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CITIZEN PETITION e

e

This petltlon is submltted in duphcate _under secuon 505(1)(2)(0) of the Federal Food, Efug,

and Cosmetic Act [21 U.S.C. 35 2)(C)] and 21 CFR 10.30 and 314.93, to request the

Commissioner of Food and Drugs tc determine that the drug product loperam1de hydrochlorlde

2 mg orally dissolving film strip is sultable for an Abbreviated New Drug Application (ANDA).
 The petitioning company focuses on the development and manufacture of ﬁlm based drug

dehvery systems.

A,_, Action Requested

| ‘The pet1t1oner seeks a deterrnmatlon that Ioperamlde hydrochlqlr_fde 2 mg eraﬂy dlssolvmg ﬁlm
strip is suitable for an ANDA based on the reference hsted drug leperamlde hydrochlorlde 2mg
oral chewable tablet (Imodlum A D) s . S ; , ‘

-~ B. Statement of Grounds‘ :

Thls petltlon concerns a change in dosage ferm from an oral chewable tablet to an orally ,
dissolving film strip. The reference ug was approved by FDA for marketing as an over-
the-counter (OTC) drug under NDA 20-448 held by McNeil Consumer Products Company (July
24, 1997). A copy of the pertinent pages from the FDA publication “Approved Drug Products
with Therapeutic Eqmvalence Evaluations, 26" Edition (2006 ! whzch hsts the approval of this
OTC drug, is mcluded w1th thls pe‘utmn (Attachment A) e

ange in ‘dosage form and
ange as here (i.e., oral
iy 5,2005) authorlzlng the
Ips (Pepmd AC).

In the past the agency has approved mtlzen petlttons requestmg

last year approved a petition (Attachment B) for a similar type o
chewable tablet to oral strlp) See Docket No. 2004P~0353/C~
submlsswn of an ANDA for famotldme 10 mg orally dlssolvm ;

The orally dlssolvmg film strlp is shaped hke a postage stamp It is mtended to be placed on the
~ tongue, dissolve Wlthln afew seconds and swallowed to dehver the drug to the consumer.

dookfropdy - ¥



The active ingredient, strength route of adxmn '

tion, and recommended use of the proposed
OTC drug are the same as those of

. The products differ only in the physrcal formj.: :

of the drug product an orally drsso V1ng,-:,r msmp 1nstead of a compressed oral chewable tablet.‘ i

The dosage form will contarn 1nact1ve mgredlents that are generali: recogmzed as safe (GRAS)
foruse in food or have been used in prevrously approved dru pr :

There are a number of products that are marketed OTC whrc d;ssolvmg ﬁlm strtp

technology, and the dosage form is analogous to the many 0 ,/drsrntegratmg
‘products that have been approved by FD The CDER Dat. Manual recognizes the -
terms “film” and “strrp” as. approprrate dosage forms (Drug ture %;Monograph Number '
C- DRG—OOZOI) ‘ , ; ; e S , '
aauy dissolving film

Strlp — lS des1gned 10 prOV],dé a~ dl‘ SO
who find it difficult to, or cannot

er compliance, and better portab:rlity The proposed
dosage form wﬂl aIlow consu:ners to have 1 eater ﬂex1brhty, , :

will help consumers safely manage therr heaith.’ 4

It appears that. the hsted drug, whrle approved by FDA nearlr“ ‘

it Theﬁnai pﬁnt‘ed
tequirements for OTC
ts — called Drug Facts -
ears after the NDA for k

* labelmg in the NDA does not compl«, W
drug product labeling, 21 CFR 201.66. Those standardized r
were established on March 17, 1999 (64 ~F6Cié Reg‘.;~1.3~»25:4), almos
the listed drug was approved. Under these circumstances, the pre labelrng for the orally :
dissolving film strip product is consistent with the FDA approved lab of the listed drug, but o

utilizes the Drug Facts format and content accordance with 21 CFR 201,66. The labehng
varies only as it relates to the drfferenCe n

for those consumers en

‘ ,sage form and the method of adrmmstratron, those % L



i j"Drug Facts requlrements

::dlfferences that may be nece

For your convenience in comp’
submltted for an orally dlssolw

) ,_dxatrlc populatlon .
, S direg -11 years, children 6-8
years, and‘chlldren under 6 years ely Iabeled forkthe i

,pedlatrxc populatlon has been app ;

vk pedlatrlc studles under the Best Ph
change in dosage form meet‘  th
355¢], and no add1t10na1 stu\ es 2

For all of the aforementloned reason
the submlssmn of an ANDA), or

C. Envnronmental Impact i

'~:Pursuant to 21 CFR 25, 31(a s

mcludes all mformatlon and VleWS on W udes representatlve e

data and mfermatlon known to the petltmner Wthh aré unfa

Respectfully submltted

Pradeep Sanghv1 Ph.D. ; B L
Vlce PreSIdent Pharmaceutwal Development e

. Attachments (A-E)




