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UNITED STATES OF AMERICA  
BEFORE THE FEDERAL TRADE COMMISSION  

 
COMMISSIONERS:   Joseph J. Simons, Chairman 
     Noah Joshua Phillips 
     Rohit Chopra 
     Rebecca Kelly Slaughter 
     Christine S. Wilson 
 
________________________________________________ 
        ) 
In the Matter of       ) 
        ) 
 WATSON PHARMACEUTICALS INC.,   ) 
a corporation;      ) 
        ) 
 ACTAVIS INC.,      ) 
a corporation;      ) 
        ) DOCKET NO. C-4373 
 ACTAVIS PHARMA HOLDING 4 EHF.,   )   
a private limited liability company;    )  
        )  
 and       ) 
        ) 
 ACTAVIS S.Á.R.L.,      ) 
a limited liability corporate entity.     ) 
________________________________________________) 
 

ORDER REOPENING AND MODIF YING ORDER 
 

On October 22, 2018, Teva Pharmaceutical Industries Ltd. (“Teva”) filed a petition 
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BACKGROUND  
 
 The Order arose from settlement of the Commission’s investigation into Watson’s 
acquisition of Actavis in 2012.  At the time of the investigation, Watson was one of a limited 
number of likely potential suppliers of a generic equivalent of Pfizer’s branded product, Embeda.  
Pfizer was in an exclusive Development and Manufacturing Services Agreement with Actavis to 
produce Embeda.  Embeda is an extended-release opioid pain reliever 
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STANDARD TO REOPEN AND MODIFY  
 
 Section 5(b) of the Federal Trade Commission Act, 15 U.S.C. § 45(b) provides that the 
Commission shall reopen an order to consider whether it should be modified if the respondent 
“makes a satisfactory showing that changed conditions of law or fact” so require.6  A satisfactory 
showing sufficient to require reopening is made when a request to reopen identifies significant 
changes in circumstances and shows that the changes either eliminate the need for the order or 
make continued application of it inequitable or harmful to competition.7 
  
 Section 5(b) also provides that the Commission may reopen and modify an order when, 
although changed circumstances would not require reopening, the Commission determines that 
the public interest so requires.  Respondents are therefore invited in petitions to reopen to show 
how the public interest warrants the requested modification.8  In the case of “public interest” 
requests, FTC Rule of Practice § 2.51(b), 16 C.F.R. § 2.51(b), requires an initial “satisfactory 
showing” of how the modification would serve the public interest before the Commission 
determines whether to reopen an order. 
 
 A “satisfactory showing” requires, with respect to public interest requests, that the 
petitioner make a prima facie showing of a legitimate public interest reason or reasons justifying 
relief.  A request to reopen and modify will not contain a “satisfactory showing” if it is merely 
conclusory or otherwise fails to set forth by affidavit(s) specific facts demonstrating in detail the 
reasons why the public interest would be served by the modification.9  This showing requires the 
requester to demonstrate, for example, that there is a more effective or efficient way of achieving 
the purposes of the order, that the order in whole or part is no longer needed, or that there is 
some other clear public interest that would be served if the Commission were to grant the 
requested relief.  In addition, this showing must be supported by evidence that is credible and 
reliable. 
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and material that the requester wishes the Commission to consider shall be contained in the 
request at the time of filing.12 
 
THE PUBLIC INTEREST WARRANTS REOPENING AND MODIFYING THE ORDER  
 
 The Commission has determined that the public interest requires that the Order be 
reopened and modified to eliminate the Order’s four-year limit on the term of Embeda supply by 
Actavis (now Teva) to Pfizer.  Because the Commission has determined that Teva has made a 
satisfactory showing that the public interest would be served by the modification Teva requests 
in its Petition, there is no need for the Commission to consider whether changed conditions of 
fact would justify the requested Order modification. 
  

The Commission finds that since the Order was issued, Pfizer reintroduced Embeda in 
2015 from an Actavis manufacturing site and has been actively working to move production of 
Embeda to an alternate manufacturing site.  Although Pfizer has performed many of the steps 
necessary to gain FDA approval to manufacture Embeda at this alternate site, it has not 
successfully completed all of these steps.  Further, Pfizer will not complete this manufacturing 
transfer before the current term of the supply agreement with Teva expires.   

 
Teva has also continued to develop Watson’s generic equivalent of Embeda as 

contemplated by the Order, and states in its Petition that it plans to introduce its generic version 
of Embeda in the foreseeable future.13  Teva thus remains a potential competitor to Pfizer in the 
relevant Complaint market.14  Both Pfizer’s progress toward moving production of Embeda 
away from its competitor and Teva’s progress toward producing a generic version of Embeda 
demonstrate significant progress toward achieving the independent competition in the relevant 
acute pain treatment market contemplated by the Ord
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CONCLUSION 
 
 Having found that it is in the public interest to grant Teva’s Petition, the Commission has 
determined to reopen and modify the Order.  Accordingly: 
 

IT IS ORDERED that this matter be, and it hereby is reopened; and  
 

IT IS FURTHER ORDERED that Paragraph I.III.6. of the Order is revised to remove 
the language that is struck through below: 
 

rights to extend the requirement for Respondents to supply the Morphine Sulphate 
Naltrexone Extended Release Product to Pfizer for term not to exceed four (4) years from 
the date of first commercial sale of the Morphine Sulphate Naltrexone Extended Release 
Product as reformulated and relaunched after the Acquisition Date; provided, however, 
that, if the relaunch of the Morphine Sulphate Naltrexone Extended Release Product does 
not occur within three (3) years of the date of the Morphine Sulphate Naltrexone 
Extended Release Product Divestiture Agreement, then this requirement for Respondents’ 
to supply such Product to Pfizer shall expire three (3) years from the date of the 
Morphine Sulphate Naltrexone Extended Release Product Divestiture Agreement; . . . 

 
IT IS FURTHER ORDERED that Paragraph I.III.6. of the Order now reads: 

 
rights to extend the requirement for Respondents to supply the Morphine Sulphate 


