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FDA FAX

ANDA. 202675

OFFICE OF GENERIC DRUGS, CDER, FDA
Document Control Room

Metro Park North VII

7620 Standish Place

Rockville, Maryland 20855 (240-276-9327)

TO: Aurolife Pharma LLC TEL: (732) 839-4330

ATTN: Blessy Johns FAX: (732) 355-9940
FROM: Erin Lee ' PROJECT MA’NAGER: erin.lee(@fda hhs.gov
Dear Madam:

This facsimile is in reference to your abbreviated new drug application dated January 12, 2011, submitted pursuant
to Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Glycopyrrolate Tablets, 1 mg and 2 mg.

Pages (including cover):

SPECIAL INSTRUCTIONS:

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM 1T IS ADDRESSED AND
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, OR PROTECTED FROM
DISCLOSURE UNDER APPLICABLE LAW, : )

If received by someone other than the addressee or a person authorized to deliver this document to the addressee, you are hercby no_tiﬁwi Lhal any d_!sclosqrc,
dissemination, copying, ur viher action to the content of this communication is ot authorized, 1Myou have reccived this document in eftor, pleasc immediately
notify s by lelephone and retusn it to us by mail at the above address.
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Adminisiration
Silver Spnng, MDD 20393

ANDA 202675

burolife Pharma LLC
Attention: Blessy Johns
Senior Manager, Regulatory Affairsg
2400 Route 130 North '
Dayton, NJ 08810

Dear Madam:

This is in reference to your abbreviated new drug application
(ANDA) dated January 12, 2011, submitted pursuant to sectlion 505(3)
of the Federal Food, Drug, and Cosmetic Act (the Act), for
Glycopyrrolate Tablets USP, 1 mg and 2 mg.

Reference iz also made to yvour amendments dated March 2, April 13,
April 28, and May 26, 2011; March 16, May 7, September 7, and
September 19, 2012; and February 12, 2013.

We have completed the review of this ANDA and have c¢oncluded that
adequate information has been presented to demonstrate that the
drug is safe and effective for use as recommended in the submitted
labeling. Accordingly, vour Glycopyrrolate Tablets UsSP, 1 mg, is
approved, effective on the date’'of thig letter. However, because
of the exclusivity issue explained below, we are unable to grant
final approval at this time to your Glycopyrrolate Tablets USP, 2
mg. Your Glycopyrrolate Tablets USP, 2 mg, is tentatively
approved. :

The RLD upon which you have based your ANDA, Robinul Tablets, 1 mg
and 2 mg, of Shiomogi Inc. (Shionogi), is subject to a peried of
patent protection. As noted in the agency's publication titled
Approved Drug Products with Therapeutic Equivalence Evaluations
{the “Orange Book”), U.S. Patent No. 7,091,236 (the '236 patent),
ig scheduled to expire on April 24, 2024.

Your ANDA contains a paragraph IV certification under section
S05(§) (2) (A) (vii}(IV) of the Act sgtating that the 236 patent is
invalid, unenforceable, or will not be infringed by your

Reference 1D 3293349



Fax sent by @ B84-15-13 15:24 Pg: 377

manufacture, use, or sale of Glycopyrrolate Tablets USP, 1 mg and 2
mg, under this ANDA. You have notified the agency that Aurolife
Pharma LLC (RAurplife) complied with the requirements of section
505(j) (2) (B) of the Act, and that no action for infringement was
brought against Aurolife within the statutory 45-day period.

I. Approval of Glycopyrrolate Tablets USP, 1 mg.

The Division of Biocegquivalence has determined your Glycopyrrolate
Tablets USSP, 1 mg, to be biceguivalent and, therefore,
therapeutically equivalent to the reference listed drug (RLD),
Robinul Tablets, 1 mg, of &hionogi Inc. Your dissolution testing
should be incorporated intoe the stability and quality control
program using the same method proposed in your ANDA.

Undexr section 506A of the Act, certain changes in the conditions
deseribed in this ANDA require an approved supplemental application
before the change may be made.

Pleage note that if FDA requires a Risk Evaluation & Mitigation
Strategy (REM3) for a listed drug, an ANDA c¢iting that listed drug
algo will be required to have a REMS. S8ee section 505-1(1i) of the
Act.

Postmarketing reporting requirements for this ANDA are set forth in
21 CFR 314.80-81 and 314.98. The Office of Generic¢ Drugs should be
adviged of any change in the marketing status of this drug.

Promotional materlals may be submitted to FDA for comment prior to
publication or dissemination. Please note that these submissions
are voluntary. If you desire comments on propogsed launch
promotional materials with respect to compliance with applicable
regulatory requirements, we recommend you gubmit, in draft or mock-
up form, two copies of both the promotiomal materials and package
ingert directly to:

Food and Drug Administration

Center for Drug Evaluation and Resaarch
Office of Prescription Drug Promotion
5901-B Ammendale Road

Beltsville, MD 20705

We call your attention to 21 CFR 314.81(b) (3) which reguires that
all promotional materials be submitted to the Office of
Prescription Drug Promotion with a completed Form FDA 2253 at the
time of their initial use.
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Az soon as possible, but no later than 14 days from the date of
this letter, submit, using the FDA auvtomated drug registration and
listing system (eLIST), the content of labeling [21 CFR 314.50(1)]
in structured product labeling (SPL) format, as described at
http://www. fda.gov/ForIndugtry/Datastandards/StructuredProductlabel
ing/default.htm, that is identical in content to the approved
labeling (including the package insert, and any patient package
insert and/or Medication Guide that may be reguired). Information
on submitting SPL files using ¢LIST wmay be found in the guidance
for industry titled “SPL Standard for Content of Labeling Technical
Qg and Asz" at
http://www.fda.gov/downloads/DrugsGuidanceComplianceRegulatoryinfor
mation/Guidances/UCMG72392.pdf. The SPL will be accessible via
publicly available labeling repositories. -

II. Tentative Approval of Glycopyrrolate Tablets USP, 2 mg.

We are unable at this time to grant final approval of your
Glycopyrrolate Tablets USP, 2 mg.. Prior to the receipt of your
ANDA insofar as this strength, another ANDA applicant submitted an
ANDA for Glycopyrrolate Tablets USP, 2 mg, containing a paragraph
IV certification. Thisg other ANDA, therefore, is eligible for 180-
day generic drug exclusivity under section 505(j) (5) (B) (iv) for
Glycopyrrolate Tablets USP, 2 mg. Your ANDA insofar as the 2 mg
strength will be eligible for final approval upon the expiration of
the other applicant’s 180-day exclusivity, or that exclusivity isg
otherwise resolved.

Our decision to tentatively approve the 2 mg strength is based upon
information currently available to the agency, i.e., data in your
ANDA and the status of current good manufacturing practice (cGMP}
of the facilities used in the manufacture and testing of the drug
product. Thig decision is subject to change on the bagis of new
information that may come to our attention.

To reactivate your BANDA for Glycopyrrolate Tablets USP, 2 mg, prior
to final approval, please submit a “Final Approval Request

' Amendment to Original #27 90 days prior to the date you believe
that this product will be eligible for fimal approval. Your
amendment must provide a summary of the legal basis upon which you
believe the ANDA should be approved, as well as:
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1. updated information related to final-printed labeling or
chemistry, manufacturing and controls data, or any other
change in the conditions outlined in this ANDA, or

2. a statement that no such changes have been made to the
ANDA since the date of tentative approval.

Any changes in the conditions ocutlined in this ANDA and the status
of the manufacturing and testing facilities' compliance with

- current geood manufacturing practice (¢GMP) are subject to Agency
review before final approval of your Glycopyrrolate Tablets USP, 2
mg, will be made. Such changes should be categorized as
representing either “major” or “minor” changes, and they will be
reviewed according to OGD policy in effect at the time of receipt.

In addition to the amendment requested above, the agency may
request at any time prior to the final date of approval that you
gubmit an additional amendment containing the regquested
information. Failure to submit either amendment may result in
rescission of this tentative approval determination, or delay in
issuance of the final approval letter.

Your Glycopyrrolate Tablets USP, 2 mg, may hot be marketed without
final agency approval under section 505 of the Act. The
introduction or delivery for introduction into interstate commerce
of a drug before the effective final approval date is prohibited
under section 301 of the Act. Also, until the agency igsues the
final approval letter, the 2 mg strength preduct will not be listed
in the “QOrange Book.”

The Generic Drug User Fee Amendments of 2012 (GDUFA) (Public Law
112-144, Title III) established certain provisions with respect to
self-identification of facilities and payment of annual facility
fees. Your ANDA identifies at least one facility that is subject to
the self-identification requirement and payment of an annual
facility fee. Self-identification must occur by June 1 of each
year for the next fiscal year. Facility fees must be paid each
year by the date specified in the Federal Register notice
announcing facility fee amountg. All finished dose form (FDFs) or
active pharmaceutical ingredient (APIs) manufactured in a facility
that has not met its obligations to self-identify or to pay fees
when they are due will be deemed misbranded. Thig means that it
will be a violation of federal law to ship these products in
interstate commerce or to import them into the United Stateg. Such
violations c¢an result in prosecution of those responsible,
injuncticns, or seizures of misbranded products. Products
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mishranded because of failure to self-identify or pay facility fees
are subject to being denied entry into the United States.

In addition, we note that GDUFA reguires that certain non-
manufacturing sites and organizationg ligsted in generig drug
submissions comply with the self-identification requirement. The
failure of any facility, site, or organization to comply with its
obligation to self-identify and/or to pay fees when due may raise
significant concerns about that gite or organization and is a
factor that may inc¢rease the likelihood of a site inspection prior
to approval. .FDA does not expect to give priority to completion of
inspections that are required zimply because facilities, sgites, or
organizations fail to comply with the law requiring self-
identification or fee payment.

Additionally, we note that the fallure of any facility referenced
in the application to self-identify and pay applicable feea means
that FDA will not consider the GDUFA application review goal dates
to apply to that application.

For further information on the status of this ANDA, or prior to
submitting additiomal supplements, please contact Erin Lee,
Pharm.D_, Project Manager, at erin.lee@f{da.hhs.gov

Sincerely yours,
{Bee appended electronic signature page )

Kathleen Uhl, M.D.

hBeting Director

Office of Generic Drugs

Center for Drug Evaluation and Research
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature. \ |

fsf

ROBERT L WEST
04/15/2013

Deputy Director, Office of Generic Drugs, for
Kathleen Uhl, M.D.
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