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" 'Pursuant to the provisions of 21 USC §355 (b) and 21 C.F.R.
" §314.53, particularly subsections (c) and (d), Applicant herewith
- submits the following patent information for each patent it believes. -
.. it reasonably could assert against the manufacture, use or sale by RIS
- 'another of certain compositions, formulations or uses of a dmg or .
v drug product for wlnch Applxcant is submmmg this NDA: i

fPatentI o . I
R () Patcnt No 5 002 953 cxpmng 30 August 2008
- (u)  Type of patent: drug, formulation and use.
- (iii) . Owner: Beecham Group ple. |
s (iv) - The applicarit resides and is doing -
- business in the Umtcd States :

; The unders1gned dcclares that Patent Numbcr 5,002,953 - :

= covers the composition (new chemical entity), a formulation and a. ' , f
. method of use of rosiglitazone maleate. This product is the subject - : -

. f this apphcatxon for which approval is bemg sought

, Patent II: e _

: ) Patent No. 5 741, 803 expiring 21 April 2015.
(ii)  Type of patent: drug, formulation and use.
(iii) ~ Owner: SmithKline Beecham plec.

~(iv) -~ The applicant resides and is doing

- | bus:ness in the United States.

- The undersxgned declares that Patent Number 5,741,803

- "covers the composition (new chemical entity), a formulation and a
method of use of rosiglitazone maleate. This product is the subject
of this application for which approval is being sought.
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EXCLUSIVITY SUMMARY FOR NDA # ;;ll ():4 \ . SUPPLﬁ

‘vvib_-jTradé Name | “ v R Generic Name ZOSI@/}D?—EOA&,
:’:!APPl:.cant Name S_kﬁ HFD# S‘/D -

L Approval Date If Known /t/ S, 9

| pAR?Vi¥fis]xn_nxcnvsxﬁi??ﬁbﬁ?nnnxuarzonfuzsnzn7 o

RERES O An exclu81v1ty determlnatlon will be made for- all or1g1nal
‘applications, but only for certain- supplements Complete PARTS II.
and III of this Exclusivity Summary only if you answer "yes" to one
L ox mcre of the followxng questxon about the submission. ..

a) .Is it an ongmal NDA? A
‘ ' S . ¥BS /a’// NO /- /

—————

: b) Is 1t an effectlvenees supplement? » ' o
1f ves, what type’ (sE1, szz_ etc. )' o

: c) Did it requlre the review of. cl;n;cal data other than to

S 'support ‘a- safety claim: or chan\ge in labeling related to

. safety?  (If it required review Only of bloavallablllty or
bloequivalence data, answer "no “)

YES / <:7 No / 4

" If your answer is’ "no" because you believe the' study is a -’
. bivavailability study and, therefore, not -eligible for
- exclusivity, 'EXPLAIN why it is a biocavailability study,
'includin'g your reasons for disagreeing with any arguments made
S+ by the - applicant - that the  'study was - not :'simply .a
,:bloava:.lablllty study. - C DRI PR

If 1t 1s ‘a supplement requiring the review of ‘clinical data
but it is not an effectiveness supplement, describe the change
or cla:.m that is supparted by the clinical data- :

Form OGD-011347 Revised 10/13/98 | T N |
cc: Original NDA Division File HFD-93 Mary Ann Holovac
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j.d)_ Dld the appllcant request exclus;vzty’ ': :
e 'ff» . ' R st /] NO /./’7

CIf the answer to (d) is "yes," how many years of exclus1v1ty»
did the appllcant request" o ‘ ‘

‘e) Has pedlatrlc excluSLV1cY been granted for thls Actlve‘
:M01ety? ‘ S s

uo

" IF YOU HAVE ANSWERED "NO® TO ALL OF THE ABOVE QUESTIONS 6o
© DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8. PO R

‘f52il Has a’pfdduct w1th'the'same'a¢tlve 1ngred1ent(s)} dosage form,

strength, route of administration, and dosing schedule, previously -

- been approved by FDA for the same use? (Rx to OTC swltches should_'
be answered NO- -please indicate: as such)

YES /_/  NO /= /

”rdzf{yes;eﬁﬁﬁ'# . Dprug Nam?* =

: 7:15 THE ANSWER' 10 QUESTION 2 IS nYES," GO DIRECTLY TO THE SIGNATURE"
~ BLOCKS ON PAGE 8. , _ . :

;"3, Is thls drug product or indication a DESI upgrade'>

YES /__/  NO /,,/””

5fIF THE ANSWER TO QUESTION 3 IS "YES,” GO DIRECTLY TO THE SIGNATURE
" BLOCKS ON PAGE 8 (even if a study was required for the upgrade). -

PART II FIVE-YEAR EXCLUSIVITY FOR NEW CEEMICAL ENTITIES .

- (Answer either #1 or #2 as appropriate)’

1. Single agtive ingredient produgt.

Has FDA previously approved under section 505 of the Act any drug

“product containing the same active moiety as the drug under

consideration? Answer "yes" if the active moiety (including other

esterified forms, salts, complexes, chelates or clathrates) has

been previously approved, but this particular form of the active
moiety, e.g., this particular ester or salt (including salts with -

- hydrogen or coordination bonding) or other non-covalent derivative

(such as a complex, chelate, or. clathrate) has not been approved

Page 2
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_Answef:"ho”ﬂifyﬁhefébmpound requires;mééaboiic cbnversidnifdtherf -
than deesterification of an esterified form of the drug) to produce
an already approved active moiety.. 3 RTINS

YES /__/

o APPEARS THIS WAY ON ORIGINAL

 Page 3
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‘if "yes L 1dent1fy the approved drug product(s) containing-:ﬁéfif"

~active: m01ety, and if known, ‘the’ NDA #(S)

woa#

: NDAY

) 35If the product contains more. than one active mlety(as def:.ned in

. Part II, #1), has FDA previously. approved an appllcatlon underj :;-
" section 505 containing any ope of the active moieties in the drug
- product? : If, for example, ‘the combination contains one never-.

- before- appr0ved active moiety and one previously approved active

"molety, answer "yes." (An active moiety that is marketed under an
- OTC' monograph, .but that. was never approved under an. NDA, 'is’

cons;dered not prevxously approved ).

'_,.ijzs,_/ /N /4

————"

:fiifﬁyeé;" 1dent1fy the approved drug product(s) containing the

active -moiety, and, 1f known, the NDA #(5)'”,

- oNDAR

oAy,

" IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NQ, " GO DIRECTLY

. TO THE SIGNATURE BLOCKS ON PAGE 8. IF "YES" GO TO PART III.

PART III THREE-YEAR EXCLUSIVITY FOR NDA’S AND SUPPLEMENTS

To qualify for three years of exclus;vzty. an - applzcatlon or
supplement must contain "reports of new clinical investigations
(other than bioavailability studies) essential to the approval of
- the application and conducted or sponsored by the applicant.” This
section should be: completed only 1f tho answer to PART II, Question

1 ox 2 was "yes."
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1.. - Does the application contain reports of clinical

investigations? (The Agency: 1nterprets “elinical. 1nvest1gatlons"

_to - medn - investlgatlons ‘conducted 'on humans  ~other . than

:bloavallablllty studies.) ' If the application’ contains c¢linical
-1nvest1gations only by virtue of a:right of reference to clinical -
investigations in another application, answer. "yes » then skip to :

question 3(a). - If the answer to 3(a) is "yes" for any

?Elnvestlgatlon referred to in another appl;cat;on, do not complete-'
‘ﬂ,remaxnder of summary for that 1nvestlgatlon. :

, B | YEs/__/ WO /__
, IF "NO, " GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.

o LA cl1n1cal 1nvestlgatlon 15 ”essentlal to the approval" if the,,” g
o Agency' “¢could: not ' have apprOVed the appl;cat;on or supplement
-~“without relylng on that investigation. Thus, the investigation is

not essential to the approval if 1) no clinical" 1nvestlgat10n is:

_’necessary to- support the: supplement ‘or appl;cat;on in:light of
_prevzously ‘approved applications (i.e., information. other ‘than
" eclinical trials, such as biocavailability data, would be sufficient

" to provide a basis for approval as an ANDA or 505(b) (2) application
because of what is already known about a previously approved '
product); or 2) there are published reports of studies (other than
" those conducted or sponsored by the applicant) or other publicly
~available data that . independently would have been sufficient to
. ‘support approval of the application, without reference to the

* cllnlcal 1nvest1gatxon submitted in the appl;catlon. ‘

(a) In llght of prev;ously approved appl1catzons, is a
“elinical investigation (either conducted by the’ applicant or .
available from some other source, including the published
" literature) necessary to support approval of the appl;catlon

or supplement?
’ YES / v NO /

"t If'"no;@'stete the basis for'your cdncluS1oﬁ that'e clinical =
“trial .is not necessary for approval ‘AND Go DIRECTLY TO
'SIGNATURE BLOCK ON PAGE 8. v L

b)) ‘pid the appllcant subm;t a list of published studles
: relevant to the safety and effectiveness of this drug product
-.and a statement that the publicly available data would not
- independently support approval of ‘the. application? '

YES /. ./ .NO VAR

V,_Page-s ;
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(1) If the answer to 2(b) 1s" "yes " do you personally
know. of any reason- to disagree with the appllcant s
.' ccncluszon? If not app11cable, -answer NO. . _ :
YES /. /  NO/__/

" If 'y-“ésf, 'explaiin:,; R

(2) If the answer to 2(b) is "no," are‘yo"u -aware of

" published studies not conducted or sponsored by the

applicant or other publlcly ‘available data that —could
-~ "independently demonstrate the safety and effectxveness of -
'tlus drug product? » I , -

' 1f yes, explain:

f'i;(é:’)' If ‘the answers to (b) (1) and' (b) (2) were both "no,"
i :.dent:.fy the ' clinical investigations submitted in = the
applicatlon that are essent1a1 to the approval-

"Studles comparlng two products wn:h the same 1ngred1ent(s) are
_cons:dered to. be bloava:.labllzty studies for the. purpose of this
',sectlon.‘ : :

3. In additi"on'to‘beingvessential, investigations must be "new" to
support . exclusnrzty The - agency interprets "new .clinical
‘investigation” to mean an investigation that 1) has not been relied
on by the agency to demonstrate the effectiveness of a previously
approved drug foér any indication and 2) does not duplicate the -
results of another investigation that was relied on by the agency -
to demonstrate the effectiveness of a previously ‘approved drug
product, . i.e., does - rnot redemonstrate: something the agency
conslders to have been demonstrated 1n an already approved
appl:.cat ion. » ~

Page 6
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a). For: each”inveetigatzon identified as "essential- to thei”i’

'f,u to demonstrate the. effectiveness of a previously approved drug -
. product? (If the investigation was relied on only to support -
-Tthe safety of a prevxously approved drug,,answer "no. ") :

EHInvestlgatlon #1 ;f%f'ffv  yes / / . NO / /

' ‘fi Invest1gat1on #2 »j‘, o YES'/ /o NO / /‘,.v

“If you have answered "yes" for one or more 1nvest1gat10ns,

‘Jh*ldentify each such 1nvest1gatzon and the NDA in WhICh each was.

*~i-re11ed upon'

. 'b) For each investigation identified as "essential to the
»,,Q,approval" does: the- 1nvestlgatxon ‘duplicate the results. of
~“another . 1nvestlgat10n that was relied on by the agency to

. support  the effectiveness of a prev;ously aPPr°Ved drug"

"”fproduct°

'W‘eInvestzgatlon # p;—fjvlv': “YES / /- NO / ‘,/7'
iInvestigatibn #2 R "fgs‘/ / NO /)

“If you have answered "yes" for one or more 1nvest1gat10n,]‘

’]rxdentlfy the NDA in which a simllar investlgatlon was relledf‘

‘,,i{on.‘ -

a>ﬂei\#2(c), lese any that are not "“new"):

“c) If the answers to 3(a) and 3(b) are no, 1dent1fy each 'new"'
-~ investigation in the application or supplement that is
. esgential to the approval (i.e., the 1nvestzgat10ns llsted in

‘ Page 7
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To be ellglble for exclusxv1ty, a new: 1nvestlgatlon that 151'” :

' eséentlal to: approval must also have been conductad or sponsored by

~the applicant. . An: 1nveatlgatlon was "conducted or sponsored by = °
“thé - applicant .if, before ‘during the conduct: of the =

1nvest1gatlon, 1) the: appllcant was the sponsor of the IND named in -

7: the form FDA 1571 filed with the Agency, or 2) the applicant (or
o its: predecessor in interest) provided substantial support for the = .
Coostady.s Ordlnarlly,.substantial support will mean prov1d1ng 50_}[:;.*

jpercent or more of the cost of the ~study.

.f;fa) For each 1nvest1gat1on 1dent1f1ed in response to questlon;e
"3(e): if the investigation was carried out under an IND, was
. the appllcant 1dent1f1ed on the FDA 1571 as the sponsorv‘x

 }Invest1gat1on #1- »' ;-

'IN'D'.‘#,‘-” . YEs A /1 ro /__/ Explain:

Invest;gatlon #2

v*‘:‘vIl;\ij#:f-':‘- ot yzs /)

tom t G

"NO /__/ Explain?v‘

(b) For each 1nvestlgatlon not. carrled out under an IND or for
e ”whlch the applicant was not identified as the sponsor, did the :
_,fappl;cant certify that it or the applicant’s predecessor in
'\alnterest prov1ded substant;al support for the study°’-

'teInvestlgatlon #l

b‘f:e>YES /. / Explaln NO /___/ Expiain

'Investigaﬁion'#zs

”;YES / / Explaln NO /___/ Explain

EW S S e e ten fw e Sen G e S tut Ve b B

’Page:s
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(c) Notwmthstandlng an answer: of<"yes" to (a) (b) aré;

,»there other reasons to believe that. the appllcant should not -

be credited with having *conducted or sponsored" the study?

(Purchased studies may - not be used  as the basis for

fexcluslv1ty However, if all rights to the drug are: purchased‘ o

(not just studies on the drug), the: appllcant - may “be

o considered to have sponsored or conducted the - studies
- sponsored or conducted by its predecessor in. interest.) ..

i

vEsS/_/ o /_ [/

' #ignature of & . . Date | 7V { _ _:
{TtDivzsion D;rector L TR AR

"VHAPPEARSTHG\VAYONORKMNAL

cc: OriginaI:NDA' - ::-Diviéion‘ﬁiie‘fvu‘HFD—BS Maiy{AnanoloVac«

iﬂPage 9




.-

Pedtatnc PagePnntout forJENAWEBER | ‘_‘.:' e  Pagel of 1

PEDIATRIC PAGE

‘ (Complete for all ongmal applxcatmn and all eﬁicacy supplements)
L .NDAIBLA AVANDIA (ROSIGLIIAZQNE
* Number: ;.21071 Trade Name: /7 7 24BMGT

 Supplement 752;;*'“‘“‘"‘ OSIGLIIAZONB MqLEm o
Number: L - Name: :

Supplement ~ Dosage R
CType o Ferm I_amt._om _

, 5;: Regulatory .'gg '.»Proposed
-{_Actnon‘ | 'Indleahon ‘

mellxtus as monotherapx, and in combmangn F
'wnth metfonmn (coadtmmstratlon) s

: ‘ls THERE PEDIATRIC CONTENT N THIS SUBMISSION"
g NO Pednatnc content not necessary because of pedtamc waxver

: What are the INTENDED Pednatnc Age Groups for tlus submission?
R _._NeoNates (0-30 Days ) ‘Children (25 Months-lz years) - |
Infants (1-24 Months) t Adolescents (13-16 Years) o

_Label;Ad‘eqimcy ‘ '{ .
-Formulation Status
Studies Needed .
Study Status SR o

. Are there any Pediamc Phase 4 Commltments in the Action Letter for the Ongmal
: Snbmisnon" Eg» v : -

o ‘commmrs

: " v This Pnge was eompleted based on informnhon from a PROJECT MANAGERICONSUMER 8

e sy

 httpi/lcdsmiweb]/PediTrack/editdats_firm.cEn?ApN=21071&SN=08ID=353 ~ 42199




e '__j,'Pursuant to sectnon 306(K)(1) of the Federal Food, Dmg and SR
o Cosmetic Act, the apphcant certifies that the applicant d1d not . e
-+ and will not use in any capacity, in connection with this -
" application, the services of any person listed pursuant to section -
e 306(e) as deba:red under subsectxons 306(3) or (b) of the Act

Hem '1'6:.Debarment’Cer‘tiﬁ»cation EVB e

o APPEARS THIS WAY ON ORIGINAL




| j “)A—‘MN
 NDA :21';‘407"1e B

SmithKline Beecham Pharmaceuticals B SRR - n 90
Attention: Clare Kahn, Ph.D. o S MAR 3 ‘D , 199_9 ,
Group Director, NARA Lo

1250 South Collegeville Road

Collegevill, PA 19426.0989

DearDrKahn

'Pleasc refer to your pendmg Novcmber 23, 1998 new dmg appheauon subm:tted under section
- 505(b) of the Federal Food, Dmg, and Cosmenc Act for Avandna (rosiglitazone maleate)
- Tablets ' L :

‘We also refer to our aclmowledgment letter dated December 1 1998 that stated the drug rev:ew
B pnonty classification for th;s apphcat:on would be sta.ndard (S)

Our pohcy rega.rdxng determmatmn of pnomy or standard review status is based On the proposed L
indication and alternative treatments marketed for the proposed indication. Upon further E
consideration of your application, we have concluded that this application should receive a -
_ pnonty revxew The user fee goal date is May 25 1999 :

- Asof Apnl 1, 1999. all apphcanons for new active mgredxents. new dosage forms, new

. indications, new routes of administration, and new dosing regimens are required to contain an
assessment of the safety and effectiveness of the product in pediatric patients unless this
requirement is waived or deferred (63 FR 66632). If you have not already fulfilled the =
‘requirements of 21 CFR 314.55 (or 601.27), please submit your plans for pediatricdrug
development within 120 days from the date of this letter unless you believe a waiveris -~
appropriate. Within 120 days of receipt of your pediatric drug development plan, we wxll notxfy
you of the pedxatnc studxes that are reqmred under secuon 21 CFR 314.55.

Ifyou believe that ﬁns dmg quahﬁes for a waiver of the stndy of the pediatric study reqmrement,
you should submit a request for a waiver with supporting information and documentation in
accordance with the provisions of 21 CFR 314.55 within 10 days from the date of this letter. We
will noufy you within 120 days of receipt of your response whether a waiver is granted. If a
waiver is not granted, we will ask you to submit your pediatric drug development plans wnhm
120 days from the date of denial of the waiver.




e il bt Tl e e

. 'Page”i; S

Pedxamc studxes conducted under thc terms of section 505A of the Federal Food, Drug, and
Cosmetic Act may result in additional marketing exclusmty for certain products (pediatric-
exclusivity). You should refer to the Guidance for Industry on Qualifying for Pediatric.

- Exclusivity (available on our web site at www.fda.gov.cder/pediatric) for details. If you wish to -
- qualify for pediatric exclusivity you should submit a "Proposed Pediatric Study Request” in
addition to your plans for pediatric drug development described above. If you do not submita -
~ Proposed Pediatric Study Request within 120 days from the date of this letter, we will presume _

~ that you are not interested in obtaining pediatric exclusivity and will notify you of the pediatric -
studies that are required under section 21 CFR 314.55. Please note that satisfaction of the '
reqmrements in21 CFR 314. 35 alone may not quahfy you for pedxamc exclusmty

Ifyou have. any quatxons, pleasc contact Ms. J cpa Webet Pro;ect Manager, at (301) 827-6422

Solomon Sobcl MD

. Director: , : ‘

" Division of Metabolic and Endocnne Dmg Products
- Office of Drug Evaluation I

. Center for Drug Eva]uanon and Research

APPEARS THIS WAY ON ORIGINAL




ﬁlenamc N21071.ACK

S

~ Archiva'lNDA'Z'l’-Oﬂ”f'_
-~ HFD-510/Div. Files - , , o
- HFD-510/JWeber B i’ ‘ SR
- HFD- 510/RM1sbm/SMalozowskx/HRheclRStelgerwalt/XYsem/SMoore/IMcldTSahlroot/
- RShore/HYAhn -
'DISTRICT OFFICE . L

" final: Yweber 3/30/99

i GENBRAL CORRESPONDENCE DDR. Changc dmg pnonty classlﬁcatnon in COMIS to pnomy

APPEARS THIS WAY ON ORIGINAL
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lnfon'naluon Request :
Office of Clinical Pharmacology and Blopharmaceullcs
NDA 21-071 Rosnglltazone

2/23/99

1) For Studles 49653/011 and 49653/020 (roslglltazone arm only), please provide the followmg

e A plot of AHgbm from baselme at Week 26 as a function of rosiglitazone clearance. The
individual data points should be identified as male or female. For Study 020, the
population PK model should be used to estimate the individual patient clearances. . -
({estimates for Study 011 already exlst) Each study should be plotted separately, as well
as comblned on one plot. v ' KR

e A plot of Al-lgb,“e from baselme at Week 26 asa funcﬁon of rosiglitazone AUC The
individual data points should be identified as male or female. For both studies, the -
population PK model should be used to estimate the individual patient AUCs. Each study
should be ploned separately ‘as well as combined on one plot. , ‘

o A plot of AFPG from baseline at Weekzs asa funcbon of roslgl:tazone clearance The ,
individual data points should be identified as male or farnale. For Study 020, the:
population PK model shou!d be used to estimate the individual patient clearances. - -
(estimates for Study 011 already: exlst) Each study should be plotted separately as well
as combmed on one plat v : :

. A plot of AFPG from basellne at Week 26 as a function of rosiglitazone AUC. The o
individual data points should be identified as male or famale. For both studies, the
population PK model should be used to estimate the individual patient AUCs Each study
should be ploned separately, as well as combined on one plot

Please submit these plots (eight in all) in Excel format, es well as hard copi'es'..

APPEARS THIS WAY RIGINAL




»SmithKluv!eBeecham‘ hart tharmaceh utncals L
. Attention: G. Clare Kahn, Ph.D.

Cweim

. Group Diréctor, NARA -

~ 1250 South Collegeville Road
- Mail Code UP4340, PO Box 5089

vCollegevxlle,PA 19426-0989 e

. We have received your new dmg apphcauon (NDA) submitted under secnon 505(b) of the

o FM FOOd, Drug, and Cosmetic Act for the following: -

o Name of Drug Product 24 Avandm (rOSlBhW maleate) ’I‘ablets. 2,4,8mg

E "‘I‘herapeunc Class1ﬁcanon Standard (S)
. Date of Apphcanon = Novctnber 24, 1998
VDateofRecelPt | 7November25 1998‘

. OurReferenchumber i NDA 21-071

Unless we notxfy you within 60 days of our recexpt date that the apphcatmn is not sufﬁcxently
~ - complete to permit a substantive review, this application will be filed under section 505(b) of the
- Act on January 24, 1999, in accordance with 21 CFR 314.101(a). If the application is filed, the
“. - primary user fee goal date will be Scptember 25, 1999 and the secondary user fee goal date will
’ chovember 25 1999. . L

" Under 21 CFR 3 14 102(c) of the new dmg rcgulatxons, you may request an informal conference -

. with this Division (to be held approximately 90 days from the above receipt date) for a brief
report on the status of the review but not on the application's ultimate approvabﬂnty
Altematxvely, you may choose to receive such a report by telephone.

Please cite the NDA number listed above at the top of the first page of any commumcatxons
concermng thls apphcatxon. Ao v




NDA2 214)71
Page 2
" Ifyou have any questions, contact Jena Weber, Project Manager, at (301) 827-6422.

Sincerely yours,

-~ Enid Galliers™ e
. Chief;, Project Management Staff ‘
.- Division of Metabolic and Endocnnc Drug Products
. Office of Dmg Evaluation II -
g Center for Drug Evuluanon and Research

S ‘cc

,Arch:valNDA2l-07l _ e e
HFD-510/Div. Files - APPEARS THIS WAY ON ORIGINAL
HFD-510/J. Weber '
- HFD-510/S.Moore AR
"HFD-510/R.Steigerwalt
HFD-510/S.Malozowski -
DISTRICT OFFICB ‘

Draﬁed by emg/Novembcr 30 1998
ﬁlennme N21071AC NDA

ACKNOWLEDGEMENT (AC)




( Sm:thKIme Béecham |
. Pharmaceuticals .

" May 21,1999

= : Avamugcm (rosiglitazone maleate)
~NDA21OTIT
R "Amendmmt toa Peudlng NDA

S Solomon Sobel, M D.. Division Director
_ = Center for Drug Evaluation and Rescarch
" Division of Metabolism and Endocnne Dmg Products (HFD -510)
.- Document Control 14B-03 :
- - Food and Drug Admmxstuuon‘
" 5600 Fishers Lane - '
- 'Rockvule, MD 20857

| Raponse to FDA Request for Information.
Submissnon of Container and Carton Labels

‘ DearDr Sobcl

— Reference is madc to our New Drug Apphcauon for Avand:a@ (rosiglitazone) Tablets NDA
S 21-071. indicated for the treatment of Type 2 diabetes mellitus as monotherapy and in
" “combination with metformin. Additional reference is made to a May 21; 1999 telephone call
- from Ms. Jena Weber requesting SB to fax and submit copies of final container and carton labels
~ to the NDA file. As discussed with Ms. Weber, not all of these labels have been printed yet. For
- those which have not been printed, we are provld.mg the final vendor proof copy, whxch wlll be
s usedtopnnttheﬁnallebcls T L S . : '

'.'Attached with uns letter are 2° cOpaes of these labels for FDA archwes A desk copy of this
. submission is also enclosed for Ms. Weber. Simultancously, we are submxmng the container and
‘carton labeling by facsimile. Please contact me at (610) 917-7250 via phone or (610) 917-7665
vu facsimile should you have any questions regardmg this submission. - °

Sincerely yours,

ClareKahn.PtLD
o : : Sl N Group Director
. DU — BT BRI B _U.S. Regulatory Affairs
( .7 DeskGopy:  Ms. Jena Weber; HFD-510 L |

000001

‘ _ One Fm&lm Pluo. PO Box 7925 ’htlodolpbw PA 19101 'I'elenhone lZTSl 751 4000; FJI l!lS) 751 3400.

R



