlldren 110 ensure_,that childr

g com ‘ents and recommendatlons respond to questlons and 1ss ,s

Retiring or rele
be to the detr “
P VOluntary anc

ject to contin ation by Congress and that future ]
ation 1sﬂuncerta1n the Pedlatnc Rule should mirror the scope of the BPCA and
cat . Tfacompany
ule. Ttis important ;
he current label lacks
, .g., ¢ also include 1n,the1r
_ requlrel’rfen for pedlatrlc studles of the new mdlcauon any ped1atr1c studles that m ay be"'
needed for the "currently labeled or potent1al indications. B

. ""'In determm : ,
the detalled pxocess for : requestmg ‘pediatric studles of already marketed drugs and securlng

- ‘labehng tha, is outhned in ’the BPCA

: N jfc,j, It is essent1a1 that the Pedl'

er 1at biological products will be s ug}ed“ and av’aﬂﬂablef’or cmren ~No provision of
'PCA apphe §] emﬁcally to biologica products since t 1 drugs

vered, by the Food, Drug and Cosmetic Act (FDCA) and the vast majorlty of t fol\oglcs are

e Approprlate formulatlons are an essential component of rov1d1ng medications for the
- f,"pedlatrlc populatlon Ttis a requlsxte for studies in 1n?ants and younger children to deve_lpp o
, xage app‘roprxate formulatlons, _f necessary. Fallure to require needed formulatlons for f}, R,




formulatlon is developed in the study phase, ‘Wﬁl

‘ formulatlon 1t may not always be possxble to scale up
S general pubhc ,

:ay be necessary to manufacture that m R
the formulatlon for dlstrlbutlon to the

Thankyou for your on‘

Smcerely,

James Hedrick, MD.
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