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_ September 14, 2000

Robert Meyer, MD

Director, Division of Pulmonary and Allergy Dmg Products (I-IFD-$70)
Center for Drug Evaluation and Rescarch

. ¥ood and Drug Administration
Room 10B-45
5600 Fishers Lane

- Rockville, MD 20857

Subject: Amendment 035 to NDA 20-911

QVAR™ (beciomethasone diproplonate HFA) Inbalation Aerosol
Final Draft Labeling for Package Insert and Agreement to Minor

Revision in the Text of the Carton
— - Atta: . M. Sandra Barnes
Dear Dr. Meyer.

In accordance with 21 CFR 314.60, 3M Pharmaceuticals submits in duplxcate
Amendment 35 to NDA 20-911. Per our telephone conversation earlier today,
accompanying this letter is the final draft package insert for QVAR. In addition,

- 3M Pharmaceuticals commits to increase the prominence of the words “Inhalation
Acrosol” found in the proprietary name on the product carton to match the size, font and
prominence of the text in the established name. This will be done prior to printing initial

' packamng materials for distribution.

Also, in this amendment you will find a revised Commercial Stability Commitment. 3M
commits to, submitting a supplement for prior approval under 21 CFR 314.70 to obtain
an extension of the expiry period for any product configuration. Such e supplement will
be supported by standard 3-lot regression analysis as described by the FDA draft
guidance “Stability Testing of Drug Substance and Drug Products™ (Yune, 1998),
demonstrating that the product has a calculated shelf-life of at least the proposed expiry
date.

" “Thank you for incorporating this amendment into NDA 20-911, and for the opportunity
to continue to dialogue as we progress toward approval of this NDA. Please contact me
(651 736-5015) if there are any questions or concerns regarding this amendment.

Respectfully, .

D Mran e S>

David M. Markoe, Jr. - -
Senior Regulatory Specialist T
3M Pharmaceuticals
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DEPARTMENT OF HEALTH AND HUMAN SERVICES S0 OMB St on a5,
FOOD AND DRUG ACNPSTRATION o
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, OR AN - PeRFaveE oMLY
ANTIBIOTIC DRUG FOR HUMAN USE APPLICATION MMBER |

(Tite 21, Cods of Federsl Reguiations, 314 & 601)

APPLICANT INFORMATION
NAME OF APPLICANT DATE OF SUBMISSION
3M Pharmaceuticals September 14, 2000
TELEPHONE NO. (lnelud;A;.; Code) Fg?‘ﬂ“;u [ gumhd‘ (inchute Ares Coge)
APPLICANT ADDRESS (Number, Strest, Ciy, $tolo, Counvy, ZiP Codo or Mail Ca%o, | AUTNORIZED U.8. AGENT NAME & ADDRESS (Mumber, Gowel Oy,
wxd U.$, Livense number I proviously lesued): Stip, ZP Codo, Mmlephone & FAX numban IF APPLICABLE
3M Center, Bldg 270-3A-08
St. Paul, MN 55144-1000 »

PROBUCT DESCRIPTION QVARN —

NEW DRUG OR ANTIBIOTIC APPLICATION NUMBER, OR BIOLOGICE LICENSE APPLICATION RUMBER (f praviously asved) MDA 20-911

ERTABLISHED NAME (0.9, Proger name, USP/USAN neme) PROPRIETARY NAME (trods name) iF ANY

Beclomethasane Dipropionate USP QvAR ™

CHEMICAUBIOCHEMICAL/BLOOD PRODUCT NAME (¥ amy) CODE NAME (¥ eny)

0oSAGE FORM: Inhalation Acrosol | sTRenaTs: 80 meg and 40 meg ROUTE OF ADMINISTRATION: oral inhalation

(PROPOGED) INDICATION(8) FOR USE: QVAR™ ig indicated for maintensnce treuiment of asthma as prophylactic therapy, and is also
indicated for asthma patients whe require systemic eorticostsroid treatment whare administration af Qvar may reduce of efininate the need
for sysiamic sonticosteraids

NS
‘APPLICATION INFORMATION

APPLICATION TYPE '
{check ono) [ NEW DRUG APPLICATION @1 CPR 314.50) [T ABBREVIATED APPLICATION (ANDA, AADA, 21 CFR 314.54)
O BIOLOGICS LICENSE APPLICATION (21 CFR pert 801)

IF AN NDA. IDENTIPY THE APPROPRIATE TYPE 0 s0s @ 9) Rssme@ Q sor
IF AN ANDA, OR AADA, IDENTIFY THE REFERENCE LISTED DRUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION
Name of Drug ~ Noider of Approved Application
TYPE OF SUBMIESIGN ‘ , )
{check one) . 3 omiemna aprLcanion & avmoMeNTTOA PENDING APPLICATION 0O resuamssion

O eresuemssion’ [0 awvuaL reporT [ E8TABLISHMENT DESCRIPTION SUPPLEMENT O surac srreueny

O sricacrsveravent - [ vasuncsrmevent - [ ©mMISTRY MANURACTURING AND CONTROLS SUPPLEMENT [ oTHeR

REASCN FOR SUBMISSION  Request approval to market a new drug

PROPOSED MARKETING STATUS (chwck one) [ PRESCAIPTION PRODUCT i) £ oveEr TriE counTer PrRoDUET (OTT)
NUMBER OF VOLUMES SUBMITTED 1 THIS APPLIGATION I8 B mer [ mesranascrrone [ asomrone
ESTABLISHMENT INFORMATION '

Provide locations of all manufaciuring, paciaging and comrai shot for drug substance wnd drug produst (mﬁnuﬁm shesta may be used ¥ necessary). inckide neme,
addross, conlact, telephone number, regisiralion number (CFN), OMF number, and manufaciuring aleps .wempdueum(q Mwmmbﬂm
conducted al the ciig. Hoacs indicne whethor tha gite s ready for inepection of, if not, whan i will be ready.

Ameadment to a pending application, Not Applicable

Cross References (list relatad Licenze Applications, INDs, NDAs, PMAs, 519(k)s, IDEs, BMFs, and DMFs referenced in the current
application, )

IND — DMF. — DMF. — DMF — DMF — DMF — DMF -—

FORM FUA 356h (7/97) - . = Page

P e e e e o -



| This application contains the following items: (Check all that apply)

1. Index ) .
X |2 Labeling (check one) "X Oren Labeling D3 Final Prinad Labeing
3. Summery (21 CFR 314.50(0) ' '
4. Chemictry section
X | A Chemistry, manfacturing, and controls informetion (e.5. 21 CFR 314.50 (4) (1), 21 OFR 601.2)

B.-Sampiss (21 CFR 31460 (@) (1), 21 CFR€01.214)) (Submit only upen FDA's request)

C. Methods vaiistion package (8.g. 21 CFR 314.50 (e) (2) (), 21 CFR 601.2)

Nonciinical pharmacology and toxicology section (v.p. 21 CFR 31 4.50 (d) (2), 21 CFR 601.2)

Human pharmacokinetics and bioavallabllity section (0.g. 21 CFR 314.50 (d) (3), 21 CFR 601.2)

s

)

7. Clinical Microbiology (.g. 21 CFR 314.50 (d) (4))

8. Clinical data coction (e.9. 21 CFR 314.80 (d) (5), 21 CFR €91.2)
°

Safety updste report (e.9. 21 GFR 314.50 (d) (8) (vi) (%), 21 CFR 601.2)

10. Statisticl section (8.9, 21 CFR 314.80 (d) (6), 21 CFR 601.2)

1. Case report tabutations (e.g. 21 CFR 314.50 (f) (1), 2% CFR €01.2)

12. Case report forms (e.g. 21 CFR 314.50 (f) (2), 21 CFR 601.2)

13. Patentt information on any patent which cleims the drug (21 U.8.C. gs-.(b}-af e

14. A patant certification with respect ta any petent which claims the drug (21 U.S.C. 355 (d) (2) or (i) (2) (A)).

15, Estebiishmem description (21 CFR Part 800, ¥ appiicatie)

16. Debarment certificetion (FD&C Act 303 (k) (1))

| 17. Field copy certifieation (21 CFR 314,80 (k) (3))

18. Usar Fes Cover Sheet (Form FDA 3367)

10. OTHER (Specity)

CERTIFICATION
| agres to update this lpphcluon with new uleky hfocmt!on sbout the dN?M may reasonably sffect the statement of contraindicatione, wa;

precautions, or sdverse reactions in the draft lab ree to submit dete reponts es provided for lation or 88 roqumad A Il
mmh“appha\wn is spproved, | agree to comply with o% lp;geablo Isws and re‘.f\yalg\pm matpoupply bpapprwod 1%%“ but not gﬁu tothe

00d manufacturing practios reguiations In 21 CFR 210 and 211, 608, mm
1 B ical establishment gtandards in 21 CPR P
: 3 ing regulations in 21 CFR 201 GDG 310 680 -w:weoa
s

In the caga of a prezeription ions in 21 CFR 202,
_Reguiations on nea'a.hnn changcn in uppucatlcn W%kﬁ“ miﬁ"% 314. nmg’ra%ﬁatﬂ 4,69, and 601.12.
8. Reguistions on reports In 21 CFR 314,80, 314.31, 600,80 and 630,81

lfﬁ'ﬁs'au“l mle;lnd t?e?n;MMFgfm ropeaed mewmubﬁmMIwmumwm
calion spplesto ¢

until ¢ hepgrug Enfy c:umcnt Adrmnlflrlben makes 3 finsl :chldulmg deeigion,

The data and information in this submission have been reviewsd and, fo the best of my knowledge are certified fo be true and accurats.

Warning: s willfully false gtatemont is a criminal offenss, U.S. Code, tis 18, sestion 1001,

| SIGNATURE OF RESPONSIBLE OFFICIAL OR AGENT TYPED NAME AND TITLE  David M. Markoe Jr. DATE

v M. WM\/} Senior Regulatory Specialist 9/14/00
ADDREBS (Stree!, Chy, State, 2ip Cide] . Tolophofie Number
M Center, Bidg M&;S\.ﬁ!\ﬂ. MN 85144-1000 ' B (851) 736-5015

Public reporting burden hrﬁuscﬂmbnﬂhbmﬁoabuumﬂubmgowmmwm inchuding the tme for reviewing
instruciiong, serrching existing dste sources, gathering and meintaining the data needed, and compisting and reviewing the collection of information.
Meommmt:ngardngwsbmubmwwmrupldofmum:ﬁondhlmm cluding sugpestions for reducing this burden to:

DHHS, Reports Clearance Offior ‘ An agency mey nat conduct or sponsor, and 8
Papurwork Reduction Project (C910-0338) person i8 not required to respond to, 8 coflection of
Hubert H. Humphrey Buiidin g Room 534.H Information uniees & dispiays & currently vaiid OMB
200 Iindependence Avenue, control Pumbe!.

Woeshington, DC 20201 —

Plegse DO NOT RETURN this fovm to this sddress.
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2000 12:05PM  3M REG AFFAIRS 270 3A 08 - NO. 2528 - P
"3M Pharmacouticals  3M Center Bullding 260-6A-22 ’
StPaul. MN 55144-1000

-August 6, 1998

.2

| John Jenkins, MD, Director

Division ofPulmonu'y Drug Products (HFD-570)

_ Center for Drug Evaluation and Research

Food and Drug Administration
Document Control Room 10B-03
5600 Fishers Lane . —

_Rockville, MD 20857

Subject: Amendment 001 to NDA 20-911

QVAR™, Beclomethasone Dipropionate in Prope!lant HFA 1342
Notification ¢to Glaxo Wellcome Inc. Non-Infringemesnt of
U.S. Patent No. 4,364,923

Dear Dr. Jenkins:

" In accordance with Section 505(b)(3) of the Food, Drug, and Cosmetic Act,

3M Pharmaceuticals has provided notice to Glaxo Wellcomeand —— ' that
3M has filed NDA 20-911. A copy of the letter mailed to each firm is attached and
indicates that 3M has certified to the FDA that claims of patent no. 4,363,932 will not be
infringed by the manufacture, use, or sale of 8 Beclomethasone Dlpropxowc metered
aerosol inhalation drug product by 3M. .r
Certified mail recexptz are also attached and indicate that both tho Wellcome and
— 'g received the letter on July 28, 1998. In accordance with Section '

505(c )3(C ) of the FDC Act, Glaxo Wellcome and . —— ~yhave 45 days to
bring forth patent infringement action. This 45 day penod expires on September 11, -

- 1998. -

- If you have any questions or concerns regarding this notification please contact me at
(651) 733.3543. ,

Sincerely,

%cﬁ-d WAA«/

Mark A. Morken
Advanced Regulatory Associate
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Exproten Da: Apet 0, 2000
POOD AND DRUG ADMNETRATION ,
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, OR AN  POR FRAUSE ONLY
ANTIBIOTIC DRUG FOR HUMAN USE APPLIEATION NUMBER
(TBe 21, Code of Federal Reguistions, 314 & 801) - _
APPLICANT INFORMATION i .
NANE OF APPLICANT ~ | ATE oP sUBMISSION
3M Pharmaceuticals August 6, 1998
TELEPNONE NO. mm Cody , ' FACSIMILE (FAX) Number (fckxde Ares Cvde)
L __(B51) 733.3543 .
APPLICANT ADDRESS Number, Stwet, Cty, Stale, Countyy, DP Codo or Nal Cods, | AUTHORIZED U.8. AGENT NAME & AODRESS (Numbar, Stwet, City.,
ond U.8. Licenss humber i previously luodg: 1 state, 2P Coce, wlephone & RAX number) IF APPLICABLE
3M Center, Bldg 260-6A-22
St. Paul, MN 55144-1000 B

[_PRODUCT DESCRIPTION QVAR®™ ' -  _
NEW DRUG OR ANTIBIOTIC APFLICATION NUMBER, OR BIOLOGICS LICRNSE APFLIGATION NUMBER (7 previously issued) NDA20-911

ESTABLISHED NAME (0.3, Praper neme, USFYUSAN neme) PROPRIETARY NAME (rade neme) IF ANY
Beclomethasone Dipropionate, USP ‘ Qvar™

CHEMICAL/BIOCHEMICAL/BLOCD PRODUCT NAME (¥ ary) O0DE NAME (¥ e

00sAGE FORM: Inhalation Aerosol | stREnGTHs: 80 mcg and 40meg ROUTE OF ADMINISTRATION; aral inhalation

(PROPOSED) INDICATION(S) FOR USE:- QVAR is indicated Rr mainionsnce wesument of asthma a0 prophylactic therasphy, and is also indicated for
mwmmmnmmmumm sdminisvation of QVAR msy reduce or climisate the need for systemic corticosteroids

APPLICATION INFORMATION

APPLICATION TYPS
{oheck one) B2 NEw DRUS APPLICATION 21 CFR 31450)  [J ABBREVIATED APPI.IOATION wm, AADA, 21 CFR 314.04)
) ) B10LOGICE LICENSE APPLICATION (21 CFR patt 601)
1P AN NDA. DENTIFY THE AFPROPRIATETYPE. LI 80500 (1), L M@ 0 w7
IF AN ANDA, OR AADA, IDENTIFY TiE REFERENCE LISTED DRUG PRODUCT THAT I8 THE BASIS FOR THE SUSMISSION
NameofDng Hoider of Apprund Aspliestion
TYPE OF SUBMISSION , ’
(cheok one) J omoma aprucanion E AMENDMENT TO A PENDING APRUICATION' D rewusmssion
O reesusmssion O awwn rerort [ cETaLISHMENT DEBCRIFTION SUPPLEMENT ] susac summ mpswy

[0 erricacy supmauan U LARELING SUPPLEMENT D CHEMISTRY MANUFACTURING AND CONTROLS SupramaNt [ oner
REARON FOR SURMISSION '

PROPCSED MARKETING STATUS (checkone)  X] PRESCRIPTION PRODUCT (R @ammmm

NUMBER OF VOLUMES SUBMITTED 1 vusaspucanions [ rarern O esraogscrone [ mecmonc
ESTABLISHMENT INFORMATION ' '

Provide loestions of ol meaulacturing, nmn;mmmmummwmm(mmusmnbadlw include name,

sddross, comoct, telsphans aumber, rogistration aAumber (CFN), SNT number, and menvfecturing siaps andior type of teeting (e.0. Final dosage form, mmluiu)
conducied of the sie. Piousd ndicsie whether the sde is resdy for inspectian of, ¥ not, when Il wib be resdy.

Amendment to 3 pending spplication, Not Applicable

t:r;‘s‘:a I.umﬂns (st reiated License Applications, tha. NDA:. PMAs, 510(K)s, IOEs, BMFs, snd DMFe mm in the current
ap on

IND —  DMF — DMF —  DMF — DMF ——DMF —- DMF . —

FORM FOA 3580 (TAT) — - ' & Paged
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This spplication containg the folloMng items: (Check all thet apply)

1.

2. Labeing (check one) "] Orat Labeing O P Printed Labeling
3. Summary (21 CFR 314.50(c)) -

4. Chemistry saction

A Chemistry, mamufectiring, wmmm(eg 21 CFR 314.50 (d) (1), 21 CFR €01.2)
B. Sampiss (21 CFR 314.50 (e) (1), 21 CFR 801.2 (a)) (Subm cnly upon FDA's request)
C. Mathods vaidation package (e.0. 21 CFR 314.50 () (2) (i), 21 CFR €01.2)
8. Nonclinics! pharmacclogy and tedeology section (6.9, 21 CFR 314.50 (d) (2), 21 CFR 601.2)
6. Human pharmacokinetics end bioavaikabilty section (e.g. 21 CFR 314.50 (d) (3), 21 CFR €01.2)
7. Clinical Microbislogy (9.9. 21 CFR 314.50 (d) (4)) -
8
[

Clinical data saction {s.8. 21 CFR 314.80 (d) (5), 21 CFR 601.2)

. Safely update report (e.g. 21 CFR 314.50 (d) (5) (i) (b), 21 CFR 601.2). '
10, Statistical saction (e.0. 21 CFR 314.50 (d) (6), 21 CFR €01.2)
11. Caso ropont tabutstons (.9 21 CFR 314.50 (f) (1), 21 CFR601.2) -

12. Cese repert forms (0.9. 29 CPR 314:50 (7 (Z), 21 CFR 601.2)

13. Patent information on any patant which claime the drug (21 U.8.C. 355 (b) or {¢)) B
14, A petant csrtification with respect {o eny patent which claime the drug (21 U.8.C. 355(b)(2)au) 2) (A)
15. Estsblshment description (21 CFR Part 800, # applicable)

16. Dsbarment cectification (FD&C Act 306 (k) (1))

17. Fiold copy certification (21 CFR 314.50 (k) (3))
.18, Ucer Foe Cover 8heet (Form FDA 33987)
X 18. OTHER (Specy) Patent Non-lnmngomem Nolification

CERTIFICATION . :
1 agres to upcate this applcation wh new hf @sanably affect the statement of contraindicstions, 8,
) wons, wmmcmmhwm ncmhsu mﬁmupdzem provided for bymmanwunyﬂ -
uqx‘pt::nhwvvdlwbumm mhappnmdappl ions, inclhuding, but not Emited to the
mracmmg sactics reguiations in 21 CFR zwmam 808, mm '

2. Bbbl? estab&shmaﬂ slandargs in 21 CFR Pant

2 e e & sk ”J.s'.ﬂ‘a.:.fﬂ o5 e 21 crR 202

. cassof 8

5. amucmmmemgn wﬂ clvrﬁv% sm uuz"gu mse and 601.12

6. Reguistionson re h21 ansuao 31481

7. Local, state and Faders ot laws.

sfwitonmental
if thie 3 wa!ior pesio s uct that FOA has MMMMN&MMMM!WM&WM roduct
, mrmp &m;amg;?mmanawfwnm don ?
The data mvmmmtbsubmssmrnveboenmmw  the bost of my ihowiedge ere oortified 10 be tus &k accurate.
ernlnl -wrusymmmummmm.us Cods, tiie 18, section 1001.

BIWfURi OF RESPONSIELE O .EE%OR AG!NT TYPED NAME Mmm DGVC M. Markog. Jf. m_ ‘:4,
D.u. ' Regutatory Specialist Aug 8, 1998
ADOREGSS (Street, Cy, State, WD) Numbsr

M Canler, Bidg mmst Paul, MN 85144-1000 - (651) 736-5015

Puwenponlm burden for this coliaction of information i¢ estirmated to sverage 40 hours per rssponse, ncluding the tima for reviewing
msiruclions. saarching sudaling data sources, Gathering and maintaining the data needed, and completing and reviewing the eoliection of information,
8and commenis ragardng this bus deh estimate ar any other aspect of this collection of informstion, inchiing suggestions for reducing this burden to:

WHS,Rapuhcwmomw Mwwmmuw ada
Paparwork Raduction Project (0910-0338) ' mmwdbmpondb 8 collection of
Hubert §. Buiding, Room 531.H unleuldhphnamwmom
200 indope ndonce Avenue, 3. W,

“Warhington, DG 20201

1

| Plexse DO NOT RETURN this form to this address.
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NDA 20-911

' Food and Drug Administration
Rockville MD 20857

3M Pharmaceuticals _ - )
Bldg. 260-6A-22 ’ JUL 17 o0 )

3M Center - : .

- St. Paul, MN 55144-1000

4

Attention: David M Markoe, Jr.
Regulatory Specialist _ ~
Dear Mr. Markoe: |

We have received your new drug apphcatlon (NDA) submitted under section 505(b) of the -- -
Federal Food, Drug, and Cosmetic Act for the following:

_ Name of Drug Product: Qvar (beclomethasone dipropionaie in HFA-134a) Inhalation Aerosol -

Therapeutic Classification: Standard (S)
Date of Application: May 11, 1998
Date of Receipt: M_a)_' 12, 1998

Our Reference Number: 20-911

Unless we notify"you within 60 days of our receipt date that the application is not sufficiently
complete to permit a substantive review, this application will be filed under section 505(b) of the -

- Act on July 12, 1998 in accordance with 21 CFR 314. 101(a) If the application is filed, the user

fee goal date will be May 12, 1998.

Please cite the NDA number listed above at the top of the first page of any communications
concerning this application.

If you have any q_uesﬁons, contact Sandy Barnes, Project Manager, at (301) 827-1050.--
Sincerely, . N
R é,
/
Cathie Schumaker, R.Ph.
. Chief, Project Management Staff
: - Division of Pulmonary Drug Products

Office of Drug Evaluation II—
Center for Drug Evaluation and Research
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