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ANALYSIS OF AGREEMENT CONTAINING CONSENT ORDERS 
TO AID PUBLIC COMMENT 

In the Matter of Novartis AG, File No. 141-0141, Docket No. C-4498 
 

I.  Introduction 
 
 The Federal Trade Commission (“Commission”) has accepted, subject to final approval, 
an Agreement Containing Consent Orders (“Consent Agreement”) from Novartis AG 
(“Novartis”), which is designed to remedy the anticompetitive effects of Novartis’s proposed 
consumer healthcare joint venture with GlaxoSmithKline, PLC (“GSK”).   
 
 The proposed Consent Agreement has been placed on the public record for thirty days for 
receipt of comments from interested persons.  Comments received during this period will 
become part of the public record.  After thirty days, the Commission will again evaluate the 
proposed Consent Agreement, along with the comments received, in order to make a final 
decision as to whether it should withdraw from the proposed Consent Agreement, modify it, or 
make final the Decision and Order (“Order”). 
 
 Pursuant to a series of agreements dated April 22, 2014, GSK and Novartis intend to 
combine the GSK consumer healthcare business and most of the Novartis consumer healthcare 
business (excluding Novartis’s nicotine replacement therapy (“NRT”) transdermal patch 
business) into a joint venture in which GSK will hold a 63.5% controlling share and Novartis 
will hold the remaining 36.5% share (the “Transaction”).  Both parties sell over-the-counter 
(“OTC”) NRT transdermal patches in the United States.  The Commission alleges in its 
Complaint that the Transaction, if consummated, would violate 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, by lessening competition in the market for the manufacture, marketing, distribution, 
and sale of NRT transdermal patches.  The proposed Consent Agreement will remedy the alleged 
violations by preserving the competition that would otherwise be eliminated by the Transaction.  
Specifically, under the terms of the Consent Agreement, Novartis would be required to divest all 
of its rights and assets related to U.S. NRT transdermal patches, including its branded product, 
Habitrol.  Novartis has proposed Dr. Reddy’s Laboratories (“Dr. Reddy’s”) as the buyer of these 
assets. 
 

II.  The Product and Structure of the Market 
 
The proposed joint venture would likely substantially increase concentration in the 

market for NRT transdermal patches.  Tobacco consumption introduces nicotine into the body, 
and nicotine addiction is a major contributor to addiction to tobacco.  Nicotine replacement 
therapies work by providing nicotine to the body through sources other than smoking, thereby 
replacing the nicotine that would have come from tobacco and helping to ease tobacco cravings 
in those who are attempting to quit.  Users of NRT products are therefore more likely to have 
success in quitting tobacco.  NRT transdermal patches work by adhering to the skin, much like 
an adhesive bandage, and slowly providing a steady amount of nicotine through the skin over the 
course of a day.  Patches are usually provided in decreasing dosages to help the user step down 
their nicotine intake over time.   
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Novartis markets and sells the branded NRT transdermal patch Habitrol.  The only other 

branded patch is GSK’s NicoDerm CQ.  Both companies also market private label versions of 
their branded patch.  Private label products are competitive with the branded products, but there 
is only one other manufacturer of private label patches, Aveva Drug Delivery Systems.  
Therefore, without a remedy, the Transaction will consolidate the only two providers of branded 
NRT transdermal patches, and two of the three producers of private label NRT transdermal 
patches.   

 
III.  Entry 

 
 Entry into the manufacture and sale of NRT transdermal patches would not be timely, 
likely, or sufficient in magnitude, character, and scope to deter or counteract the anticompetitive 
effects of the Transaction.  Developing a patch that adheres to the skin and properly delivers 
nicotine to the body over time is expensive and time consuming, and has a high risk of failure.  
Even if an entrant is able to successfully develop a new patch, it must then obtain an FDA 
approval to market the product, which adds several years to the entry process.   

 
IV.  Effects 

 
The Transaction is likely to result in significant competitive harm in the market for NRT 

transdermal patches.  Although the Novartis NRT patch business has been excluded from the 
consumer healthcare joint venture, GSK’s patch business will be included.  Thus, Novartis’s 
partial interest in the joint venture means it will benefit from any sales lost to GSK NRT patches 
in the future.  With an interest in its most significant competing product, Novartis would have an 
increased incentive to raise prices for its NRT patches post-transaction.  The Transaction, by 
altering the interactions between Novartis’s and GSK’s branded and private label NRT 
transdermal patches, would likely result in price increases for NRT patches in several ways.  
First, the Transaction would reduce the competition between the only two branded NRT 
transdermal patches, and reduce the competition between Novartis’s branded Habitrol product 
and GSK’s private label patches, both of which would increase the likelihood that Novartis 
would increase the prices of Habitrol.  Second, the Transaction would reduce the competition 
between Novartis’s private label patches and GSK’s NicoDerm CQ and private label patches, 
which would create incentives for Novartis to increase the price of its private label NRT 
transdermal patches.     
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V.  The Consent Agreement   
  
 The proposed Consent Agreement effectively remedies the Transaction’s anticompetitive 
effects in the relevant market.  Pursuant to the Consent Agreement, the parties are required to 
divest Novartis’s rights and assets related to its U.S. NRT transdermal patch business to Dr. 
Reddy’s.  Further, the proposed Consent Agreement requires Novartis to assign to Dr. Reddy’s 
its contract manufacturing agreements for the divested assets.  Finally, Novartis will provide a 
short term packaging agreement to Dr. Reddy’s for secondary packaging of the product while Dr. 
Reddy’s seeks a contract packager.  The parties must accomplish these divestitures and 
relinquish their rights no later than ten days after the Transaction is consummated. 
 

Dr. Reddy’s is well positioned to assume Novartis’s role in the NRT transdermal patch 
market.  Dr. Reddy’s manufactures a wide range of branded and private label OTC products for 
sale in the United States, including private label versions of popular allergy and gastrointestinal 
products.  Thus, Dr. Reddy’s is already a supplier to most major retailers of OTC consumer 
healthcare products.  In addition, because Novartis will be transferring its existing contract 
manufacturing arrangement for its NRT transdermal patches, the divestiture to Dr. Reddy’s will 
not require a transfer of manufacturing processes or facilities.  Dr. Reddy’s will therefore be able 
to step into Novartis’s current position and immediately begin competing in the market for NRT 
transdermal patches.    

 
The Commission’s goal in evaluating possible purchasers of divested assets is to maintain 

the competitive environment that existed prior to the Transaction.  If the Commission determines 
that Dr. Reddy’s is not an acceptable acquirer of the divested assets, or that the manner of the 
divestiture is not acceptable, the parties must unwind the sale of rights to Dr. Reddy’s, and divest 
the U.S. NRT transdermal patch assets to a Commission-approved acquirer within six months of 
the date the Order becomes final.  In that circumstance, the Commission may appoint a trustee to 
divest the product if the parties fail to divest the business as required. 
 
 The proposed Consent Agreement contains several provisions to help ensure that the 
divestiture is successful.  The Order requires Novartis to take all action necessary to maintain the 
economic viability, marketability, and competitiveness of the product to be divested until such 
time that they are transferred to a Commission-approved acquirer.  The Order also requires that 
Novartis transfer all confidential business information, including customer information related to 
the divestiture product, to Dr. Reddy’s.  
 
 The purpose of this analysis is to facilitate public comment on the proposed Consent 
Agreement, and it is not intended to constitute an official interpretation of the proposed Order or 
to modify its terms in any way. 


