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~ SE;RVIC'iS

(~' ~nEPARTMENT OF HEALTH & HUMAN SERVICES"::~~
Public Health Service

Food and Drug Administration
Rockville, MD 20857

NDA S-70S/S-023

Wellspring Pharmaceutical Corporation
Attention: Mr. Drew Karlan
1430 Highway 34
Neptune, NJ 07753-6S07

Dear Mr. Karlan:

Please refer to your supplemental new drug application dated August 29,2003, submitted under section 505(b)
of the Federal Food, Drug, and Cosmetic Act for Dibenzyline (phenoxybenzamine HC!) 10 mg Capsules.

We acknowledge receipt of your submissions dated September 4 and November 14 and is, 2003.

This supplemental new drug application provides for draft labeling revised to remove the following statements
from the container label:

Warning: Potent drug- Not to be used except under close supervision of a physician.

Important: Use safety closures when dispensing this product unless otherwise directed by physician or
requested by purchaser.

We have completed our review of this application, as amended. This application is approved, effective on the
date of this letter, for use as recommended in the agreed-upon labeling text.

The final printed labeling (FPL) must be identical to the submitted labeling dated November is, 2003.

Please submit the FPL electronically according to the guidance for industry titled Providing Regulatory
Submissions in Electronic Format ~ NDA. Alternatively, you may submit 20 paper copies of the FPL as soon as
it is available, in no case more than 30 days after it is printed. Please individually mount 15 of the copies on
heavy-weight paper or similar materiaL. For administrative purposes, this submission should be designated "FPL
for approved supplement NDA S-70S/S-023." Approval of this submission by FDA is not required before the
labeling is used.

If you issue a letter communicating important information about this drug product (i.e., a "Dear Health Care
Professional" letter), we request that you submit a copy of the letter to this NDA and a copy to the following
address:

MEDWATCH, HFD-410
FDA
5600 Fishers Lane
Rockvile, MD 20S57

We remind you that you must comply with reporting requirements for an approved NDA (21 CFR 31 4.S0 and
314.S1).

If you have any questions, please call:



NDA 8-708/S-023
Page 2

Ms. Melissa Robb
Regulatory Project Manager

(301) 594-5313

Sincerely,

Douglas C. Throckmorton, M.D.
Director
Division of Cardio-Renal Drug Products
Offce of Drug Evaluation I
Center for Drug Evaluation and Research



..._--------------------------------------------------_._----_._--------------_._----~-------_._--------_..-._----...
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
------------._-------------------------------------------------------------------------------------------------------
/s/

Doug Throckmorton
12/30/03 11:59:39 AM
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('I)taJr~d. ill ¡ud;)""1 by i:iOi"~ P'"f~%Utf
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STORAGE
St,xe 3t 25°C ¡n"f;; exc:imlo:is.
painiltmdtc l:;"-:ifì'C¡,~t!'"BE.''f) r~k'i\
IJSP r..nnt!Qilw; ROO'll T",m(iam\UtfJ.

HOWSUPfllIm
DilieniYliiltphe'lo:(.,l'Ol"ill1i'l;J
h'l;:rnr.h!Mich,; c,'¡J$lJles. 10 mg, 1'1
\ifi!t,¡¡,-nr m-:O-..OCfì5197-lili1.01)
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10tli(;:I fJ¿S;5:;f T!EfI1la¡liics. "".1-~.
New Yor"~ Ma.:mill",i l'\it'lisl,if;!J e'J..
1;)80.p.HS:p.l82.

2. Martin, F.W.: Drug 11l!i:'¡,l(;ffrm.~
il'S",.'( í.'F1Y1913. ï'!"Ji!ad9ipr,I,~.
.jß.UiJ'nJttCr.'_,1S78.PV.2U:i210.

"Availubre:.ß L'-'I'f)lhed;' Bililwate
(iiraitJ of riorep;nephflnil b¡tW!ra!e)
ITor.i Abh,-!t¡Ãl~,¡rRtc,11,"""

I)ATf. (j~ ISRljPNGI:?nr;4

ti.\'e1ISp,lng,'Xt)4

Ma:ii;"ctiJretür
WellSpi1ng PlmrllOCÆlI:tt;I'; Cl1r¡,o'\\llrm
NeplUl1e, N.; D7753-6L'u7 USA
ßy WeHSprlng t't)¡!mm:i:t,iiii! Cw-ad:i
Ci;rpM&:I;in
Oai(,ili",O.'lim;oI.6¡-r1M;¡'C3'w.di\
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RHPM Review of Draft Labeling
NDA 8-708/S-023

Date of Submission:
Date of Review:
Applicant Name:
Product Name:

November 18,2003
November 20, 2003
Wellspring Pharmaceutical Corporation
Dibenzyline (phenoxybenzamine HC1) 10 mg Capsules

Evaluation:
This submission provides for draft labeling revised to remove the following statements from the container
label as they are common sense and have become standard of care:

Warning: Potent drug- Not to be used except under close supervision of a physician.

Important: Use safety closures when dispensing this product unless otherwise directed by
physician or requested by purchaser.

Recommendation:
An approval on draft letter should be issued for this supplement as set forth under 21 CFR 314.70 (b) (3)
(Any change in labeling).

Melissa Robb, RHPM

I

i



This is a representation of an, electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

/s/
Melissa Robb
i 2/3 a / a 3 03: 46 : a 9 PM
CSO



RHPM Review of Final Printed Labeling
NDA 8-708/S-023

Date of Submission:
Date of Review:
Applicant Name:
Product Name:

September 22,2004
June 6,2005
Wellspring Pharmaceutical Corporation
Dibenzy1ine (phenoxybenzamine HCl) 10 mg Capsules

Evaluation:
This submission includes the final printed container labeling in response to the approval on draft letter
issued for this supplement dated December 30,2003.

The following statements were removed from the label as noted in the approval on draft letter:

Warning: Potent drug- Not to be used except under close supervision of a physician.

Important: Use safety closures when dispensing this product unless otherwise directed by
physician or requested by purchaser.

In addition, the following changes were also noted on the container label:

1. The manufacturing information was changed from:

To:

Manufactured for
WellSpring Pharmaceutical Corporation

Neptune, NJ 07753-6807 USA
By WellSpring Pharmaceutical Canada Corp.

Oakville, Ontario L6H 1M5 Canada
Made in Canada
(ÇWellSpring, 2003

L0703A

2. The title was changed from:

DIBENZYLINEcI
PHENOXYBENZAMIN
HYDROCHLORIDE
CAPSULES

To:

(b) (4)



DIBENZYLINECI
(phenoxybenzamine hydrochloride capsules, USP)

Per Dr. Srinivasachar, both of these changes are acceptable. The change in manufacturing site was
approved in S-024.

Recommendation:
An aclmowledge and retain letter should be issued for this supplement.

Melissa Robb, RHM
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DEP ARTMENT OF HEALTH & HUMAN SERVICES Public Health SeNice

Food and Drug Administration
Rockville, MD 20857

NDA 8-708/S-023

WellSpring Pharmaceutical Corporation
Attention: Mr. Drew Karlan
1430 Highway 34
Neptune, NJ 07753-6807

Dear Mr. Karlan:

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

Name of Drug Product: DibenzylinecI (phenoxybenzamine hydrochloride) 10 mg Capsules

NDA Number: 8-708

Supplement number: 023

Date of supplement: August 29, 2003

Date of receipt: September 3, 2003

This supplemental application proposes to remove the following statements from the package
insert:

. "Warning: Potent drug ~ not to be used except under the close supervision of a physician."

. "Important: Use safety closure when dispensing this product unless otherwise directed by

physician or requested by purchaser."

Unless we notify you within 60 days of the receipt date that the application is not sufficiently
complete to permit a substantive review, we wil fie the application on November 2,2003, in
accordance with 21 CFR 314.101(a).
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All communications concerning this supplement should be addressed as follows:

U.S. Postal Service:

Food and Drug Administration
Center for Drug Evaluation and Research
Division of Cardio-Renal Drug Products, HFD-11 0
Attention: Division Document Room, 5002
5600 Fishers Lane
Rockvile, Maryland 20857

Courier/Overnight Mail:

Food and Drug Administration
Center for Drug Evaluation and Research
Division ofCardio-Renal Drug Products, HFD-110
Attention: Division Document Room, 5002
1451 Rockvile Pike
Rockville, Maryland 20852

If you have any questions, please call:

Ms. Melissa Robb
Regulatory Health Project Manager
(301) 594-5313

Sincerely,

Zelda McDonald
Chief, Project Management Staff
Division of Cardio-Renal Drug Products
Offce of Drug Evaluation I
Center for Drug Evaluation and Research
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(-~ DEPARTMENT OF HEAL TH & HUMAN SERVICES',,~::~t- Public Health Service

Food and Drug Administration
Rockville, MD 20857

NDA 8-708\S-023

WellSpring Pharmaceutical Corporation
Attention: Mr. Drew Karlan
Vice President, Regulatory & Quality Affairs
1430 Highway 34
Neptune, NJ 07753-6807

Dear Mr. Karlan:

We acknowledge receipt of your September 22,2004 submission containing final printed labeling in response to our
December 30, 2003 letter approving your supplemental new drug application for Dibenzyline (phenoxybenzamine
hydrochloride) 10 mg Capsules.

We have reviewed the container labeling that you submitted in accordance with our December 30, 2003 letter and
we find it acceptable.

If you have any questions, please call:

Ms. Melissa Robb
Regulatory Health Project Manager
(301) 594-5313

Sincerely,

Norman Stockbridge, M.D., Ph.D.
Acting Director
Division ofCardio-Renal Drug Products
Office of Drug Evaluation I
Center for Drug Evaluation and Research
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