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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION

COMMISSIONERS: Edith Ramirez, Chairwoman
Maureen K. Ohlhausen
Terrell McSweeny

In the Matter of

LUPIN LTD,
a limited corporation;

Docket C-4566
PUBLIC VERSION

GAVIS PHARMACEUTICALS LLC,
a limited liability corporation;

and

NOVEL LABORATORIES, INC,,
a corporation.
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DECISION AND ORDER

The Federal Trade Commission (“Commission”), having initiated an investigation of the
proposed acquisition by Respondent Lupin Ltd. (“Lupin”) of the voting securities of Respondent
Gavis Pharmaceuticals LLC (“Gavis”) and Respondent Novel Laboratories, Inc. (“Novel”),
collectively “Respondents,” and Respondents having been furnished thereafter with a copy of a
draft of Complaint that the Bureau of Competition proposed to present to the Commission for its
consideration and which, if issued by the Commission, would charge Respondents with
violations of Section 7 of the Clayton Act, as amended, 15 U.S.C. § 18, and Section 5 of the
Federal Trade Commission Act, as amended, 15 U.S.C. § 45; and

Respondents, their attorneys, and counsel for the Commission having thereafter executed
an Agreement Containing Consent Orders (“Consent Agreement”), containing an admission by
Respondents of all the jurisdictional facts set forth in the aforesaid draft of Complaint, a
statement that the signing of said Consent Agreement is for settlement purposes only and does
not constitute an admission by Respondents that the law has been violated as alleged in such
Complaint, or that the facts as alleged in such Complaint, other than jurisdictional facts, are true,
and waivers and other provisions as required by the Commission’s Rules; and



The Commission having thereafter considered the matter and having determined that it
had reason to believe that Respondents have



agents, representatives, successors, and assigns of each. After the Acquisition, Lupin
shall include Gavis and Novel.

“Gavis” means: Gavis Pharmaceuticals LLC, its directors, officers, employees, agents,
representatives, successors, and assigns; and its joint ventures, subsidiaries, divisions,
groups, and affiliates in each case controlled by Gavis Pharmaceuticals LLC, and the
respective directors, officers, employees, agents, representatives, successors, and assigns
of each.

“Novel” means: Novel Laboratories, Inc., its directors, officers, employees, agents,
representatives, successors, and assigns; and its joint ventures, subsidiaries, divisions,
groups, and affiliates in each case controlled by Novel Laboratories, Inc., and the
respective directors, officers, employees, agents, representatives, successors, and assigns
of each.

“Respondents” means Lupin, Gavis, and Novel, individually and collectively.
“Commission” means the Federal Trade Commission.
“Acquirer(s)” means the following:

1. G&W Laboratories, Inc. (“G&W?); or

2. aPerson approved by the Commission to acquire particular assets or rights that a
Respondent(s) is required to assign, grant, license, divest, transfer, deliver, or
otherwise convey pursuant to this Order.

“Acquisition” means Respondent Lupin’s proposed acquisition of one hundred percent
(100%) of the voting securities of Respondent Gavis and Respondent Novel, respectively,
pursuant to a Purchase and Sale Agreemeated July 23, 2015, to effect the Acquisition
by and among VGS Pharma, LLC, Mendham Holdings, LLC, Veerappan Subramanian
and Govindammal Subramanian, Anu Radha Subramanian, and Lupin Inc., that was
submitted to the Commission.

“Acquisition Date” means the date on which the Acquisition is consummated.

“Agency(ies)” means any government regulatory authority or authorities in the world
responsible for granting approval(s), clearance(s), qualification(s), license(s), or permit(s)
for any aspect of the research, Development, manufacture, marketing, distribution, or sale
of a Product. The term “Agency” includes, without limitation, the United States Food
and Drug Administration (“FDA”).

“Application(s)” means all of the following: “New Drug Application” (“NDA”),
“Abbreviated New Drug Application” (“ANDA?”), “Supplemental New Drug
Application” (“SNDA”), or “Marketing Authorization Application” (“MAA?”), the
applications for a Product filed or to be filed with the FDA pursuant to 21 C.F.R. Part 314
et seq., and all supplements, amendments, and revisions thereto, any preparatory work,
registration dossier, drafts and data necessary for the preparation thereof, and all
correspondence between the holder and the FDA related thereto. “Application” also



includes an “Investigational New Drug Application” (“IND”) filed or to be filed with the
FDA pursuant to 21 C.F.R. Part 312, and all supplements, amendments, and revisions



returns, rebates, allowances, and adjustments for such Product sold prior to
the Closing Date and exceptas may be required by applicable Law;

to seek to change any cross-referencing by a customer of those NDC
Numbers with a Retained Product (including the right to receive notification
from the Respondents of any such cross-referencing that is discovered by a
Respondent);

to seek cross-referencing from a customer of the Respondent’s NDC
Numbers related to such Divestiture Product with the Acquirer’s NDC
Numbers related to such Divestiture Product;

to approve the timing of Respondent’s discontinued use of those NDC
Numbers in the sale or marketing of such Divestiture Product except for
returns, rebates, allowances, and adjustments for such Divestiture Product
sold prior to the Closing Date and exceptas may be required by applicable
Law and except



for each month for each High Volume Account for the one (1) year period
immediately prior to the Closing Date, a list containing the following
historical information for the specified Divestiture Product: the average net
price per unit, i.e., the final price per unit charged by the Respondent (as
that Respondent is identified in the definition of the Divestiture Product) net
of all discounts, rebates, or promotions; the highest net price per unit; and
the lowest net price per unit; and

for each month for the one (1) year period immediately prior to the Closing
Date, a list containing the following historical information for the specified
Divestiture Product: average wholesale price; wholesale acquisition cost;
and price to Medicare;

for each specified Divestiture Product, a list of all active pharmaceutical ingredient
suppliers listed on any Application of a Retained Product that is the Therapeutic
Equivalent of that Divestiture Product;

for each specified Divestiture Product that is a Contract Manufacture Product:

a list of the inventory levels (weeks of supply) for each customer (i.e.,
retailer, group purchasing organization, wholesaler,






3. information th






“Divestiture Trustee” means the trustee appointed by the Commission pursuant to
Paragraph VI of
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job title or position held;

a specific description of the employee’
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“Manufacturing Designee” means any Person other than a Respondent that has been
designated by an Acquirer to manufacture a Divestiture Product for that Acquirer.

“Mesalamine” means the following: the Products manufactured, marketed, sold, in
Development, owned or controlled by Respondents Gavis and/or Novel pursuant to
ANDA No. 205841, and any supplements, amendments, or revisions to this ANDA.

“Mesalamine Assets” means all rights, title, and interest in and to all assets related to the
Business of Respondents Gavis and Novel within the Geographic Territory related to
Mesalamine, to the extent legally transferable, including, without limitation, the
Categorized Assets related to Mesalamine.

“Mesalamine Divestiture
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“Product(s)” means any pharmaceutical, biological, or genetic composition containing
any formulation or dosage of a compound referenced as its pharmaceutically,
biologically, or genetically active ingredient and/or that is the subject of an Application.

“Product Approval(s)” means any approvals, registrations, permits, licenses, consents,
authorizations, and other approvals, and pending applications and requests therefor,
required by applicable Agencies related to the research, Development, manufacture,
distribution, finishing, packaging, marketing, sale, storage, or transport of a Product
within the United States of America, and includes, without limitation, all approvals,
registrations, licenses, or authorizations granted in connection with any Application
related to that Product.

“Product Contracts” means all contracts or agreements:

1. that make specific reference to the specified Divestiture Product and pursuant to
which any Third Party is obligated to purchase, or has the option to purchase
without further negotiation of terms, the specified Divestiture Product from a
Respondent unless such contract applies generally to the Respondent’s sales of
Products to that Third Party;

2. pursuant to which a Respondent had or has as of the Closing Date the ability to
independently purchase the active pharmaceutical ingredient(s) or other necessary
ingredient(s) or component(s), or had planned to purchase the active
pharmaceutical ingredient(s) or other necessary ingredient(s) or component(s) from
any Third Party, for use in connection with the manufacture of the specified
Divestiture Product;

relating to any Clinical Trials involving the specified Divestiture Product;

4. with universities or other research institutions for the use of the specified
Divestiture Product in scientific research;

5. relating to the particularized marketing of the specified Divestiture Product or
educational matters relating solely to the specified Divestiture Product(s);

6. pursuant to which a Third Party manufactures or plans to manufacture the specified
Divestiture Product as a finished Product on behalf of a Respondent;

7. pursuant to which a Third Party provides or plans to provide any part of the
manufacturing process including, without limitation, the finish, fill, and/or
packaging of the specified Divestiture Product on behalf of Respondent;

8. pursuant to which a Third Party provides the Product Manufacturing Technology
related to the specified Divestiture Product to a Respondent;

9. pursuant to which a Third Party is licensed by a Respondent to use the Product
Manufacturing Technology;

10. constituting confidentiality agreements involving the specified Divestiture Product;
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11. involving any royalty, licensing, covenant not to sue, or similar arrangement

involving the specified Divestiture Product;

12. pursuant to which a Third Party provides any specialized services necessary to the

research, Development, manufacture,
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analytical methods development records related to the specified Divestiture
Product;

manufacturing batch records related to the specified Divestiture Product;
stability testing records related to the specified Divestiture Product;
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Territory to limit the use or disclosure thereof, that are related to a
Divestiture Product and that the Respondents can demonstrate have been
used, prior to the Acquisition Date, for any Retained Product that is the
subject of an active (not discontinued) NDA or ANDA as of the Acquisition
Date; and

2. inthose instances in which the Respondent (i) is the holder of an NDA for a
Product that is the Therapeutic Equivalent of any Divestiture Product that is the
subject of an ANDA, (ii) the NDA is not subject to an exclusive license to a Third
Party, and (iii) the Product subject to such NDA is a Retained Product, a full,
complete, and unlimited Right of Reference or Use to the Drug Master File related
to the NDA for this Retained Product to reference or use in any Application related
to that Divestiture Product.

“Product Manufacturing Employees” means all salaried employees of a Respondent who
have directly participated in the planning, design, implementation, or operational
management of the Product Manufacturing Technology of the specified Divestiture
Product (irrespective of the portion of working time involved unless such participation
consisted solely of oversight of legal, accounting, tax, or financial compliance) within the
eighteen (18) month period immediately prior to the Closing Date.

“Product Manufacturing Technology” means all of the following related to a Divestiture
Product:

1. all technology, trade secrets, know-how, formulas, and proprietary information
(whether patented, patentable or otherwise) related to the manufacture of that
Product, including, but not limited to, the following: all product specifications,
processes, analytical methods, product designs, plans, trade secrets, ideas, concepts,
manufacturing, engineering, and other manuals and drawings, standard operating
procedures, flow diagrams, chemical, safety, quality assurance, quality control,
research records, clinical data, compositions, annual product reviews, regulatory
communications, control history, current and historical information associated with
the FDA Application(s) conformance and cGMP compliance, and labeling and all
other information related to the manufacturing process, and supplier lists;

2. all ingredients, materials, or components used in the manufacture of that Product
including the active pharmaceutical ingredient, excipients, or packaging materials;
and

3. for those instances in which the manufacturing equipment is not readily available
from a Third Party, at the Acquirer’s option, all such equipment used to
manufacture that Product.

“Product Marketing Materials” means all marketing materials used specifically in the
marketing or sale of the specified Divestiture Product in the Geographic Territory as of
the Closing Date, including, without limitation, all advertising materials, training
materials, product data, mailing lists, sales materials (e.g, detailing reports, vendor lists,
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ensuring no unreasonable delays in transmission), and meaningful manner. Such
standards and requirements shall include, inter alia,

1. designating employees of the Respondent(s) knowledgeable about the Product
Manufacturing Technology (and all related intellectual property) related to each of
the Divestiture Products who will be responsible for communicating directly with
the Acquirer or its Manufacturing Designee, and the Monitor (if one has been
appointed), for the purpose of effecting such delivery;

2. preparing technology transfer protocols and transfer acceptance criteria for both the
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IT ISFURTHER ORDERED that:

Not later than ten (10) days after the Acquisition Date, Respondents shall divest the
Doxycycline Assets and grant the related Divestiture Product License, absolutely and in
good faith, to G&W pursuant to, and in accordance with, the Doxycycline Divestiture

Agreements
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representations and warranties made by a Respondent to the Acquirer in an
agreement to Contract Manufacture;

P
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8. provide access to all information and facilities, and make such arrangements with
Third Parties, as are necessary to allow the Monitor to monitor compliance with
the obligations to Contract Manufacture; and

9. during the term of any agreement to Contract Manufacture, provide consultation
with knowledgeable employees of the Respondents and training, at the written
request of the Acquirer and at a facility chosen by the Acquirer, for the purposes
of enabling that Acquirer (or the Manufacturing Designee of that Acquirer) to
obtain all Product Approvals to manufacture the Contract Manufacture Products
acquired by that Acquirer in the same quality achieved by, or on behalf of, the
relevant Respondent (as that Respondent is identified in the definition of the
respective Divestiture Product) and in commercial quantities, and in a manner
consistent with cGMP, independently of Respondents and sufficient to satisfy
management of the Acquirer that its personnel (or the Manufacturing Designee’s
personnel) are adequately trained in the manufacture of the Contract Manufacture
Products.

The foregoing provisions, 11.C.1. - 9., shall remain in effect with respect to each Contract
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access to such Confidential Business Information. Respondents shall give the above-
described notification by e-mail with ret
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G.G.
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Remedial Agreement related to the Mesalamine Assets, is incorporated by reference into
this Order and made a part hereof.

Respondent Lupin may not complete the Acquisition until after Respondents Gavis and
Novel have divested the Mesalamine Assets to a Commission-approved Acquirer
pursuant to a Remedial Agreement.

V.
IT IS FURTHER ORDERED that:

Prior to the Closing Date for each respective Divestiture Product, Respondents shall
provide the Acquirer with the opportunity to review all contracts or agreements that are
Product Contracts related to the Divestiture Products being acquired by the Acquirer for
the purposes of the Acquirer’s determination whether to assume such contracts or
agreements.

Prior to the Closing Date, Respondents shall secure all consents and waivers from all
Third Parties that are necessary to permit Respondents to divest the Divestiture Product
Assets required to be divested pursuant to this Order to an Acquirer, and to permit the
Acquirer to continue the Business of the Divestiture Product(s) being acquired by that
Acquirer;

Provided howeverRespondents may satisfy this requirement by certifying that the
relevant Acquirer for the Divestiture Product has executed all such agreements directly
with each of the relevant Third Parties.

Respondents shall:

1. submit to the Acquirer, at Respondents’ expense, all Confidential Business
Information related to the Divestiture Products being acquired by that Acquirer;

2. deliver all Confidential Business Information related to the Divestiture Products
v4(qu b)-20(y88 )-10(a)4(c)4(qui)-2(r)3(e)4(d b)-20(y)20( t)-2()]TJ-8.940Td e
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Acquirer that contain such Confidential Business Information and facilitating the
delivery in a manner consistent with this Order;

4. not use, directly or indirectly, any such Confidential
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action that lessens the full economic viability, marketability, or competitiveness of
the Businesses associated with that Divestiture Product.

Respondents shall not join, file, prosecute or maintain any suit, in law or equity, against
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3. toremedy the lessening of competition resulting from the Acquisition as alleged in
the Commission’s Complaint in a timely and sufficient manner.

V.
IT IS FURTHER ORDERED that:

At any time after the Respondents sign the Consent Agreement in this matter, the
Commission may appoint a monitor (“Monitor”) to assure that the Respondents
expeditiously comply with all of their obligations and perform all of their responsibilities
as required by this Order, the Order to Maintain Assets and the Remedial Agreements.
The Commission hereby appoints Francis J. Civille as the Monitor and approves the
Monitor Agreements between Mr. Civille and Respondents.

Not later than one (1) day after the appointment of the Monitor, Respondents shall
execute one or more agreement(s) that, subject to the prior approval of the Commission,
confers on the Monitor all the rights and powers necessary to permit the Monitor to
monitor Respondents” compliance with the relevant requirements of the Order in a
manner consistent with the purposes of the Order.

Respondents shall consent to the following terms and conditions regarding the powers,
duties, authorities, and responsibilities of the Monitor:

1. The Monitor shall have the power and authority to monitor Respondent’s
compliance with the divestiture and asset maintenance obligations and related
requirements of the Order, and shall exercise such power and authority and carry
out the duties and responsibilities of the Monitor in a manner consistent with the
purposes of the Order and in consultationrposes of tt90n -6(r)-(a)20rder:
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agreement; provided, however,
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seeking civil penalties or any other relief available to it, including a court-appointed
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Provided howeverthat a Respondent may disclose such information as necessary for the
purposes set forth in this Paragraph V11 pursuant to an appropriate confidentiality order,
agreement, or arrangement;
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IX.
IT ISFURTHER ORDERED that:

A Within five (5) days of the Acquisition, Respondents shall submit to the Commission a
letter certifying the date on which the Acquisition occurred.

B. Within thirty (30) days after the Order Date, and every sixty (60) days thereafter until
Respondents have fully complied with Paragraphs II, 111, and 1V, Respondents shall

submit to the Commission a verified written report setting forth in detail the manner and
form in which it intends to comply, is complying, and has complied with this Order.
Respondents shall submit at the same time a copy of its report concerning compliance
with this Order to the Monitor, if any Monitor has been appointed. Respondents shall
include in their reports, among other things that are required from time to time, a full
description of the efforts being made to comply with the relevant paragraphs of the
Order, including:

1. adetailed description of all substantive contacts, negotiations, or recommendations
related to (i) the divestiture and transfer of all relevant assets and rights, (ii)
transitional services being provided by the Respondents to the Acquirer, and (iii)
the agreement(s) to Contract Manufacture; and

2. adetailed description of the timing for the completion of such obligations.

C. One (1) year after the Order Date, annually for the next nine years on the anniversary of
the Order Date, and at other times as the Commission may require, Respondents shall file
a verified written report with the Commission setting forth in detail the manner and form
in which it has complied and is complying with the Order.
X.
IT IS FURTHER ORDERED that Respondents shall notify the Commission at least thirty
(30) days prior to:

A
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shall, without restraint or interference, permit any duly authorized representative of the
Commission:

A. access, during business office hours of the Respondent and in the presence of counsel, to
all facilities and access to inspect and copy all books, ledgers, accounts, correspondence,
memoranda, and all other records and documents in the possession or under the control of
the Respondent related to compliance with this Order, which copying services shall be
provided by the Respondent at the request of the authorized representative(s) of the
Commission and at the expense of the Respondent; and

B. to interview officers, directors, or employees of the Respondent, who may have counsel
present, regarding such matters.

XII.
IT ISFURTHER ORDERED that this Order shall terminate on April 20, 2026.

By the Commission.

April J. Tabor
Acting Secretary
SEAL

ISSUED: April 20, 2016
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NON-PUBLIC APPENDIX I
DOXCYCLINE DIVESTITURE AGREEMENTS
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NON-PUBLIC APPENDIX I1
MESALAMINE DIVESTITURE AGREEMENT
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