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. NDA 20-261/S-002
MAR 2 I 199L1.

Sandoz Pharmaceuti cal s Corporation
Attention: Ms. Hedy M.Ries
59 Route 10
East Hanover, NJ 07936-1080

Dear Ms. Ries:

Please r~fer to your March 2, 1994, supplemental new drug appl ication
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for
Léscol (fluvastatin sodium) Capsules (20 mg and 40 mg).

The supplemental application provides for a new physicians' sample package
coritaining 14 capsules (20 mg and 40 mg) in a HOPE bottle which replaces the
original physicians' sample package containing 6 capsules (20 mgand 40 mg) in
a bl i ster package.

We.ha~e completed our review of this supplemental application arid have
coricluded that adequate information has been presented to demonstrate that the
drug product is safe and effective for us,e as recommended in the October 1993
final printed labeling submitted on March 2, 1994. Accordingly, the
supplemental application is approved effective on the date of this letter.

Should additional information rél ating to the safety and effectiveness of the
drug become available, revision of that labeling may be required.

We remind you that you must comply with the requirements for an approved NDA
set forth under 21 CFR 314.80 and 314.81.

Should you have any questi ons, please contact:

Mr. Stephen 1. Trostle
, Cohsumer Safety Officer

. 
Téløøñö.rle: 301~443-3520.

..

.,. SinC¡; ~/:i t f 1

SOl~; $Ob'l, M.D.
Director
Di vi si on of Metabo 1 ism and

Endocrine Drug Products (HFD-5I0)
Center for Drug Eval uat i on and Research

\
"J/

. . ". ...~;..



NDA 20-261/S-002 Page 2
cc:
Original NDA
HF-2 (with labeling)
HFC-130/ JA.ll en
HFD-80 (with labeling)
HFD- 240 (wi th 1 abel i ng)
HFD-638 (with 1 abel ing)
HFD-732 (with labeling)
HFD-500/LRipper (with 1 abel i ng)
HFD-510
HFD- 51 O/SAurecch i a/MRhee/ EBarbehenn

. HFD-51O/STrostl e/03/1p/94/ft/stt/03/21/94 \N20261AP .002

5~óJu/fi
Concurrence: EGa 11 i ers 03.1 T; MRhee, YCh i u, EBarbehenn, SAurecch i a,

GTroendle 03.18; AJordan 03.21;94
NOA Approval Date: 12/31/93

SUPPLEMENT APPROVAL CAP-002)
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j 3. Name amd Address of Applicant

Sandoz Pharmaceuti£al s Corporation
59 Route 10
East Hanover, New Jersey 07936
201 - 503 -7500

5. Name of Drug
Lescol

MAR 8 1994
2. NDA Number

20-261
r". ¡" ¡ .1 t"', .~ 0 ~ ,; L~. r~=.. l-"'~'¡')'
l I' ~ " I ~ ; d ¡ :,1 ."""j,
"r . :. \:J i1 :; ow: Q \l

4. Supplement
S-002

3-2-94

_ i. ~~~~~i~~~~5~O

S. Nonproprietary Name
fluvastatin sodium

7. Supplement Provides For, 8. Amendment
New physicians sample package containing 14 capsules

(20 and 40 mg) in a HOPE bottle replacing
the original 6 capsules (20 and 40mg) in a blister package.

9. Pharmacological Category
Lipid al te~ing agent

12. Dosage form
Capsules for oral administration

10. How Dispensed
RX

11. Rel ated
IND/NDA/DMF

13. Potency
20 and40mg/capsul e

14. Chemical Name and Structure

15. Comments
Thi s suppl ement was submitted to introducea new physici ans sample package to
replace the originally approved sample package. (a.blister package containing 6
capsules). The new sample packaoe has 14 caDsules packaged into a 60cc HOPE
bottle container!.!' -- '. _ , . 7 . To
claim 2-year expiration date of the physicians samples, comparative stabil ity
data (appearance, dissol ution ,assaY)Qf IS-capsule bottles and 30-capsul e
bottle~were submitted (pl7'¡-:icians sallQiles hav~ l~~apsule~ in a bottle).
AccordIng to the reported tata, there was no significant di fference between
15-capsul eand 30-capsule samples \\\~'\,

\\~'
I~' \\~~

J'-I3"f\~ .\\x .- - &tt~~
is. Conclusion. and Recommendati onlfl ~ ~-r,. '.¡7 ~
Theis suppTementi snow app.rovable.IssueanëlPproval 1 ett.er" wi Hi a statemeRt ~ -
'that t:hl ee prai:l:ctleR .batGReS, Qr physi c htnss8niples be pi:t 8R tRQ stabil tty' r l If.T..'

~e and res.il+. be repQte~lA the AAAwai Re~.~l;t Date !#rMoo~Jhong Rhèe, Ph.D. 3-7-94

t.
-=

;..
sâlt sfáctory.

¡i"" "\
; J'.j Distributc on Ori gi nal Jacket

~ÔWt;aiedbrrlr ,¡
Reviewer Division File
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DEPARTMENT 'OFiìTH &lIÚMANSER\TCES. -. --" . :: ' . . . ", .':.' .' . - ~:. Public' Health Service

Food and Drug Administration
Rockvile MD 20857

Date MAR - 4 1994

NDA No. 20-261

Sandoz PharmaceüticalsCorporation
59 Route 10 .
East Hanover, NJ 07936

Attention: Robert J .kiark

. Dear Sir/Madam:

We acknowledge receipt of your supplemental application for: the following:

Name of Drug; LESCOL

NDANumbèr:" 20-261

$upplemèntNùmber: S""002

Date;of Supplement: March 02, 1994

Date .of Receipt: March 03; 1994. .
,Unlesswe find theapplicatidnhotacceptabie for filng, . the filing date wil be60days fromthe7receiptdate:above.

All communications concerning.this:NDA.should be addressed as follows: ..... ." ." .. . .' .
. '. d Cøte'ifdrDnlQEValìJatjoh and Reseatch . ....

.."iti~¡i:~~~l'OOi4~ . .

. .
...fl4å!Øw: .
SupervlsorY,C(hsurner Safety.Offícér: '. . '.'

.' Division:o(Melabolismand;Eridôcr.ilîe:DnigProdiJêtS .
Center~for Drug Evaluatiori arid Røsèarèh '. .

;~
.,.l

./.'

'FOR,lI';¡:OA.3-21!C;'(!3/931
'..- . .~::'



SANDOZ PHARMACEUTICALS CORPORATION
59 ROUTE i 0, EAST HANOVER, NEW JERSEY 07936-1080

A SANDOZ
- "''ò l) '''~' "'"'' ,,_ ;~ f?" ,..;,~~ F"', \' ,-:,r¿: ¡.. -"~~.'" "
, "",-". ''',-' s ' , '".' ',,', ':~GI~u,i'J.

DRUG REGISTRATION & REGULATORY AFFAIRS

TEL 201 5037500
FAX 201 503 6325

March 2, 1994

(1 R') ¡ r,,¡ (\1;1 L' ,~- i U., i í\:, ,L~ ,v. f\,""....i-
NDA No. 20-261
LESCOL~ fluvastatin

sodium) Capsules

Solomon Sobel, MD
Director
Division of Metabolism and

Endocrine Drug Products/HFD-S10
Office of Drug Evaluation II
Attn: Document Control Room 14B-04
Center for Drug Evaluation and

Research
5600 Fishers Lane
Rockville, Maryland 20857

SUPPLEMENTAL NEW
DRUG APPLICATION

EXPEDITED REVIEW
REQUESTED

Dear Dr. Sobel:

FINAL PRINTED LABELING ,cso~
o-C Fr1..

/' ~.

In accordance with 21 CFR §314.70(b)(3), Sandoz Pharmaceuticals ~~~
corporation herewith submits a supplemental new drug application ~,',
for LescolQi (fluvastatin sodium) Capsules. This supplement
provides for a new physicians i sample package for both the 20 mg ~ ~~and 40 mg dose strengths. , ~o~
The physicians i sample packaging that was described in the S P,/~
original new drug application (submitted on March 31, 1992 and
approved on December 31, 1993) has been changed. The original
labeling i submitted in draft form (examples are included) was fora _
packaging.

--

t~~

The proposed physicians i sample package is for a 14 capsule
starter kit. The capsules are to be placed in a 60 cc HDPE
bottle. Please note that this is the same bottle/container
'closure ,as,' is 'being ,us'ed' in ' the approved 3 o capsule bottle which 

is ,t,obeused for tbetradesamples,' (approximately % the amount 

of ,capsUles in, theapprovedpacitagel. The HOPE bottle 'is to be
placed into a sample box which will contain promotional
infornation (a pÇlmphlet). Please note that the sample box, along
with the promotional pamphlet has been submitted to the Division
Of 'Drug Marketing i Advertisbttf and communication. Please also
note that the physicians i samples will have the same expiration
dating as the trade samples ( i. e. 2 years).

Finally i 'please note that the bottles with 14 capsules have been
put into our stability program as a precautionary measure since
there will be additional head space in the physicians i sample
containers. Also pleaSe note that we are providing some
stability data using the approved container/closure system on

~\s\"\



S. Sobel, MD -2- NDA # 20-261

the 20 mg capsules for bottles containing 15 capsules (with a
comparison to bottles containing 30 capsules). This data has
been excerpted from the original NDA.

Accordingly, we herewith submit twelve (12) cOlies of final
printeq labeling as follows:

Label # Description
25353001
15153001
25353101
15153101

20mg Sample Bottle Label
20mg 14 Capsule Starter Pack
40mg Sample Bottle Label
40mg 14 Capsule Starter Pack

Please note that since the physicians' sample packaging has been
changed, and as our product launch is imminent, we are requesting
that this supplement be reviewed as soon as possible. Any
assistance that you can provide to us in this matter will be
greatly appreciated.

If you have additional questions or comments, please contact me
at (201) 503~7005.

Sincerely,

(jcU
Robert J. Clark
Senior Manager, Regulatory
Manufacturing and Controls

,,¡ras , ,
Attachments
12 copies final printed labeling
Oesk Copy and TeleFax to Dr. Yuan Yuan Çh.u HFD~510 ' ~

~Af. d7 oif' , ~
. .:, ~'f\ir-if:'!~ ~a ~
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USER FEE DATA ENTRY IVALIDATION FORM Ver. 2 (9/1/93)

~,2, 9c.5LR~00é2BOA I¿jO~G ( DOCUMENT ID/LETTER DATE
APPLICANT NAKE 5i'îfYZ

PRODUCT NAKE &tSCQ L_gj_¡...l.f¡ii'iiil~_.i~B.l+Ir.-
1. YESc;

:i(
:i:.:".

CLINICAL DATA?,
(Check YES if contains stud reprts or literature reprts of what are explicitly or iJllicftly
represented by the aplicant to be ~te an well-controlled trials. "Clinical data" do not
lnelùd data used to Ilify the labll fng to ad a r..triction that would i..rove the Nfe use of
the dru (e.g., to'add an adrse reaction, contraindication or warning to the l,abeling).)

REF . IF NO CLINICAL DATA IN SUBMISSION, INDICATE IF CLINICAL
DATA ARE CROSS RIFBI'NeED IN ANOTHER SUBMISSION?

Ri~~_"'i

NDA BEING SPLIT FOR ADMINISTRATIVE CONVENIENCE ,(OTHER THA
IlLIIG)? ' IF YES, L fst ALL NOA nurs, review division & indicate those for which aplication
fees aply.
NDA # DIVISIONN FEE NO FEEN FEE NO FEE

7. 'YES NO BUNLING POLICY APPLIED CORRECTLY?1i DATA ENTRY REQUIRED FOIELEIT
(Check YES if application is proprly designted as on 

application or, is proprly søitted as i

supliitinsteid of an oriiiin,laplication. Check li if application sh.ld be split,intollre

than on application or subitted liS an or.iginal instead of a suplemt . IF lI,lhit resulting
NDA nurs, and review division.)NDA # DIVISION NDA # DIVISIONN N'

.8. YES' NO 'SMAL BUSINESS EXCEPTION GRAED? (Check YES only'if the NOA contlins a
'copy of a written notice from the FDA ~aiver Officer ,that a exception has been granted.)

2. YES NO

YES NO

3. YES NO

4. YES NO

5. YES NO

6. YES NO

9. YES NO

50S (b) (2) NDA? An aplication in which on or aire of the pivotal stuei.s (rather than
all) was not conted or spoored by the, applicant and the appl icantdoes not have a right of
referene to that stud. In aditici, the firtllt have made a ,patent certification unr
section S05(b) (2) (A) and (8) of the Act an ftst have cited a referene 1 isted dru on which it
is basing its application.

If 50S (b) (2) lmA - FEE APPLIES?
(Check YES if appl ication is for ii 'ne' chemical entity or Indication. Check It if npl icatlon is
fora previouly, aproved dru sutane or indication.)

LAGE VOLOKEPAREN'ER, APPROVED BEFORE 9/1/92? (Check YES only if
a suplemt with clinical ,data siJitted to anLVP application first aproved before 911/92.)iW#B_
50S (::), llA? Abbreviated AplIcation wi ':::';II~jf~~~~

506 NDA? Insulin Prodt ~fjr~~lR"._lt¡~\.~'

"

WAIVER GRAED? (Check YES only if the NDA contains a copy of a written notice from the

FDA ~aiver Officer that a waiver has been granted.)

~;J;t,:j_
1 '. eso SIGNAT. 'EDATE "

,10. YES NO ,PRIORITY 'SUBMISSION?

r, "", ¡

I".¡
.;.'

"C

'COpy JOI_Dr_HIO.: oarGI:Jl TO ARCJlIVAL UttER DATA ENTRY, ONE COpy
.ex TO ÐiVi:SI01fJ'ILE UÐ COER, ASSOCIATE DIRECTOR FOR POL:ICY JØÐ-1-1


