
 

UNITED STATES DISTRICT COURT 
FOR THE SOUTHERN DISTRICT OF INDIANA 

ELI LILLY AND COMPANY 
Lilly Corporate Center 
893 Delaware Street 
Indianapolis, Indiana 46225 
 

and 
 

LILLY USA, LLC  
1500 South Harding Street 
Indianapolis, Indiana 46221,  
 

Plaintiffs, 
v. 

NORRIS COCHRAN, in his official 
capacity as Acting Secretary of HHS 
Office of the Secretary 
200 Independence Avenue, SW 
Washington, D.C. 20201, 
 

DANIEL J. BARRY, in his official capacity  
as Acting General Counsel of HHS 
Office of the General Counsel 
200 Independence Avenue, SW 
Washington, D.C. 20201, 
 

UNITED STATES DEPARTMENT OF 
HEALTH AND HUMAN SERVICES  
200 Independence Avenue, SW  
Washington, D.C. 20201, 
 

DIANA ESPINOSA, in her official capacity  
as Acting Administrator of HRSA 
5600 Fishers Lane 
Rockville, Maryland 20852, 
 

and 
 

HEALTH RESOURCES AND SERVICES 
ADMINISTRATION 
5600 Fishers Lane 
Rockville, Maryland 20852,  
 

Defendants. 
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REPLY IN SUPPORT OF PLAINTIFFS’ MOTION FOR LEAVE TO FILE  
NOTICE OF SUPPLEMENTAL AUTHORITY
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Plaintiffs Eli Lilly and Company and Lilly USA, Inc., (collectively “Lilly”) submit this 

brief reply to the government’s Opposition to Lilly’s Motion for Leave to File Supplemental 

Authority (hereinafter “Opp’n”).  The government oddly asserts that the Manufacturer Audit 

Guidelines and Dispute Resolution Process, 61 Fed. Reg. 65,406-01 (Dec. 12, 1996), “do[] not 

provide any available method to resolve” disputes between manufacturers and covered entities 

under the 340B statute.  Opp’n 1.  In reality, however, these guidelines have provided a method to 

resolve countless disputes between manufacturers and covered entities over the past 25 years. 

Indeed, while the government uses its Opposition as a means of casting aspersions on Lilly, 

claiming, e.g., that “there is strong reason to believe that Lilly would not participate in the 

voluntary dispute-resolution process,” Opp’n 1-2, the fact of the matter is that the 1996 guidelines 

have provided the framework under which Lilly has accommodated literally hundreds of requests 

since last September alone to have Lilly ship 340B-discounted product to a single contract 

pharmacy of the covered entity’s choosing because they lacked an in-house pharmacy.  See Exh. A. 

¶ 7.  In so doing, Lilly held telephonic discussions with dozens of covered entities, in several cases 

leading to resolution of any dispute.  See id. ¶ 8.  

Thus, the notion that Lilly has “demonstrated [a] refusal to engage with covered entities to 

resolve the contract-pharmacy dispute” (Opp’n 2) is a fiction, plain and simple.  To take just one 

example, “the Pascua Yaqui Tribe sent Lilly a letter on January 19, 2021, outlining its 

disagreements with Lilly’s contract pharmacy distribution program.  That very same day, Lilly 

granted the Pascua Yaqui Tribe … an exception because it did not operate an in-house pharmacy.  

Lilly made the exception effective September 1, 2020, meaning that the Pascua Yaqui Tribe could 

identify retroactively which orders it should receive at the 340B price.”  Ex. A ¶ 9. 
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Finally, it is more than a little ironic for the government to oppose taking judicial notice of 

a regulation that HHS itself issued 25 years ago and has never been withdrawn, while 

simultaneously asking the Court to take judicial notice of letters from members of Congress 

seeking to pressure HHS to take enforcement action against Lilly and other manufacturers.  See 

Defs.’ Request for Judicial Notice, Dkt. 69.  Whatever the propriety of the government’s position, 

it undoubtedly demonstrates the wisdom of the Founders of our Constitution in having issues such 

as this decided by neutral arbiters with life tenure, lest the political winds of the day drive the 

decision in private-party disputes over monetary damages and equitable relief. 
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Dated:  March 9, 2021 Respectfully submitted, 

s/ John C. O’Quinn 
 Andrea Roberts Pierson 

Brian J. Paul 
Nicholas B. Alford 
FAEGRE DRINKER BIDDLE & REATH LLP 
300 N. Meridian Street, Suite 2500 
Indianapolis, IN 46204 
(317) 237-0300 
andrea.pierson@faegredrinker.com 
brian.paul@faegredrinker.com 
nicholas.alford@faegredrinker.com 
 
John C. O’Quinn, P.C.*  
Matthew S. Owen* 
Matthew D. Rowen* 
KIRKLAND & ELLIS LLP 
1301 Pennsylvania Avenue N.W. 
Washington, D.C. 20004 
(202) 389-5000 
john.oquinn@kirkland.com 
matt.owen@kirkland.com 
matthew.rowen@kirkland.com 
 
Andrew A. Kassof, P.C.* 
Diana M. Watral* 
KIRKLAND & ELLIS LLP 
300 North LaSalle 
Chicago, IL 60654 
(312) 862-2000 
andrew.kassof@kirkland.com 
diana.watral@kirkland.com 
 
* Admitted pro hac vice 
 
Attorneys for Plaintiffs 
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CERTIFICATE OF SERVICE 

I hereby certify that on March 9, 2021, a copy of the foregoing was filed electronically. 

Service of this filing will be made on all ECF-registered counsel by operation of the court’s 

electronic filing system. Parties may access this filing through the court’s system.  

 

       s/ John C. O’Quinn 
       John C. O’Quinn, P.C. 
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