- Fedéral Express

Hobert €. Silverman, M.0., #h.0.
Senior Director
Regulatory Affairs

Merck & Co., Inc.
PO. Box 4
~ West Paint PA 19486
Fax 610 397 2515
Tel 610397 2944
215 652 5000

January 6, 2000

MERCK

Research Laboratories

Mary A. Holovac, RPh

Center for Drug Evaluation and Research
Division of Data Management and Services
Information Service Team

HFD-090, Room 235

Food and Drug Administration

5516 Nicholson Lane

Rockville, MD 20895

Dear Ms. Holovac:

NDA 19-766: ZOCOR® Tablets
(Simvastatin)

TIME SENSITIVE PATENT INFORMATION
Under 21 CFR 314.53

Enclosed is a copy of the amended patent information for the approved product, ZOCOR®, under
NDA 19-766, submitted pursuant to 2] CFR 314.53. The original was sent to the Division of
Metabolism and Endocrine Drug Products in duplicate. The owner of US Patent No. 36,481 is

Merck & Co., Inc,

Questions concerning this information should be directed to Robert E. Silverman, MD, PhD
(610-397-2944) or, in my absence, to Bonnie J. Goldmann, MD (610-397-2383).

b

ﬁuzoberc E. Silverman, MD, PhD
Senior Director, Regulatory Affairs

Sincerely,

RES/ped
Attachments

o

2 Official Copies (with attachments): Solomon Sobel, M.D., Director
HFD-510, Room 14B-04
Federal Express #2

Qrideansizocoripatent R 05-Jan-2000.doc



Foem Approved OMB Ne. 0910-0338.
Expiration Date. Apn! 30, 200¢

DEPARTMENT OF HEALTH AND HUMAN SERVICES See OMB Statement an iast page.
FOOD AND DRUG ADMINISTRATION )
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, OR AN - FOR FDA USE ONLY
ANTIBIOTIC DRUG FOR HUMAN USE APPLICATION NUMBER
{Titfe 21, Code Of Fedegral Regulations, 314}

APPLICANT INFORMATION
NAME OF APPLICANT _ DATE DF SUBMISSION

Merck & Co., Inc. : % ‘ &N—a
TELEPHONE NO. (inciude Area Code) - FAGEIMILE (FAX) fhmber iinflude Area Code:

{610) 397-2044 {610) 397-2518

AUTHORIZED U.S. AGENT NAME & ADDRESS (Number. Streer. City.

APPLICANT ADDRESS (Number, Street, City. State, Country, 2ip Code or Mail
State, ZiP Code. teiephane & FAX number) IF APPLICABLE

GCode, and {).5. License number if provigusty issued}’
Sumneyiown Pike, P.O. Box 4

BLA-20

West Point, PA 19488

PRODUCT DESCRIPTION

NEW DRUG OR ANTIBICTIC APPLICATION NUMBER, OR BI0LOGICS LICENSE APPLICATION NUMBER {if previcusiy 1ssued! 19-768

ESTABLISHED NAME (e.g.. Proper name. USPAISAN name) PROPRIETARY NAME ftrade name} IF ANY
Simvastatin ZOCOR

CHEMIGAL: BIOCHEMICALBLOOE PRODUCT NAME £f any) [18-{1a, 3a,7p,88(28",4.8") 8uB]]- CODE NAME (If any)
1.2.3,7,8a-hexahydro-3.7-dimethyl-8-{ 2-tetrahydro-4-hydroxy-5-020-2H--pyran-2-ylethyi}- 1-

napthaienyl-2.2-dimethyibutanoate
DOSAGE FORM STRENGTHS: ROUTE OF ADMINISTRATION
Tablset 5 mg. 10 mg, 20 mg. 40 mg, 80 mg Qral

(PROPOSED) INDICATION(S) FOR USE: Reduction of risk of total mortality by reducing coronary death, reduction of risk for non-tatat myocardiai
infarction and reduction of the risk for undergoing myocardial revascularization procedures in patients with coronary heart disease and
nypercholesteroiemsa. Reduction of elevated totat and LDL cholestero! levels in palients with primary hypercholesterolemia {Types lla and

lib}.

APPLICATION INFORMATION

ARPPLICATION TYPE .

(Check one; HEW DRUG APPLICATION (21 CFR 314.50) [) ABBREVIATED APPLICATION (ANDA, AADA, 21 CFR 314.94)
[ BIOLOGICS LICENSE APPLICATION {21 CFR pan 601}

IF AN NDA, IDENTIFY THE APPROPRIATE TYPE 805 (%) {3 805 (b} (2 3 507

F AN ANDA, 08 AADA, DENTIEY THE REFERENGED LISTED DRUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION
Name of Drug : Holdsr of Approved Application

TYPE OF SUBMISSION

{check one} [ omsmay spPUCATION [ AMENOMENT TO A PENDING APPLICATION [ resuBmissiON
[J PRESUBMISSION L) annuac REPORT [ ESTABLISHMENT DESCRIPTION SUPRLEMENT I subac suepitmenT
1 erricagy SUMPLEMENY [ LABECING SUPRLEMENT [3 CHEMISTRY MANUFACTURING AND CONTROLS SUPPLENENT Mn
AEASON FOR SUBMISSION \-Z(/;\.u ) Z 7 . W 4 / JE
PROPOSED MARKETING STATUS (check one} [PAESCRIFTION PROUCT 1RK: D‘ové/ THE COUNTER PROBUCT (OTC)
NUMBER OF VOLUMES SUBMITTED, Lo THIS APPLICATION & D%a: [ racgranosecrrone L enecTRONG

ESTABLISHMENT INFORMATION

Provioe locatons of ali manutactiunng, packaging and coalfol stes jo7 the orug substance and orug produdt iconttnuation shaels may be used if necessary) include name,
asarass, SoMact. telephone numbat. registration numiter (CFNJ, DMFlntmDer, ang mamudactunng steps andier type of testing (e.g. Final dosage farm. Slabiity testing)
conductad af the site. Piaase indicate whether the sue 15 raady tor inspection o, 1f nGl, when it will be ready

Cross References (list ralated License Applications, INDs, NDAs, PMAs, 510(k)¢. IDEs. BMFs, and DMFs reterenced in the current
application)

FORIA FDA 3580 (4/97) £




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

. Index
. L.abeling {check one} g Draft Labeling 3 Final Printed Labeling

1
2
3. Summary {21 CFR 314.50 (c))
4. Chemistry Section

A. Chemistry, manufacturing, and controls information (e.g. 21 CFR 314.50 {d) (1). 21 CFR 601.2)

8. Samples (21 CFR 314.50 (e) (1), 21 CFR 601.2 (8)) (Submit only upon FDA's request)

C. Methods validation package (e.g. 21 CFR 314,50 (g) (2} (1), 21 CFR 601.2)

. Nonclinical phanmacelogy and toxicology section (21 CFR 314.50 (d) (2), 21 CFR 601.2)

_ Human pharmacokingtics and bicavaitability section (21 CFR 314.50 (d) {3}, 21 CFR 601.2)

2 Clinical data section (2% CFR 314.50 (d) (§), 21 CFRE01.2)

&
&
7. Microbiology section (21 CFR 314.50 (d) (49
g
8

. Safety update report (21 CFR 314.50 {d} {5) (vi} (D), 21 CFR 601.2)

10. Statistica! section (21 CFR 314.50 (d) (6). 21 CFR 601.2)

1. Case report tabulations (21 CER 31450 (f) (1). 21 CFR601.2)

2. Case reports forms {21 CFR 314.50 {f) (1), 21 CFR §01.2)

13, Patent information on any patent which claims the drug (21 U.8.C, 355 {b) or {ch)

14. A patent certification with respect to any patent which claims the drug {21 U.5.C. 355 (b} (2) or () {2) (A))

15 Establishment description (21 CFR Part 600, if appiicable}

16. Debarment certification (FD&C Act 308 (k) (1))

17. Field copy cedification (21 CFR 3145 (k} {3)}

18. User Fee Cover Sheet {Form FDA 3387}

16 OTHER (Specify)

CERTIFICATION

{ agree to update this application with new satety information about the product that may reasonably affect the statement of
contraindications, warmings, precautions, of adverse reactions in the draft labeling. | agree to submit safety update reports as provided for by
regulation or as requested by EDA. If this application is approved. | agree to comply with all laws and regulations that apply to approved
apphcations, including, but not timited 10 the following.

Y Good manufacturing praciice regulations in 21 CFR 210 and 211. 806, and/or 820.
Biciogical establishment standards in 21 CFR Part 800 .
Labehng regulations n 21 CFR 201, 608, 610. 660 and/or BOS.
In case of a prescrpbon drug product or biological proguct, prescription drug advertising regulations in 21 CFR 202.
Regulations on making changes m application 0 21 CFR 31470, 314.71, 314,72, 314.97, 314.99, and 601.12,
. Reguiations on reports in 21 CFR 314.80. 314 81, 600 BO and 600.81.
Local. State and Federal environmental smpact faws .
if iis application applies to a drug product that EDA has proposed for seheduling under the Cantrolied Substances Act, | agree nat to market
the praduct unfil the Drug Enforcement Admumstratian makes a final scheduling decision.
The darr and information 1 s submission have been reviewed and. (o the best of my knowledge are certified to be true and accurate.

N AR

Ao

Watnirfg: 3 wilifully faise gtatement is 3 cnminal oHense 1S Code. ttfe 18. section 1001
}(6 ru ? ; ;NSIBLE. OFFICIAL OR AGENT TYPED NAME AND TITLE DATE
- Robert £ Silverman, M.D., Ph.D. 7%

{ -~ - Semior Director. Regulatery Affairs vé N -0V
ADD!EQESS (Strest, Cry, State. and ZIP Code) Telephone Number
Sumneytown Pike. P.O. Box 4
BLA-20 : {610) 397-2944
West Pomt, PA 189486

public reporting burden for this zollection of information s esumated to average 40 hours pet response. including the time for reviewing
(nstruchons. searching existing data sources, gathenng and mantaining the data needed, and completing and reviewing the coltection of
information. Send commants regarding this burden estimate or any other aspect of this collection of information, including suggestions for

reduging thus burden to.

DKHMS, Reponts Clearance Officer An agenty may not conduct or sponsor, anda
Paperwork Reduction Project (0910-0338) person is not required to respond to. a collection
Hubert H. Humphrey Building. Room 531-H of inforrmation unless it displays a currently valid
200 Independence Avenue, SW. OMB control number.

Washington, DC 20201

Please DO NOT RETURN thus form to this address.

FORM FOA 356h (4197 Page 2=



Page 1 of 3

Patsnt Submission Suggested Format

Time Sensitive Patent Informaticn
pu:suant'tc 21 C.F.R. 31453
for

NDA #_19-.766

The following is provided in acsardance with the Urug Price Competiion and Fatent Term Restorason Act of 1984

+ Trade Name. Zocor®

+ Aciveingredient(s) gimuastatin

. ggengmg): 5, 10, 20, 40 and 80 mg.
» Dosage Form: “Topiats, oral

A. This section should be compieted for each individual patent

This forrat repeats o allow up o threg patents.'éf thera are additional patents, slease copy and aftzeh,
U.S. Patent Number:  Re.36,481

Expiration Date: July 10, 2007

Type of Patent—indicate all that apply:

Orug Substance{Active ingredient) _x Y __N

. Drug PraducyCampoesiion/Formuiaten) __Y _X N
. Methodoflse _xY _ N

Lab 1) e

a. It patent claims method(s) of use, please sgecify approved method(s)of use ar method(s) of use for which approval is teing

saught that are cavered by patent__indicated for the reduction of elevated total and LDL cholestrol

levels in patients with primary h cholesterolemia,
Name of Patent Ownler: . - c:,kp& Co}.:}: IZZ?r e

U.8. Agent {if patent owner or applicant does.not reside or have place of business in the US):

U.S. Patent Numbher:

Expiration Date:
Type of Patent-indicate all that apply:

. Orug Substance{Active ingredient) Y N

. Urug FroducCompasitionfFarmutation) Y N
MethodofUse __ Y ___N

L;!‘ 9 -

3. If patent claims method{s) of use, please épecﬁy appraved method(s)ef use or mathad(s) of use for which apgraval is being
saught that are cavered oy patent

Narﬁe of Patant Owner:

U.S. Agent {if patent awner or applicant does nat reside or have place of business in the US):

httpr/oicweb/oiDDMS  patdecl. him . 7 1423798



Pasent Submission Suggested Tormat Page Zof3

- U.S. Patent Numbaer:
Expiration Date:
Type of Patent—indicate all that apply:
. Drug Substance{Active Ingradient) __ Y __ N

. Drug Product{Composition/Farmulationy __ Y N
Method ofUse Y __ N

PRSI S,

(..ll 1vd

3. If patent claims methed(s) of use, please spacy éppraved mathod(s)of use ar method(s) of use fur which aporoval is being
sought that are coverad by patent

Name of Patent Ownen

1.S. Agent (if patent owner or applicant daes net reside or have placé of Business in the US):

B. The following declaration statement is required if any of the above listed patents
have Composition/Formuiation ar Method of Use claims.

This format repeats to alfow up tc three patents. If there are adclonal patents, please copy and atach.

The undersigned deciares that the above stated United States Fatent Number Re, 36 481covers the camgasiton,
farrmulaten and/or method of use of _Zocor® {name of drug product). This product is:

« x_currenty approved under section 805 of the Federal Foed, Orug, and Cosmetic Act)

OR
. “the subject of this application for which appreval is teing sought.}

The undersigned declares that the above stated United States Patent Number savers the composition,
formulation andfer method of usa of (name of drug product). This productis: ’
. currenty approved under section 505 of the Federal Food, Drug, and Cosmetic Act)
QR
. the subject of this applicaton far which approval is being saught.)
The undersigned declares that the above stated United States Fatent Number covers the composition,
formuiation andfor methad of use of {name of drug product). This productis:
. currently appraved under section 5¢5 of the Federal Food, Orug, and Cosmetic Act
CR
LT the subject of this application for which approval is being sought.) -

/e

Signed: ( .424(;/ . M//éd%‘ - Carol S. Quagliato
e ptongh oL 1 2000

Telephone Nu}nbar?oeg(%]d%;}: P?ggtjggﬁfggggey

A copy of the above information shoauld te.submitted ta the NDA with the originat apolication or as comespendence toan
existing NDA. For patents issued after the NOA is fled ar approved, the applicant is required to submit the infermation within
30 days of the date of issuance of the patent

To expedite putlication in the The Crange Saak,” a deskcopy should be submitted to;
Mailing address: (US Mail)

1.8, Food and Drug Administration
Center for Drug Evalustion and Research

hitp://airwveb/oiyDDMS/ patdect.htm 1/25/98



&

Patent Submission Suggested Format

» Division of Data Management and Services
Information Services Team
HFD-93
3800 Fishers Lane
Rocikvlle, MD 20857

OR
Location address: {for FedX deliveries}

U.S. Food and Crug Administration

Center for Orug Svaluation and Research
Division of Data Management and Services
information Services Team

Building A

HFD-83 Room #235

Nicholson Lane Research Center

5518 Nichclson Lane

Kensington, MO 20898

OR faxed to: {301)-534-6463

Pige 3of 3

* - Please note that patents for unappraved compoasitions, fbrmu!aﬁons, or uses will NCT be published in the

The Crange Bocok.

htp//oitweb/oitDDMS/patdect. htm

Previous Page

1/23/98



) [ ST B B S b e
Robert E. Siiverman, M.D., Ph.D, l:j (W R YL N i Merck & Co., Ing.
Senior Birector : e v PQ. Box 4
Regulatory Affairs Poa 0o West Point PA 18486
- Fax 610 397 2516
. . ) ) Tel 610397 2944
Fhose coplos ste OFFISIAL FOA Conisg 215 §52 5000

January 19, 2000 263 GRSK Lopies.

Mary A. Holovac, RPh

Center for Drug Evaluation and Research
Division of Data Management and Services
Information Service Team

MERCK

Research Laborateries

HFD-090, Room 235 w3

Food and Drug Administration - \" .(

5516 Nicholson Lane SR

Rockville, MD 20895 A /\‘\\1“»
yd

Dear Ms. Holovac:

i )
}(4\1?/3’6-766: ZOCOR® Tablets
! (Simvastatin)

A

SENSITIVE PATENT INFORMATION
Under 21 CFR 314.53

Enclosed is a copy of'the amended patent information for the approved product, ZOCOR®, under
NDA 19-766, submitted pursuant to 27 CFR 314.53. The original was sent to the Division of
Metabolism and Endocrine Drug Products in duplicate. The owner of US Patent No. 36,520 is
Merck & Co., Inc.

Questions concerning this information should be directed to Robert E. Silvextmaﬁ, MD, PhD
(610-397-2944) or, in my absence, to Bonnie J. Goldmann, MD (610-397-2383).

Sincerely,

/\._

/i

v v
/ i

/

S
Robert E, Silverman, MD, PhD
Senior Director, Regulatory Affairs

RES/ped
Attachments
Federal Express #1

2 Official Copies (with attachments):  John Jenkins, M.D., FCCP, Acting Director
HFD-510, Room 14B-04
Federal Express #2

Q:\deans\zocor\parent R 18-Jan-2000.doc



. Form AW!DQVEG OME No. 08100338
. Expiration Date: April 30, 2000
DEPARTMENT OF HEALTH AND HUMAN SERVICES S OMB Statement o ot page

FOOD AND DRUG ADMINISTRATION
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, OR AN FOR FDA USE ONLY
ANTIBIOTIC DRUG FOR HUMAN USE APPLICATION NUMBER
(Titie 21, Code Of Federat Regulations,. 314}
APPLICANT INFORMATION . . )
NAME OF ARPLICANT E OF SUBMISSION
Merck & Co., Inc. . %4_ / ? ﬁ\m
' TELEPHONE NO. finclude Arez Code) ' EXCSIILE (FAX) Nedriver (inciude Area Codel
{810} 397-2844 {610 387-2516
APPLICANT ADDRESS (Number, Street, City. State, Couhtry, Zio Code or Mail AUTHORIZED U.S. AGENT NAME & ADDRESS (Numoer. Srreer. City.
Code, and U.S. License number if previously issued): State, ZIP Gooe. teiephone & FAX number) IF APPLICABLE
Sumneyiown Pike, P.O. Box 4
BLA-20
West Point, PA 19486
PRODUCT DESCRIPTION
NEW DRUG OR ANTIBIOTIC APPLICATION NUMBER. OR BICLOGICS LICENSE APPLICATION NUMBER (if previously issued}  19-766
ESTABLISHED NAME (e.g., Proper name, USPAJSAN name) PROFRIETARY NAME (trade name) iF ANY
Simvastatin ZOCOR
CHEMICAL BIDCHEMICAL/BLOTD PRODUCT NAME (if zny) [18-[1c. 30,78.88(28 4.5"),8a8]- COBE NAME fif any}

1,2,3,7.8a-hexahyiiro-3,7-dimethyi- 8-[2-tetrahydro-4-hydroxy-S-ozo-2H—-pyran-2 yiethyli-1-
napthaienyl-2. lemethylbuwma{e

OUSAGE FORM BTRENGTHS: - ROUTE OF ADMIN!S‘I‘RKYION
Tablet 5 myg, 10 mg, 20 my, 40 mg, B0 mg Dral

{PROPOSED) INDICATION(S) FOR USE: Redugtion of risk of total mortality by reducing coronary death, reduction of risk for non-fatal myocardial
infarction and reduction of the risk for undergoing myocardial revascularization procedures in patients with coronary heart disease and
hypercholesterolernia. Reduction of slevated total and LDL cholesterol levels in patients with primary hypercholesterofernia {Types ila and

ibl.

APPLICATION INFOURMATION

APPLICATION TYPE
{Check one} NEW DRUG AFPLICATION (21 OFR 314,50} {J ABBREVIATED APPLICATION (ANDA, AADA. 21 CFR 314.84)
' 3 BIOLOGICS L|/ENSE APPLICATION (21 CFR part 601)
I AN NDA, IDENTIFY THE APPROPRIATE TYPE m&s (b} (1} [J 508 (b) {2) 7 507
IF AN ANDA, OF AADA. IDENTIFY THE REFERENGED LISTED DRUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION
Ramo of Drug Holder of Approved Application
TYPE OF SUBMISSION :
{ {check ane} [ osuGNaL 4PPUCATION ] AMENDMENT TO & PENDING APPLICATION 3 resusmssion
3 przsunmmssion O annyaL seeosT [T £$7ABUSHMENT DESCRIPTION SUPPLEMENT 10 supac suroLBasent
3 erricacy suPpLEMENT [J LapeLig SUPPLEMENT ) CHEMISTRY MANLFAGTURING AND CONTROLS SUPPLEMENT [dersitn
REASOYFOR suamssxo?4 ) /@!Z;;f dﬂéﬂ/n
PROPQSED MARKET! ING STATUS {check ong) Mmm’rm PRODJC‘T taxil/ [} ovER TRE COUNTER PRODUCY (OTC)
NUMBER OF VOLUMES SUBMITTED / THIS APPLICATION IS Dosrtn [J pares anperectrone L erecTrone
ESTABLISHMENT INFORMATION

Provide iocations of alf manulacturing, packazing and conrol sites for the drug substance and trug product (contmuation sheas may be uded if necestany). Include name,
adoress. comact, telephone number, registration nueber (CEN), DMF number, and manutacturing steps andlor type of testing (2.g. Findl dosage form, S1abiliy testing)
conducied 2t the site. Please indicate whether the sie is ready for inspection or, if not, when it will be ready.

Cross References ((rst related License Applications, INDs, NDAs, PMAs, 510(k}s, IDEs, BMFs, and DMFs referenced in the current
application)

FORM FDA 356h (4/87) e



This application contains the foliowing items: (Check ali that apply)

. Intdex

. Labeling (thatk one) N t Draft Labeling ) Fing) Printed Labeiing

1

2

3. Summary {21 CFR 314.50 (c})

4. Chemistry Section ) -

B Chemistry. manufacturing, and cantrols nformation (e.g. 21 CFR 314.50 (d) (1), 21 GFR 601.2)

B. Samples (21 CFR 314.50 () (1), 21 CFR 601.2 3))" (Submit only upon FDA's request)

C. Methods validation package {g.g. 21 CFR 314.50 {e) (2) (). 21 CFR 631.2)

. Nengiinical pharmacaiogy and toxicology section (21 CFR 314,50 {d} (2), 21 CFR 601.2)

5
8. Hurmnen pharmacokinetics and binavailability section (21 CFR 314.50 (d) (3), 21 CFR 601.2)
7. Micrabiology section (21 CFR 314,50 (6) (4)) '

8. Clinical data section (21 CFR 314,50 {d) {5). 21 CFR601.2)
5. Safely update report (21 GFR 314,50 (6) (5) (vi) (b), 21 CFR 601.2)

10. Statistical section (21 CFR 314.50 (d) (6), 21 CFR €01.2)

11. Case report tabulations (21 CFR 314.50 (f) (1), 21 CFR 601.2)

12. Case raports forms (21 CFR 314,50 {f) (1), 21 CFR601.2)

13. Patent information on any patent which claims the drug (21 U.S.C. 355 (b) or (ch

14. A patent certification with respect to any patent which ¢claims the drug (21 U.S.C. 355 (b) (2) or (i} (2} (AD

15. Establishment description (21 CFR Pan 600, if applicable}

16. Debarment certification (FO&C Act 308 (k) (1)

17. Fieid copy cettification (21 CFR 314.5 (k) (3))

_18. User Fee Cover Sheet (Form FDA 3397}

19. OTHER (Specify)

CERTIFICATION

| agree to update this application with new safety information about the product that may reasonably affect the statement of
contraindications, watnings, precautions, or agverse reactions in the draft labeling. | agree o submit safety update reports as providéed for by
regulation or as requested by FDA. If this application is approved, | agree to comply with alt laws and regulations that apply 1o appraved
applications, including, but not limited to the following:

. Good manufacturing practice regulations in 21 CFR 210 and 211, 608, and/or 820.

. Biological establishment standards in 21 CFR Part 600.

. Labeling regutations in 21 CFR 201, 606, 810, 660 andfor 808,

. In case of a prescription drug product or biological praduct, prescription drug advenising regulations it 21 CFR 202,

Regulations on making changes in application in 21 CFR 314.70, 314.71, 314.72, 314.97, 314,98, and 601.12.

Regulafions on reports in 21 CFR 314.80, 314.81, 600.80 and 600.81.

" Local, State and Federal environmental impact laws.

if this application applies o a drug praduct that FDA has proposed for scheduling under the Controlled Substances Act, | agree not to market
the product until the Drug Enforcement Administration makes a final scheduling decision. R

The datg and information in this submission have been reviewed and, 1o the best of my knowledge are certified to be true and accurate.
_Warging: 3 wiltiully false staterment is a criminial offense, U.S, Code. title 18, section 1001,

R Y A RN

SOpATy SPONSIBLE OFFICIAL OR AGENT TYPED NAME AND TITLE o DATE
= Robert £. Silverman, M.D., Ph.D. THN -
l ¢ I Senior Diractor, Regulatory Affairs / ? Af do

ADDRESS (Street, City, State, and ZIP Code) Telephone Number

Sumneytown Pike, P.O. Box 4 :
BLA-20 {610) 397-2544 T
West Point, PA 18486

Public reporting burden for this collection of information is estimated to average 40 hours per response, including the time for reviewing.
instructions, searching existing gata sources, gathering and maintaining the data needed, and completing and reviewing the coliection of
information. Send comments regarding this burden gstimate or any other aspect of this coliection of infarmation, including suggestions for

reducing this burden to

DHHS, Reports Clearance Officer An agency may not canduct or sponsor, and &

Paperwork Reduction Project (0910-0338) person is not required to respond to, a collection
Huber H. Mumphrey Building, Room 531-H of information unless it displays a currently valid
200 Independence Avenue, S.W. OMB controt number.

Washington, DG 20201
Please DO NOT RETURN this form to this address.

Page 2=

FORM FDA 356h {(4/87)







<1 9t3

J‘

Fatent Submission Squesied Fermat

Time Sensifive Patent Information
pursuent w21 C.F.R. 31453
for

A% 19-766

The fcilowing is provided inl accordance with the Dreg Price Campetiian and Patent Term Restoration Act of 1084

. Trade Name. Jocor®

> Active Ingredient(s) Simvastatin

+ Stengthlsk  5,10,20,40 and 80Umg.
+ Dosage Femu "Pablets oral

A. This section should be completed for each individual patent

This format repeats to allow up io three patents. if there are addidonal patents, slease copy and attach.
U.S. Patent Number: Re. 36,520

Expiration Date: May 26, 2009

Type of Patent~Indicate all that apply:

Drug Substance{Active Ingredienty x Y N

Drug FroductCompaesiion/fFarmuistent Y x N
Method of Use _xY _ N

b R

& If patent ciaims methed(s) of use, please specdy spproved methad(s)of use or methed!(s} of yse for wihich approval is being
sought that are cavered by patent _indicated for the reduction of elevated total and LDL
cholestrol levels in patients with primary hypercholesterolemx.a

Name of Patent Owner:

U.S. Agent {if patent owner or applicant dees not reside or have place of business in the Us)h

U.S. Patent Number: -

Expiration Date:
Type of Patent-indicate ali that apply:

. Drug Substance(Actve Ingredlent) ___ Y __N
2. Trug Product(CcmpcsmomForrvuzancn) __Y__N
3. MethodofUse Y __ N

z. i patent claims method(s; of use, plesse ﬁsm*:y approved methad(sief use or method(s) of use fo which approval is being
sought that are covered oy patent

Name of Patent Owner:

.8, Agent (if patent owner or applicant does not reside or have place of business in the US):

hrpioitwebioi DD MS/patdent. i ’ 12398



s ————y g 3 trien , Prge 2 of3
U.S. Patent Number:
Expiration Date:
Type of Patent-indicate all tat appiy:

Drug Substance{Acive ingracienty ¥ N

Crug ProdueyCampesiionFermuiaten) Y N
MethcdeflUse Y __ N

P

P

Vi 2

a. If patent ciaims methoed(s] of use, please speciy arproved metiod(sjel use or methed(s; of se fer which acoravel is being
seught that are coverad By patent

Name of Patent Qwnen

U.S. Agent {if patent ewner or applicant does not reside ar have place of business in the US)h

B. The following deciaration ststement is required if any of the abcve listed patents
have Compcsificn/ch’xula ticn cr Methed cf Use ciaims.

Tris format repeats io allow ur io three patents, f here 2re acoional patents, plesse tooy 20T 243,

[

i1
£

The undersigned deciarss thel the apave stz Unked Siates Fatent NumterRe, 36= 5204zvars e compesiion,

farmuiaden and/or methed f use i _ Zoaror® fngme of Srug sroducy. This products:
v X currenty spproved under secuon S0F of the Federal Focd. Trug, anc Cosmenc Act
oR
- __.2he sutiecc of tus epglicaten for whicn acorovel 's teing scughtl

cov - e 2,
SVErS T8 COMETSuan,

This productis

The uncersigned declaras:
‘r:rm‘ ladon andfer metied

« currenty appreved under seeten 85 of the Federai Feed, Trug, and Caosmeic Ach
O
i tie st.b;ec: ci his zppliceden for wiicn 2eoraval is Teing sSughy;

The undersigned deciares that the above staed Unked Siates Patent Numer covers e comgesion,
formuistion andier methed of usg of (name of drug croguat). s

. currently sporaved under sacdon 308 of the Federal Food, Crug, and Cesmete Ach

CR
« __the su'sjec: afthis apciica&cn for which zppreval is teing seught) -

e (nil N lueaghaf— -
Sigec[ﬂ/u (4] Carol S. Quagliato
Cate:  January 18, ZXOO = Quaglia
itde {cotonal): Sem.oz: Patent Attorney

Telepnane Number {cofanail (732) 394,3806

A eapy of e abave information shouid te sud mitad ¢ e NCA with he ariginal apeication oras coresgondence € an
axdsing NUA, For patenls issued after the NCA is Sed or azproves, the apclicant is recuired o submitthe nfarmatcen within
30 days of the date of issuancs of the sstent

To sxpeche putbiicaton in the The Crangs Ecck.” & ceskeopy shouid Ze sutmimed &
Maziing sddress: {US Maif)

U8, Facd ang Drug Administaton

(=R

Canter far [rug Evaluaton ang Research

supfoirwet/eivDDMS/ patdeci Bt



Patent Submission Suggested Format

Division of Data Management and Services
Information Services Team

HFO-83

5800 Fghers Lane

Raocklle, MQ 20857

oR
Lecation address: {for FedX deliveries)

1.8, Foad and Drug Administration

Center for Drug Evaluation and Resgarch
Division of Data Management and Services
inforaticn Senvdees Team

Bufiding A

HFD-93 Room #235

Nichoison Lane Research Center

4516 Nienoison Lane

Kensington, MD 2C835

OR faxed to: (301)-584-6483

Page 3 of3

* . Please note that patents for unapproved compositions, fermulstiens, or uses will NCT be pubiished in the

The Orange Book,

heps/oitwed/oiw DDMS patdest.him

Previcus Page

17323198



