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DEPARTMEN1OF HEALTH & llN SERVICES Publîc Heath Service

FOó and Drug AdmJÛstration
Rockvile MD 20857

NDA 20-699/S-045

Wyeth Pharmaceuticals, Inc.
Attention: Kenneth R. Bonk
Director, Worldwide Regulatory Affairs
P.O. Box 8299
Philadelphia, PA 19101-1245

Dear Mr. Bonk:

We acknowledgereceipt of your supplemental new drug application dated September 29,2003, submitted
under section 505(b) of the Federal Food" Drug, and Cosmetic Act for Effexor XR (venlafaxine
hydrochloride) Extended Release Capsules.

We additionally acknowledge receipt of your amendments dated October 21, and December 22,2003.

This application, submitted as a "Changes Being Effected" supplement, proposes 1) revisions to the
Description section and Patient Brief Summary to reflect the inactive ingredient change in capsule shell
caps, and 2) changes to the How Supplied section revising the Wyeth logo, corporate name, and address
and removing the "Protect From Light" statement.

We have completed our review of this supplemental application, as amended., and have concluded that

adequate information has been presented to demonstrate that the drug product is safe and effective for use
as recommended in your labeling submitted on September 29, 2003. Accordingly, this supplemental
application is approved effective on the date of this letter.

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

If you have any' questions, call Mr. Paul David, R.P~., Senior Regulatory Project Manager, at (30 1)

594-5530.

Sincerely~

(See appended electronic signature page)

Russell Katz, M.D.
Director
Division of Neuropharmacological 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/

Russell Katz
3/16/04 11: 38: 44 AM
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 d
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 b
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CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:

NDA 20-699/8-045

CHEMISTRY REVIEW(S)



CHEMIST REVIEW
OF SUPPLEMENT

1. ORGANIZATION:
2.NDA
3., SUPPLEMENT NUMBER AND DATES:

LETTER DATE:
STAl\ DATE:

4. AMENDMENTIREPORTSIDATES
5. RECEIVED BY CHEMIST:

HFD-120
20-699
SLR-045
09-29-03
09-30-03

10-10-03

7. NAME OF DRUG:
8, NONPROPRIETARY NAME:
9. CHEMICAL NAME and STRUCTURE:

(R,S)-I-(2-(dimethylamino )-1-( 4-methoxyphenyl)ethyl) cyclohexanol hydrochloride

Wyeth-Ayerst Laboratories
P.O. Box 8299
Philadelphia, P A 1910 1-8299
Effexor(!XR

Venlanfaxine hydrochloride

6. APPLICANT NAME & ADDRESS:

. HCI

HJ,CO

10. DOSAGE FORMS:
11. POTENCY:
12. PHARMACOLOGICAL CATEGORY:
13. HOW DISPENSED:
14. RECORD and REPORTS CURRENT:
15. RELATED INDINDA/DMF:

Extended Release Capsules
37.5 mg; 75 mg, 100 mg, 150 mg
anti-depressant/ general anti-anxiety disorder
X R(x) (OTC)X Yes No

SCM-006 andSCM-006(C)

16, SUPPLEMENT PROVIDES FOR: This supplement provides for a change in the labeling for the drug product.

17. ADDITIONAL COMMENTS: In the original NDA the applicant was approved 
to user: J¡grey opaque capsule

shell cap which contained titanium dioxide, i: 11 Iron Oxide and gelatin (formulae .:). After approval of

the application, the applicant leamedthat the grey capsule shell cap that was being used for the drug product (formula
~ J i) was not the grey capsule shell cap which was approved in the original application. The applicant spoke with the

agency and was advised to submit the appropriate data (i.e, stability and dissolution data) to support the use of the new
grey capsule shell èap (formulae JI). The applicant submitted this information in Supplement 006. In this

application, the applicant seeks to use the grey capsule shell cap (formula C Ji) that was 
approved in the original NDA.

The applicant indicates that the labeling will be changed to omit the three colorants (C., .J

C J I) that were used in thee Ji formulation. The applicantindicates tliat the description of 
the 37.5 mg

capsule in the "HOW SUPPLIED Section" wil not be changed as both capsules are described as r. J i grey, however,
the "HOW SUPPLIED Section" was changed to include the revised Wyeth corporate name, logo and address.

18. CONCLUSIONS & RECOMMNDATIONS:
Evaluation: ACCEPTABLE

Sherita D. McLamore, Ph.D
Review Chemist Signature

11-10-03
Date Completed

Thomas Oliver, Ph,D
Chemistry Team Leader DateSignature



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

Sherita McLamore
11/12/03 01: 20 : 50 PM
CHEMIST

Thomas Oliver
11/12/03 02: 02 :28 PM
CHEMIST



CHEMIST REVIEW
OF SUPPLEMENT

6. APPLICANT NAME & ADDRESS:

1. ORGANIZATION:
2,NDA
3. SUPPLEMENT NUMBER AND DATES:

LETTER DATE:
STAMP DATE:

4, AMENDMENTIREPORTSIDATES
5,RECEIVED BY CHEMIST:

Wyeth-Ayerst Laboratories
P.O. Box 8299
Philadelphia, PA 19101-8299
EffexorQìXR

Venlanfaxine hydrochloride

HFO-120
20-699
SLR-045
09-29-03
09-30-03
12-22-03
1 "5-04

7, NAME OF DRUG:
8. NONPROPRIETARY NAME:
9. CHEMICAL NAME and STRUCTURE:

(R,S)-I-(2-( dimethylamino )-1-( 4-methoxyphenyl)ethyl) cyclohexanol hydrochloride

10. DOSAGE FORMS:
11. POTENCY:
12. PHARMACOLOGICAL CATEGORY:
13. HOW DISPENSED:
14. RECORD and REPORTS CURRENT:
15, RELATED INDINDAIDMF:

HiCO

. Hei

16. SUPPLEMENT PROVIDES FOR: This supplement provides for a change il\ the labeling for the drug product.

Extended Release Capsules
37.5 mg; 75 mg, 100 mg, 150 mg
anti-depressant! general anti-anxiety disorder
X R(x) (OTC)X Yes No

SCM-006 and SCM-006 (C)

17. ADDITIONAL COMMENTS: In addition to the aforementioned changes submitted in the original application, the
applicant has requested the removal of the "Protect from Light Statement" in the HOW SUPPLIED section of the
labeling. The "Protect from Light Statement" statement was added in the December 20, 1999 submission following the
change from capsule color coddL )to capsule color coder Ji.

18. CONCLUSIONS & RECOMMNDATIONS:
Evaluation: ACCEPTABLE

Sherita O. McLamore, Ph,O
Review Chemist

Thomas Oliver, Ph.D
Chemistry Team Leader

Signature

Signature

03-01-04
Date Completed

Date
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CHEMIST


