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A
Sandoz Inc. A

ttention: Gregory Seitz A

A Head U.S. Regulatory fAairs Generics A

A
Dear Gregory Seitz: A

A
This letter is in reference to your abbreviated new drug application ( ND A received for A
review on pril 17, 2024, submitted pursuant to section 505(j) of the Federal Food, A
Drug, and Cosmetic ct (FD&C ct) for Pemigatinib Tablets, 4.5 mg, 9 mg,and A
13.5mg. A

A
We have completed the review of this ND Aand have concluded that adequate A
information has been presented to demonstrate that the drug meets the requirements A
for approval under the FD&C ct. We have determined your Pemigatinib Tablets, A
4.5 mg, 9 mg, and 13.5 mg to be bioequivalent and therapeutically equivalent to the A
reference listed drug (RLD), Pemazyre Tablets 4.5 mg, 9 mg and 13.5 mg, of Incyte A
Corporation (Incyte) ND A-213736. A

A
However, we are unable to grant final approval to your ND Aat this time because of A
the patent issue noted below. Therefore, the ND Ais tentatively approved. This A
determination is based upon information available to the gency at this time (e.g., A
information in your ND Aand the status of current good manufacturing practices A
(cGMPs) of the facilities used in the manufacturing and testing of the drug product). A
This determination is subject to change on the basis of new information that may come A
to our attention. This letter does not address issues related to the 180-day exclusivity A
provisions under section 505(j)(5)(B)(iv) of the FD&C ct. A

A
The RLD upon which you have based your ND A Incyte's Pemazyre Tablets 4.5 mg, A
9 mg and 13.5 mg, is subject to periods of patent protection. The following patents and A
expiration dates are currently listed in the Agency’s publication titled Approved Drug A
Products with Therapeutic Equivalence Evaluations (the “Orange Book™): A

A A
A U.S. Patent Number A Expiration Date A
A A
9,611,267 (the '267 patent) A January 30, 2035 A
A A
10,131,667 (the '667 patent) A pril 17,2034 A
A A

11,466,004 (the '004 patent) A May 3, 2039 A
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11,628,162 (th v162 p ¢ nt) v Au wst 30, 2040 v
\% \Y%

12,552,792 (th v792 p ¥ nt) v Octob v3,2040 v

\4
With r sp etto th v267 nd'667 p v nts, your ANDA cont insp v vr phlll v
c rtific tionsto whofth p t ntsund rs ction 505(j)(2)(A)(vii)(Ill) of th FD&C Act v
st tin th tS ndozInc. (S ndoz)willnotmak t vmi tinibT bl ts,4.5mg9mg v
nd 13.5 mgpriortoth  xpir tionofth p t nts. Th r for ,fin I pprov | of your v
ANDA maywiotb r nt dpursu nttos ction 505(j)(5)(B)(ii) of th FD&C Actuntilth v
'267 p t nth s xpir d, curr ntlyJ nu ry 30, 2035. v

\'A
Your ANDA cont insp r vr ph IV ¢ rtific tionstoth '162 nd'792p t ntsund r v
s ction 505(j)(2)(A)(vii)(IV) of th FD&C Act st tin th tth p t nts r inv lid, v
un nforc vbl , or will notb infrin vd by your manwuf ctur ,us ,ors | of wvmi vitinib v
T bl ts,4.5mg 9mg vnd 13.5 mg und rthis ANDA. Youh v notifi dth Avncy v
th t S wmdoz compli d withth r quir ments of s ction 505(j)(2)(B) of th FD&C Act, v
nd th ¥no ction for infrin vm envof the ‘162 patent w w brou Wt v inst S wdoz within v
th st tutory45-d yp riod. v

\4
Withr sp cttoth '004 p t nt, your ANDA cont ins st t menvund rs ction v
505(j)(2)(A)(viii) of th FD&C Act th tthisis method-of-us p t ntth tdo snotcl im v
ny indic tion or oth r conditions of us for whichyou r s vkin pprov lund ryour v
ANDA. v

\4

| v not th tif FDAr quir s RiskEv lu tion nd Miti wion Str t w (REMS) for v
list ddru , nANDAT f r ncin th tlist ddru Isowillb r quir dtoh v \Y%
REMS. S v s ction 505-1(i) of th FD&C Act. v

\'4
REQUIREMENTS AND RECOMMENDATIONS POST APPROVAL v

\'A
Und r pplic bl st tut s,r wl tions, nd uid nc s, if your ANDAr c iv sfin | v
pprov |, itmayw subj cttoc rt inr quir ments nd r commvnd tions post v

pprov |, includin r quir mentsr v rdin ch n vsto pprov d ANDAs, postmalktin v
r portin ypromotion Yma vi Is, nd nnu Vvf cilityf vs, mon wth vs. For v
inform aien on post- pprov | r quir ments nd r commvnd tions for ANDAs nd list v
of r sourc s for ANDA hold rs, w vr f ryou to https://www.fd . ov/dru s/ bbr vi t d- v
n w-dru - pplic tion- nd /r quir ments- nd-r sourc s- pprov d- nd s. v

\'A
RESUBMISSION v

\'A
To request final approval, please submit an amendment titled “FINAL APPROVAL v
REQUESTED” with enough time to permit FDA review prior to the date you believe that v
your ANDA willb  li ibl forfin | pprov I. Ar qu stforfin I pprov Ith tcont ins v
non wd v, informdion, or oth vch v vstoth VANDA wn v Ryr quir s p viodof v
3 months for A vncyr vi w. Accordin ly, such r qu stforfin | pprov | shouldb v
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submitt dnol t rth n months priortoth d t onwhichyous 1k pprov I. A 1
r qu stforfin | pprov Ith tcont inssubst ntiv ch n1stothisANDAorch nlsin 1
the status of the manufacturing and testing facilities’ compliance with cGMPs will be 1
cl dsifi d ndr vi wild dcordin to OGD policyin ff ct tth timedfr c ipt. 1
Applic ntsshouldr vi w v Il bl 1 ncy uid nc forindustryr | t dto mentimenis 1
und rth  In ricdru us rf 1pror mtod t rmin th dur tonof Al ncyr vi w 1
nld dtor vi wth ch n1ssubmitt d. Asp rtof this consid r tion, pplic nts 1
should monitor nych nl1stoth RLDth toccur ft rt nt tiv pprov [, includin 1
ch nlsinl blin ,p t ntor xclusivity informdaibon, ormal tin st tus. Th 1
submission of multipl mentimenis prior to fin | pprov Imayl Isor sultin d | yin 1
th issu nc ofth fin | pprov 1l ttr. 1

1
Th mentimenir qu stin fin | pprov I should provid th | 1 I/r 1ul toryb sis for 1
yourr qu stforfin | pprov I ndshouldinclud copyof courtd cision,s il menl 1
orlic nsin Ir Imeni or oth rinformdibn d scrib din21 CFR 14.107, s 1
ppropri t . Itshould Isoid htifych h 1s,if ny,inth lconditions und ¥k whichth 1 1
ANDAwlIst nt tiv ly pprov d, . .,upd t dinformaidn such sfin l-print dI b lin , 1
ch Imistry, manlif cturin 1 ndcontrolsdt s ppropri t . This mentimenishouldb 1 1
submitt d v hifnon ofth s ch nlswlr mal, nditshouldb d sintd 1
clearly in your cover letter as a “FINAL APPROVAL REQUESTED.” 1

1
In dditiontoth mentimenir qu st d bov ,th Al ncymak qu st, t nytime 11
priortoth d t offin | pprov [, th tyou submit n ddition | menimenicont inin 1
informdidn s sp kifi d byth 1A 1 ncy. F llur to submit ith kor,ifr qu st d, both 1
typ sof menlimenisd scrib d bov maylk sultin d | yinth issu nc ofth fin | 1
pprov 11 tt r. 1

1
This dru product maylhotb mal t d withoutfin | A1 ncy pprov lund rs ction 1
505(j) of th FD&C Act. Th introduction or d liv ry for introduction into int rst t 1
commlrc of thisdru productb for th fin | pprov Id t is prohibit dund rs ction 1
01 ofth FD&C Act. Also, untilth Al ncyissu sth fin | pprov 1l tt r,thisdru 1
product willnotb d 1 medl pprov d formakl tin und rs ction 505(j) of th FD&C 1
Act nd will notb llist dinth 10r n 1 Book. 1

1
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For furth Finform &idn on th Ist tus of this ANDA or upon submittin 1 n mentimenito 1
th ANDA, pl 1s cont ctDi n Smith, h kmD, R1h,R1 ul tory roj ctManll r, t 1
(301) 796 - 3652. 1
1
1
1
Sinc I ly yours, 1
1
{See appended electronic signature page} 1
1
ForKIndr S.St wirt, R. h.,, hm.D. 1
CAIT,Unit dStt s ublicHI IthSIrvic 1
Dir ctor 1
Offic of R1 ul tory Op r tions 1
Offic of GenlricDru s 1
ClInt rforDru Ev lu tion ndRlIs Irch 1
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