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Lachman Censultant Servwes, Inc.
Attention: Robert W. Pollock
1600 Stewart Avenue '
Westbury, NY 1 1590

Docket No. 2004P-0353/CP1
Dear Mr. Pollock: |

This is in response to your pctmon ﬁled tm August 5, 2004, requesung permms:on to file an
Abbreviated New Drug Apphcanon (ANDA) for the fenomng drug product: Famotidine Orally-
Dissolving Smps, 10 mg. The reference listed drug to which you refe n yaur petition is Pepcid
AC® (Famoudme) Chewablc Tablets 10 mg, approved under ; ‘

o4 g pmpdct L, o
uest is thﬁ?ftype of change that is

Your request mvolves a change in dosage fonn from that of th_"
chewable tablets to orally—dlssolvmg strips). The change you.
authorized under the Federal Food, Dmg, and Casmetzc Act (A_ 1

We have reviewed your petmon under Secnon 505(}) (2) (C)"Q; the Act and have determmed that
it is approved. This letter represents the Food and Drug Administration's (FDA). determmatmn e
that an ANDA may be submltted for the above~referenced drug product v

In addition, this petmon and your w" i

Research Equity Act of 2003” (PREA).
ingredients, new mdlcatmns, new dosag
adrmmstratlon mclude an assessment o,

5 uest were cvaluated with respe:ct to the “Pedmtnc e
RE/ 'ir'eqmres that all apphcatmns for new active
forms, new dosmg regmens, or new rou:tes of

itis a petmon for a
{ m adults and chzldren 12

' yeaxs and over Famotldme use. in patmnts younger than 12;
physician’s intervention for proper diagnosis and treatment,. rate de ,
the child’s wc1ght It is more appropriate to use the prescnp‘ duct famotldme fororal ;
suspension, which is adequately labeled for pediatric use. ~There the FDA has determined
that your proposed change in dosage form is sub; ect to PRBA buthas conoiuded that the
requxrements for PREA have already bee:n met ’ ‘ ,

Under Section 5050)(2)(C)(1):of Vthe\Act the FDA must approve a pentxon seekmg a change in
dosage form that differs from the iste : product unless it finds that investigations must be

conducted to show the safety and aﬂ' : ‘ess of the chffenng dosage form | i




The FDA finds that the changc in dasage fonn for the speclﬁc proposed drug product does not
pose questions of safety or effectlveness because the uses, dose, and route of adxmmstmuon of
the proposed drug product are the same as that of the listed dmgiproduct The FDA concludes,

therefore, that clinical i mvesugatxons are not necessary to show 'rjeffectzveness inthis
instance. In addition, if shown to meet bmavaalablhty requirements, the préposed drug product
can be expected to have the same therapeutm effect as the hsted e erence drug product

The approval of this petmon to- allow an ANDA to be sub ‘ ; the abov&referencad dmg
product does not mean that the FDA has datenmned that an. il be approved for the drug
product. The determmanon of whether an ANDA wﬁl 'be app

0 ,d,ls not made until the ANDA
itself is submitted and revxewed by the FDA i

To permit review of your ANDA submxssmn, you must submit all mfennatxon reqmred under
Sections 505() (2) (A) and (B) of ’che.Act,‘ ‘o be approved the drug product will, among other
things, be required to meet current bioa lability requirements under Section 505(j) (2) (A) @iv)
of the Act. We suggest that you submit your protocol for the drug product to the Office of
Generic Drugs, Division of Broeqmvalence pnor to the. submsmon of your ANDA. During the
review of your application, the FDA may requu'e the submssmn of addmonal information.

The listed drug product to whxch you refer in your ANI)A must be the drug product upon which
you based this petition. In addition, you should refer in your 1o the appropriate petition
docket number cited above, and mcludc: a copy of this letter in ANDA submission. Please
note that once an apphcatlon is approved for a product that i 1s the same as the subject of an
approved pentxon, that drug product will be the listed drug Thereafter‘ a petmon may not be
utilized as the basis for submxssmn of an. ANDA ] :

A copy of this letter approving your petxtmn wﬂl be. place;d on pubhc display in the Dockets
Management Branch, Room 1061 Maﬂ Stop HFA«SOS 5636 Fishers Lanc, Rockvﬂle, MD
20852.

i Siﬁc;‘éreflyyohrs, o

GaryJ. Buehler S
- Director ; '
 Office of Gcnenc Drugs
; Ce:rxter for Dmg Evaluatmn and Research



