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APPROVAL LETTER



FEB271997

NDA 20-628/ S-007

Hoffman-La Roche Inc.
Attention: Robin Conrad
340 Kingsland Street
Nutley, New Jersey 07110

Dear Ms Conrad:

Please refer to your new drug applications dated January 24, 1997, received January 27, 1997, ‘
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for INVIRASE
(saquinavir mesylate) capsules. .

We acknowledge your amendment dated February 12, 1997.

The User Fee goal date for these applications is July 27, 1997.

These new drug applications provide for changes to the CLINICAL PHARMACOLOGY,
PRECAUTIONS and ADVERSE REACTIONS sections of the package insert.

We have completed the review of these applications, including the submitted draft labeling,
and have concluded that adequate information has beenpresented to demonstrate that the drug
product is safe and effective for use as recommended in the enclosed marked-up draft labeling.
Accordingly, these applications are approved effective on the date of this letter.

The lid printed labeling (FPL) must be identical to the February 12, 1997 marked-up draft
labeling. Marketing the product with FPL that is not identical to this draft labeling may render
the product misbranded and an unapproved new drug.

Please submit 20 copies of the FPL as soon as it is available, in no case more than 30 days
after it is printed. Please individually mount ten of the copies on heavy-weight paper or
similar material. - For administrative purposes, this submission should be designated “FINAL
PRINTED LABELINGW for approved NDAs 20-628, S-007. Approval of this submission by
FDA is not required before the labeling is used.

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

In addition, please submit three copies of the introductory promotional material that you
propose to use for this product. All proposed materials should be submitted in draft or mock-
up form, not final print. Please submit one copy to this Division and two copies of both the
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promotional material and the package insert directly to:
—

Food and Drug Administration
Division of Drug Marketing, Advertising and Communications,
HFD-40
5600 Fishers me $
Rockville, Maryland 20857

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

If you have any questions, please contact W&i Kinsey, Consumer Safety Officer, at (301)
827-2335.

Simxrely yours,

ENCLOSURE

,
L&m J. Freeman, M.D.
Acting Director
Division of Anti-Viral Drug Products
Office of Drug Evaluation IV
Center for Drug Evaluation and Research
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INVIRASE”
(saquinavir mesylate)

CAPSULES
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uted 10 saq!nnaw mctabobtes Follwmo mtrawmus admm!strat!on, 66% of cnculatmo mdoachwty was aftnk.oed
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CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: 20-628/S007                      

ADMINISTRATIVE DOCUMENTS



FEB 27 1997

Division of Antiviral Drug Products

CONSUMER SAFETY OFFICER REVIEW

Application Number: 20-628, SLR 007

Name of Drug: Invirase o (saquinavir mesylate) capsules

SponsoE Hoffman-La Roche, Inc. -

Material Reviewed

Submission Date(s): January 24, 1997

Receipt Date(s): January 27, 1997

Background and Summary Description:

The sponsor added a new paragraph to the Clinical Pharmacology section under
Pharmacokinetics. This paragraph describes the interaction between ritonavir and saquinavir.
The sponsor added safety information to the Precautions section describing reports of
spontaneous bleeding in patients with hemophilia taking protease inhibitors. The Adverse
Reactions section of the label was updated to include data from study NV14256.

Conclusions

The proposed draft label submitted on January 24, 1997 was compared electronically to the
last approved packge insert. All revisions are acceptable.

ALL‘2’/4-, -7Consumer Safety Officer

cc:
OriginalNDA
HFD-530/Div. Files
HFD-530/KhMey
HFD-530/Murray

draft: vldFebruary 19, 1997/O: \lcinsey\saqlab. rev

.-



CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: 20-628/S007                           

CORRESPONDENCE



+-.: $ DEPAR’TME~+OF HEALTH& HUMAN SERVICES Public Health Service
:
*

‘ “+/2 Food and Drug Administration

NDA 20-628, S-007
Rockvilie MD 20857

Hoffman’La-Roche Inc.
Attention: Robin Conrad
340”Kingsland Street
Nutley, New Jersey 07110

Dear Ms Conrad:

We acknowledge the receipt of your February 28, 1997 submission containing final printed ,
labeling in response to our February 27, 1997 letter approving your new drug application for
Invirase (saquinavir mesylate) capsules.

We have reviewed the labeling that you
1997 letter, and we find it acceptable.

.

have submitted in accordance with our Febriary 27,

Sincerely yours,

( Do& J. Freeman, M.D.
Acting Director
Division of Anti-Viral Drug Products
Office of Drug Evaluation IV
Center for Drug Evaluation and Research
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: DEPARTMENT OF HEALTH& HUMAN SERVICES Public Health Service
z
%

~+

.7
% Division of Antiviral Drug Products

la Food and Drug Administration

Rockville MD 20857

NDA: 20-628, s-007

Date of Submission:
Date of Review: April

MEMOIL4NDUM

February 28, 1997
1, 1997

API? I ~
—

,Sponsor: Hoffman La-Roche, Inc.
Product: INVIRASEm (saquinavir mesylate)
Dosage Form: Capsules .

Materials Reviewed: Final printed label and February 12, 1997 final draft label.

Recommendations: The final printed label for this drug product has been reviewed by
Debra Gump, Regulatory Management Officer. Acknowledge and Retain letter to be
issued to sponsor.

.:

Debra A. Gump, RMO; HFD-530

cc:

HFD-530/RMO/Gump
Original NDA
Division File

DA VDP/HFD-530 ● 5600 Fishers Lane ● Rockville, MD 20857 ● (301) 827-23308 Fax: (30?) 827-2510

.
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= Hdfmim-LaRoche
A Memberof the RocheGroup

Februa~28, 1997

Food and Drug Administration
Division of Anti-Viral Drug Products
Center for Drug Evaluation and Research, HFD-530
Attention: Document Control Room
9201 Corporate Boulevard
Rockviile, Maryland 20850

ORIGINAL

HoffmanrvLa Roche Inc.
340 Kmyland Street
Nutley, New Jersey 07110-1199

Direct 13a I
(201 ) 562-3676

Fax (201 ) 562-3700

—

Ladies and Gentlemen:

Re: NDA 20-628- lNVIRASE@ (saquinavir mesylate) Capsules (S-007)
Final Printed Labeling

As stipulated in a letter from the Division dated February 27, 1997, we are herewith enclosing
twenty copies of the final printed labeling for INVIRASE, ten of which are mounted.

Should you have any questions regarding this submission, please feel free to contact the
undersigned.

Sincerely,

HOFFMANN-LA ROCHE INC.

Robin L. Conrad
Program Manager
Drug Regulatory Affairs

JMD
HLR No. 1997-518
2FPL.doc
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DEPARIMENI’OF HEALTH& HUMANSERVICES Public Health Service
::
.

>..8” Food and Drug Administration
Rockville MD 20857

NDA 20-628/S-007

JAf,/3 j ;$:;”
Hoi31mtn-La Roche Inc.
340 Kingsland Street —

Nutley, NJ 07110

Attention: Robin L. Conrad
Program Manager, Drug Regulatory a.fliirs

Dear .Mr. Conrad:

We acknowledge receipt of your supplemental application for the following:

Name of Drug: Invirase (Saquinavir mesylate)
-

NDA N-umber: 20-628

Supplement Number: S-007

Date of Supplement: Januq 24, 1997

Date of Receipt: January 27, 1997

Unless we find the application not acceptable for filing, this application will be filed under Section
505(b)(l) of the Act on March 28, 1997 in accordance with 21 CFR 314. 10l(a).

All communications concerning this NDA should be addressed as follows:

Center for Drug Evaluation and Research
Division of Anti-Vkal Drug Products, HFD-530
Office of Drug Evaluation IV
Attention: Document Control Room
5600 Fishers Lane
Rockville, MD 20857

‘e
Si erel ,

be

thony D icco
Superviso Consumer Safety Officer
Division of Anti-Viral Drug Products, IWD-53Q
Office of Drug Evaluation IV

.-

Center for Drug Evaluation and Research


