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SETTLEMENT AGREEMENT  

This Settlement Agreement (the “Agreement”) is entered into among the United States of 

America, acting through the United States Department of Justice and on behalf of the Office of 

Inspector General (“OIG-HHS”) of the Department of Health and Human Services (“HHS”), the 

Defense Health Agency (“DHA”), acting on behalf of the TRICARE Program; the Office of 

Personnel Management (“OPM”), which administers the Federal Employees Health Benefits 

Program (“FEHBP”); and the United States Department of Veterans Affairs (“VA”) 

(collectively, the “United States”), Defendants AmerisourceBergen Corporation 

(“AmerisourceBergen”), AmerisourceBergen Specialty Group, LLC (“ABSG”), 

AmerisourceBergen Drug Corporation (“ABDC”), ASD Specialty Healthcare, LLC d/b/a 

Oncology Supply (“OSC”), and Medical Initiatives, Inc. d/b/a Oncology Supply Pharmacy 

Services (“MII”),  (collectively the “ABC Defendants”), and Michael Mullen, Omni Healthcare 

Inc., and Daniel Sypula and Kelly Hodge (collectively the “Relators”), through their authorized 

representatives.  The foregoing hereafter are collectively referred to as “the Parties.” 

RECITALS 

A. Defendant AmerisourceBergen is a Delaware corporation with its corporate

headquarters located at 1300 Morris Drive, Chesterbrook, Pennsylvania.  Defendant 

AmerisourceBergen does business through numerous subsidiaries or operating divisions, 

including Defendants ABDC, ABSG, OSC, and MII.  The ABC Defendants operate and conduct 

business throughout the United States, Puerto Rico, and Canada.  ABDC is headquartered in 

Chesterbrook, Pennsylvania.  ABSG is headquartered at 3101 Gaylord Parkway, Frisco, Texas.  

OSC is a pharmaceutical distributor operated by ABSG.  OSC’s principal place of business is 

2801 Horace Shepard Drive, Dothan, Alabama.  MII, a subsidiary of OSC, was incorporated in 
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the State of Florida and is still registered as a for-profit corporation in Florida.  On January 31, 

2014, AmerisourceBergen closed MII.  Prior to its closing, MII was a pre-filler of 

pharmaceuticals for oncology patients.  MII’s principal place of business was 2801 Horace 

Shepard Drive, Dothan, Alabama.  MII operated a facility at OSC’s location in Dothan, Alabama 

using one or more pharmacy license(s) in the name of MII and/or Oncology Supply Pharmacy 

Services and/or OS Pharmacy.  The ABC Defendants did not register MII with the United States 

Food and Drug Administration (“FDA”), as required by the Federal Food, Drug and Cosmetic 

Act, 21 U.S.C. § 360.  

B. On October 21, 2010, Michael Mullen filed a qui tam action in the United States 

District Court for the Eastern District of New York captioned United States ex rel. Michael 

Mullen v. AmerisourceBergen Corporation, et al., Civil Action No. CV-10-4856 (E.D.N.Y), 

pursuant to the qui tam provisions of the False Claims Act, 31 U.S.C. § 3730(b).  An amended 

complaint was filed on January 24, 2011 (the “Mullen Action”).  The United States intervened in 

part in the Mullen Action on August 31, 2017.  

C. On March 9, 2012, Omni Healthcare Inc. filed a qui tam action in the United 

States District Court for the Eastern District of New York captioned United States ex rel. Omni 

Healthcare Inc. v. AmerisourceBergen, et al., Civil Action No. CV-12- 1178 (E.D.N.Y), 

pursuant to the qui tam provisions of the False Claims Act, 31 U.S.C. § 3730(b).  An amended 

complaint was filed on October 9, 2012 (the “Omni Action”).  The United States intervened in 

part in the Omni Action on August 31, 2017.  

D. On February 4, 2013, Daniel Sypula, RPH, and Kelly Hodge filed a qui tam 

action in the United States District Court for the Eastern District of Michigan captioned United 

States ex rel. Daniel Sypula and Kelly Hodge v. AmerisourceBergen Drug Corporation, et al., 

CV-13-10439 (E.D.MI.), pursuant to the qui tam provisions of the False Claims Act, 31 U.S.C. § 
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3730(b).  The case was transferred to the United States District Court for the Eastern District of 

New York by order dated September 4, 2014 and assigned Civil Action No. CV-14-5278 

(E.D.N.Y.).  An amended complaint was filed on January 28, 2015, and a second amended 

complaint was filed on July 16, 2015 (the “Sypula Action”).  The United States intervened in 

part in the Sypula Action on August 31, 2017.  The Mullen, Omni and Sypula Actions are 

referred to collectively hereafter in this Agreement as the “Civil Actions.” 

E. On September 27, 2017, ABSG pleaded guilty to illegally distributing misbranded 

drugs in interstate commerce.  (A copy of the Plea Agreement with Exhibits, which was filed in 

the United States District Court for the Eastern District of New York, is Attachment 1 to this 

Agreement.)  ABSG agreed to pay a total of $260 million in criminal fines and forfeiture to 

resolve criminal liability for its unlawful distribution of oncology supportive-care drugs.  See 

Attachment 1, Plea Agreement ¶ 3. 

F. The ABC Defendants admit, acknowledge and accept responsibility for the 

underlying conduct set forth in the Statement of Facts, attached hereto as Attachment 2. 

G. The United States contends that the ABC Defendants caused to be submitted 

claims for payment to the Medicare Program, Title XVIII of the Social Security Act, 42 U.S.C. 

§§ 1395-1395kkk-1 (“Medicare”); the Medicaid Program, 42 U.S.C. §§ 1396-1396w-5 

(“Medicaid”); the TRICARE Program, 10 U.S.C. §§ 1071-1110b (“TRICARE”); and the 

FEHBP, 5 U.S.C. §§ 8901-8914; and that the ABC Defendants caused the purchase of Covered 

Drugs (as defined below) by the Department of Veterans Affairs, Veterans Health 

Administration, 38 U.S.C. Chapter 17.  These programs are referred to collectively hereafter in 

this Agreement as the “Federal healthcare programs.” 

H. The United States contends that it has certain civil claims against the ABC 

Defendants arising from their operation of a Pre-Filled Syringe Program that repackaged the 
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following injectable drugs: Procrit®, Aloxi®, Kytril® and its generic form granisetron, 

Anzemet® and Neupogen® (the “Covered Drugs”).  As more fully set forth below, the United 

States contends that the ABC Defendants, through their Pre-Filled Syringe Program, caused 

numerous false claims to be submitted to the Federal healthcare programs (1) for unapproved 

new drugs; (2) for drugs that were defective, contaminated or otherwise compromised drugs, 

whose quality and/or purity fell below that which they were purported or represented to possess; 

(3) by causing double billing for the same vial of drug product as a result of exploiting overfill; 

and (4) for Procrit® purchased as a result of the ABC Defendants’ kickback to physicians for 

Procrit® Pre-Filled Syringe purchases.  The conduct set forth in this Paragraph and the 

subparagraphs below is referred to as “Covered Conduct.” 

1. From October 21, 2001, through January 31, 2014, the ABC Defendants, 

through MII, repackaged the Covered Drugs from their original sterile vials into syringes 

and distributed those Pre-Filled Syringes to oncology practices and physicians treating 

vulnerable cancer patients.  The ABC Defendants sought to profit from the excess drug 

product or overfill contained in the original FDA-approved sterile vials.  To harvest the 

overfill, MII broke the sterility of the original sterile vials, pooled the contents, and 

repackaged the drugs into Pre-Filled Syringes.  In so doing, MII created a greater number 

of Pre-Filled Syringes than the number of vials OSC purchased, which resulted in extra 

vials that were then sold to customers for profit.   

2. From October 21, 2001, through January 31, 2014, the ABC Defendants 

sold Pre-Filled Syringes to customers.  The Pre-Filled Syringes did not have approved 

New Drug Applications (“NDA”) or Biologics License Applications (“BLA”) in effect.  

No NDA or BLA was ever submitted to the FDA for the Pre-Filled Syringes, and the Pre-

Filled Syringes were never covered by an approved NDA or BLA.  Furthermore, the 
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ABC Defendants failed to demonstrate to the FDA that the drug vials repackaged into 

Pre-Filled Syringes were repackaged in a manner that would ensure the safety and 

efficacy of the drug product.  The ABC Defendants did not submit any safety, stability or 

sterility data to the FDA or any information showing that the Pre-Filled Syringes’ 

container closure system, packaging, or shipping methods would not adversely impact the 

safety or efficacy of the repackaged drug product.  The ABC Defendants did not provide 

information to the FDA to establish that the Pre-Filled Syringes were generally 

recognized as safe and effective.   

3. From October 21, 2001 through January 31, 2014, the ABC Defendants’ 

business model was to sell to oncology practices Pre-Filled Syringes of the Covered 

Drugs that MII repackaged from their original sterile glass vials.  To do so, MII staff 

broke the sterility of the original sterile vials, pooled the contents, and repackaged the 

drug product into plastic syringes.  Some of the Pre-Filled Syringes contained visible 

particles of unknown origin, which MII sought to filter out before shipment.  However, 

MII did not conduct any tests to confirm that the filtering process removed the foreign 

particles.  The ABC Defendants represented to physician customers that MII’s 

repackaging procedures followed aseptic technique and complied with all applicable laws 

when, in fact, that was not uniformly the case.  On the few occasions when samples of 

Pre-Filled Syringes were tested for sterility, some of those samples tested positive for 

bacteria.  The ABC Defendants never recalled any Pre-Filled Syringes.   

4. From October 21, 2001 through January 31, 2014, the ABC Defendants 

used overfill and salvaged vials for resale, which caused double-billing for the same vial 

of drug product.  The ABC Defendants’ repackaging operation at MII allowed some vials 

to remain unopened (the “Unopened Vials”).  The ABC Defendants resold the Unopened 
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Vials to other healthcare providers.  These Unopened Vials were billed to payors, 

including the Federal healthcare programs.  The second purchaser was either another 

physician ordering vials to be made into Pre-Filled Syringes or a hospital or pharmacy 

that purchased the Unopened Vials with the representation from the ABC Defendants that 

the Unopened Vials were purchased directly by the ABC Defendants from the 

manufacturer and sold directly to the second purchaser.  The ABC Defendants failed to 

disclose to the second purchasers that the Unopened Vials were extra vials accumulated 

by MII as a result of the Pre-Filled Syringe Program and billed to payors, including 

Federal healthcare programs. 

5. From June 30, 2005 to January 31, 2014, the ABC Defendants paid 

kickbacks to physicians to induce them to purchase Procrit® in Pre-Filled Syringes rather 

than the original vials by providing a rebate to physician-customers who purchased the 

drug in syringe form.  The rebate was disguised on the invoice as a general pharmacy 

credit and not associated with Procrit®.  Customers who bought Procrit® in a vial rather 

than Pre-Filled Syringes did not receive the additional rebate.  The ABC Defendants did 

not properly disclose the rebate to customers in writing at the time of the initial sale of 

Procrit®. 

I. Relators claim entitlement under 31 U.S.C. § 3730(d) to a share of the proceeds of 

this Settlement Agreement and to Relators’ reasonable expenses, attorneys’ fees and costs. 

J. The ABC Defendants will be entering into separate settlement agreements, 

described in Paragraph 1.b. below (the “Medicaid State Settlement Agreements”) with the states 

(the “Medicaid Participating States”) in settlement of the conduct released in those separate 

Medicaid State Settlement Agreements. 
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K. Except as otherwise expressly admitted in the Statement of Facts (Attachment 2), 

this Settlement Agreement is neither an admission of liability by the ABC Defendants nor a 

concession by the United States or Relators that their claims are not well founded.   

To avoid the delay, uncertainty, inconvenience, and expense of protracted litigation of the 

above claims, and in consideration of the mutual promises and obligations of this Settlement 

Agreement, the Parties agree and covenant as follows: 

1. TERMS AND CONDITIONS 

1. The ABC Defendants shall pay to the United States and the Medicaid 

Participating States, collectively, $625,000,000 together with interest accrued thereon as follows: 

at a rate of 2.375% per annum from December 1, 2017, continuing until and including the day 

before payment is made (collectively the “Settlement Amount”).  Payment shall be made no later 

than 10 days after the Effective Date of this Agreement by electronic funds transfer pursuant to 

written instructions to be provided by the United States Attorney’s Office for the Eastern District 

of New York.  The Settlement Amount shall constitute a debt immediately due and owing to the 

United States and the Medicaid Participating States on the Effective Date of this Agreement.  

The debt shall be discharged by payments to the United States and the Medicaid Participating 

States, under the following Terms and Conditions: 

a. AmerisourceBergen Corporation shall pay the United States the sum of 

$581,809,006.00 plus accrued interest (the “Federal Settlement Amount”), of 

which $313,631,942.91 is restitution, within ten (10) days of the Effective Date of 

this Agreement. 

b. AmerisourceBergen Corporation shall pay the Medicaid Participating States the 

sum of $43,190,994.00 plus accrued interest (the “State Settlement Amount”) 
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pursuant to the terms of the Medicaid State Settlement Agreements that the ABC 

Defendants have or will enter into with the Medicaid Participating States. 

2. Conditioned upon the United States receiving the Federal Settlement Amount 

from AmerisourceBergen Corporation and as soon as feasible after receipt, the United States 

shall pay the sum of $93,089,441.00 plus accrued interest to Relator Mullen.  No other relator 

payments shall be made by the United States with respect to the matters covered by this 

Agreement.  

3. AmerisourceBergen Corporation agrees to pay Relators’ attorneys’ fees and costs, 

as required by 31 U.S.C. § 3730(d), within ten days of the Effective Date of this Agreement, as 

to which the Relators and AmerisourceBergen Corporation will be entering into separate 

settlement agreements covering the amount and payment of such fees and costs to Relators.   

4. Subject to the exceptions in Paragraph 9 (concerning excluded claims) below, and 

conditioned upon AmerisourceBergen Corporation’s full payment of the Settlement Amount, the 

United States releases the ABC Defendants, together with their current and former parent 

corporations; direct and indirect subsidiaries; brother or sister corporations; divisions; current or 

former corporate owners; and the corporate successors and assigns of any of them, from any civil 

or administrative monetary claim the United States has for the Covered Conduct under the False 

Claims Act, 31 U.S.C. §§ 3729-3733; the Civil Monetary Penalties Law, 42 U.S.C. § 1320a-7a; 

the Program Fraud Civil Remedies Act, 31 U.S.C. §§ 3801-3812; or the common law theories of 

payment by mistake, unjust enrichment, and fraud.  

5. Conditioned upon AmerisourceBergen Corporation’s full payment of the 

Settlement Amount and of the Relators’ attorneys’ fees and costs, each Relator, for himself, 

herself, or itself, and for his/her/its respective heirs, successors, attorneys, agents, assigns, 

executors, administrators and/or estates, hereby irrevocably releases, acquits and forever 



 

9 

discharges the ABC Defendants, their predecessors, parents, divisions, related or  affiliated 

entities and subsidiaries, and current and former owners, officers, employees, shareholders, 

successors and assigns of the foregoing entities (“the ABC Defendant Releasees”) from any civil 

monetary claim the Relator has on behalf of the United States under the False Claims Act, 31 

U.S.C. §§ 3729-3733, any claim for expenses or attorneys’ fees or costs under 31 U.S.C. § 

3730(d), on behalf of any state, or political subdivision or municipality, under any state, political 

subdivision or municipality False Claims Act or similar law, and from all charges, complaints, 

liabilities, obligations, promises, agreements, controversies, damages, suits, rights, costs, losses, 

debts, expenses, claims, demands, actions, or causes of action whatsoever, whether known or 

unknown, fixed or contingent, in law or in equity, in contract, in tort or otherwise, under any 

federal or state statute or regulation, or in common law, that each Relator and his/her/its 

respective heirs, successors, attorneys, agents and assigns otherwise has or would have standing 

to bring as of the Effective Date of this Agreement; and including, but not limited to, any 

liability arising from or relating to the claims such Relator asserted or could have asserted in 

his/her/its Civil Action, and all claims for, or in any matter related to or arising from the 

following non-exclusive list: breach of express or implied contract; promissory estoppel; fraud, 

deceit, or misrepresentation; whistleblower claims; claims under any False Claims Act or similar 

statute, including, but not limited to, retaliation; claims under any state or federal Anti-Kickback 

Statute or similar statute; unjust, wrongful, or constructive dismissal claims; intentional, reckless, 

or negligent infliction of emotional distress; defamation or libel, breach of any express or implied 

covenant of employment, including the covenant of good faith and fair dealing; interference with 

contractual or advantageous relations; discrimination on any basis or retaliation under federal, 

state, or local law, including without limitation, Title VII of the Civil Rights Act of 1964, as 

amended, the Americans with Disabilities Act, as amended, the Age Discrimination in 
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Employment Act, as amended; misclassification of Relator’s employment status; any and all 

dismissed claims; and claims for costs, expenses, and attorneys’ fees with respect thereto.  Each 

Relator’s release herein shall be effective whether or not such Relator releases claims that are 

currently known, unknown, foreseen or unforeseen.  Each Relator represents and warrants that 

he/she/it is not currently aware of any claims that exist or could lawfully be brought at this time 

against any of the ABC Defendant Releasees other than those encompassed within the Covered 

Conduct and in the Civil Actions, for which a full release is granted herein.   

a. Each Relator further represents and warrants that neither Relator, nor anyone on 

his/her/its behalf, has filed any claims, complaints or charges against the ABC Defendant 

Releasees with any local, state or federal court or agency, and that neither Relator, nor anyone on 

his/her/its behalf, has any pending claims, complaints or charges with any local, state or federal 

court or agency. Each Relator additionally represents and warrants that he/she/it has not assigned 

or transferred to any person or entity any claims or any part or portion thereof.  

b. Each Relator further agrees that neither he or she or it, nor anyone on his/her/its behalf, 

will hereafter pursue any claims against any of the ABC Defendant Releasees (including without 

limitation any claims seeking reinstatement with, or damages of any nature, severance, incentive 

or retention pay, attorneys’ fees or costs) by filing a lawsuit in any local, state, or federal court 

for or on account of anything which has occurred up to the Effective Date of this Agreement as a 

result of the Civil Actions and/or any claim for attorneys’ fees or costs related to the Civil 

Actions. 

6.  In consideration of the obligations of AmerisourceBergen Corporation in this 

Agreement and the Corporate Integrity Agreement (CIA), entered into between OIG-HHS and 

AmerisourceBergen Corporation and conditioned upon AmerisourceBergen Corporation’s full 

payment of the Settlement Amount, the OIG-HHS agrees to release and refrain from instituting, 
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directing, or maintaining any administrative action seeking exclusion from Medicare, Medicaid, 

and other Federal health care programs (as defined in 42 U.S.C. § 1320a-7b(f)) against 

AmerisourceBergen Corporation under 42 U.S.C. § 1320a-7a (Civil Monetary Penalties Law) or 

42 U.S.C. § 1320a-7(b)(7) (permissive exclusion for fraud, kickbacks, and other prohibited 

activities) for the Covered Conduct, except as reserved in this Paragraph and in Paragraph 9 

(concerning excluded claims), below.  The OIG-HHS expressly reserves all rights to comply 

with any statutory obligations to exclude AmerisourceBergen Corporation from Medicare, 

Medicaid, and other Federal health care programs under 42 U.S.C. § 1320a-7(a) (mandatory 

exclusion) based upon the Covered Conduct.  Nothing in this Paragraph precludes the OIG-HHS 

from taking action against entities or persons, or for conduct and practices, for which claims 

have been reserved in Paragraph 9, below.  

7.  In consideration of the obligations of the ABC Defendants set forth in this 

Agreement, and conditioned upon AmerisourceBergen Corporation’s full payment of the 

Settlement Amount, DHA agrees to release and refrain from instituting, directing, or maintaining 

any administrative action seeking exclusion from the TRICARE Program against the ABC 

Defendants under 32 C.F.R. § 199.9 for the Covered Conduct, except as reserved in Paragraph 9 

(concerning excluded claims), below, and as reserved in this Paragraph.  DHA expressly reserves 

authority to exclude the ABC Defendants from the TRICARE Program under 32 C.F.R. §§ 199.9 

(f)(1)(i)(A), (f)(1)(i)(B), and (f)(1)(iii), based upon the Covered Conduct.  Nothing in this 

Paragraph precludes DHA or the TRICARE Program from taking action against entities or 

persons, or for conduct and practices, for which claims have been reserved in Paragraph 9, 

below. 

 8. In consideration of the obligations of the ABC Defendants in this Agreement, and 

conditioned upon the ABC Defendants’ full payment of the Settlement Amount, OPM agrees to 
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release and refrain from instituting, directing, or maintaining any administrative action seeking 

exclusion from the FEHBP against the ABC Defendants under 5 U.S.C. § 8902a or 5 C.F.R. Part 

890 Subpart J or Part 919 for the Covered Conduct, except as reserved in this Paragraph and in 

Paragraph 9 (concerning excluded claims), below, and except if excluded by the OIG-HHS 

pursuant to 42 U.S.C. § 1320a-7(a).  OPM expressly reserves all rights to comply with any 

statutory obligation to debar the ABC Defendants from the FEHBP under 5 U.S.C. § 8902a(b) 

(mandatory exclusion) based upon the Covered Conduct.  Nothing in this Paragraph precludes 

OPM from taking action against entities or persons, or for conduct and practices, for which 

claims have been reserved in Paragraph 9, below. 

 9. Notwithstanding the releases given in paragraphs 4, 5, 6, 7 and 8 of this 

Agreement, or any other term of this Agreement, the following claims of the United States are 

specifically reserved and are not released:  

a. Any liability arising under Title 26, U.S. Code (Internal Revenue Code); 

b. Any criminal liability; 

c. Except as explicitly stated in this Agreement, any administrative liability, 

including mandatory exclusion from Federal healthcare programs; 

d. Any liability to the United States (or its agencies) for any conduct other 

than the Covered Conduct; 

e. Any liability based upon obligations created by this Agreement;  

f. Any liability of individuals;  

g.  Any liability for express or implied warranty claims or other claims for 

defective or deficient products or services, including quality of goods and 

services; 

h.   Any liability for failure to deliver goods or services due; and 
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i.  Any liability for personal injury or property damage or for other 

consequential damages arising from the Covered Conduct. 

10. Relators and their heirs, successors, attorneys, agents, and assigns shall not object 

to this Agreement but agree and confirm that this Agreement is fair, adequate, and reasonable 

under all the circumstances, pursuant to 31 U.S.C. § 3730(c)(2)(B).  Conditioned upon Relator 

Mullen’s receipt of the payment described in Paragraph 2, Relators and their heirs, successors, 

attorneys, agents, and assigns fully and finally release, waive, and forever discharge the United 

States, its agencies, officers, agents, employees, and servants, from any claims related to or 

arising from each of their respective Civil Actions or under 31 U.S.C. § 3730, and from any 

claims to a share of the proceeds of this Agreement and/or the claims arising from the Civil 

Actions.      

11. The ABC Defendants waive and shall not assert any defenses the ABC 

Defendants may have to any criminal prosecution or administrative action relating to the 

Covered Conduct that may be based in whole or in part on a contention that, under the Double 

Jeopardy Clause in the Fifth Amendment of the Constitution, or under the Excessive Fines 

Clause in the Eighth Amendment of the Constitution, this Agreement bars a remedy sought in 

such criminal prosecution or administrative action.   

12. The ABC Defendants fully and finally release the United States, its agencies, 

officers, agents, employees, and servants, from any claims (including attorney’s fees, costs, and 

expenses of every kind and however denominated) that any ABC Defendant has asserted, could 

have asserted, or may assert in the future against the United States, its agencies, officers, agents, 

employees, and servants, related to the Covered Conduct and the United States’ investigation and 

prosecution thereof. 
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13. The ABC Defendants, for themselves and their predecessors, parents, divisions, 

related or affiliated entities, subsidiaries, and current and former owners, officers, employees, 

shareholders, successors and assigns of the foregoing entities, fully and finally release the 

Relators, and their past, present, and future officers, agents, directors, attorneys, employees, 

heirs, successors, assigns, and servants (“the Relator Releasees”) from any claims (including 

attorneys’ fees, costs, and expenses of every kind and however denominated) that the ABC 

Defendants have asserted, could have asserted, or may assert in the future against the Relators 

and/or the Relator Releasees, related to the Covered Conduct, the claims in the Civil Actions,  

the Relators’ investigation and prosecution thereof, and from all charges, complaints, liabilities, 

obligations, promises, agreements, controversies, damages, suits, rights, costs, losses, debts, 

expenses, claims, demands, actions, or causes of action whatsoever, whether known or unknown, 

fixed or contingent, in law or in equity, in contract, in tort or otherwise, under any federal or state 

statute or regulation, or in common law, that any ABC Defendant or its respective heirs, 

successors, attorneys, agents and assigns otherwise has or would have standing to bring as of the 

Effective Date of this Agreement; and including, but not limited to, any liability arising from or 

relating to the claims such ABC Defendant or its respective heirs, successors, attorneys, agents 

and assigns asserted or could have asserted in the Civil Actions, and all claims for, or in any 

matter related to or arising from the following non-exclusive list: breach of express or implied 

contract; promissory estoppel; fraud, deceit, or misrepresentation; intentional, reckless, or 

negligent infliction of emotional distress; defamation or libel, breach of any express or implied 

covenant of employment, including the covenant of good faith and fair dealing; interference with 

contractual or advantageous relations; any and all dismissed claims; and claims for costs, 

expenses, and attorneys’ fees with respect thereto.  Each ABC Defendant’s release herein shall 

be effective whether or not such ABC Defendant releases claims that are currently known, 
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unknown, foreseen or unforeseen.  Each ABC Defendant represents and warrants that it is not 

currently aware of any claims that exist or could lawfully be brought at this time against any of 

the Relators (and/or the Relators’ Releasees).   

a. Each ABC Defendant further represents and warrants that neither it, nor anyone on its 

behalf, has filed any claims, complaints or charges against the Relators (and/or the Relator 

Releasees) with any local, state or federal court or agency, and that neither it, nor anyone on its 

behalf, has any pending claims, complaints or charges with any local, state or federal court or 

agency. Each ABC Defendant additionally represents and warrants that it has not assigned or 

transferred to any person or entity any claims or any part or portion thereof.  

b. Each ABC Defendant further agrees that neither it, nor anyone on its behalf, will 

hereafter pursue any claims against any Relator and/or the Relator Releasees (including without 

limitation any claims seeking  damages of any nature, attorneys’ fees or costs) by filing a lawsuit 

in any local, state, or federal court for or on account of anything which has occurred up to the 

Effective Date of this Agreement as a result of the Civil Actions and/or any claim for attorneys’ 

fees or costs related to the Civil Actions.  

14. The Settlement Amount shall not be decreased as a result of the denial of claims 

for payment now being withheld from payment by any Medicare contractor (e.g., Medicare 

Administrative Contractor, fiscal intermediary, carrier) TRICARE or FEHBP carrier or any state 

payor, related to the Covered Conduct; and the ABC Defendants agree not to resubmit to any 

Medicare contractor, TRICARE or FEHBP carrier or any state payer any previously denied 

claims related to the Covered Conduct, agree not to appeal any such denials of claims, and agree 

to withdraw any such pending appeals. 

15. The ABC Defendants agree to the following: 
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 a. Unallowable Costs Defined: All costs (as defined in the Federal 

Acquisition Regulation, 48 C.F.R. § 31.205-47; and in Titles XVIII and XIX of the Social 

Security Act, 42 U.S.C. §§ 1395-1395kkk-1 and 1396-1396w-5; and the regulations and official 

program directives promulgated thereunder) incurred by or on behalf of the ABC Defendants, 

their present or former officers, directors, employees, shareholders, and agents in connection 

with:  

(1) the matters covered by this Agreement and the related Plea Agreement; 

(2) the United States’ audit(s) and civil and criminal investigation(s) of the 

matters covered by this Agreement; 

(3) the ABC Defendants’ investigation, defense, and corrective actions 

undertaken in response to the United States’ audit(s) and civil and any criminal 

investigation(s) in connection with the matters covered by this Agreement 

(including attorney’s fees); 

(4) the negotiation and performance of this Agreement and the related Plea 

Agreement; 

(5) the payment AmerisourceBergen Corporation makes to the United States 

pursuant to this Agreement and any payments that AmerisourceBergen 

Corporation makes to Relators, including costs and attorneys’ fees; and 

(6)  the negotiation of, and obligations undertaken pursuant to the CIA to:  (i) 

retain an independent review organization to perform annual reviews as described 

in Section III of the CIA; and (ii) prepare and submit reports to the OIG-HHS 

are unallowable costs for government contracting purposes and under the 

Medicare Program, Medicaid Program, TRICARE Program, and FEHBP 

(hereinafter referred to as Unallowable Costs).  However, nothing in Paragraph 
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15.a (6) that may apply to the obligations undertaken pursuant to the CIA affects 

the status of costs that are not allowable based on any other authority applicable to 

AmerisourceBergen Corporation. 

b. Future Treatment of Unallowable Costs:  Unallowable Costs shall be 

separately determined and accounted for by the ABC Defendants, and the ABC Defendants shall 

not charge such Unallowable Costs directly or indirectly to any contracts with the United States 

or any State Medicaid program, or seek payment for such Unallowable Costs through any cost 

report, cost statement, information statement, or payment request submitted by the ABC 

Defendants or any of their subsidiaries or affiliates to the Medicare, Medicaid, TRICARE, or 

FEHBP programs. 

c. Treatment of Unallowable Costs Previously Submitted for Payment:  The 

ABC Defendants further agree that within 90 days of the Effective Date of this Agreement they 

shall identify to applicable Medicare and TRICARE fiscal intermediaries, carriers, and/or 

contractors, and Medicaid and FEHBP fiscal agents, any Unallowable Costs (as defined in this 

Paragraph) included in payments previously sought from the United States, or any State 

Medicaid program, including, but not limited to, payments sought in any cost reports, cost 

statements, information reports, or payment requests already submitted by the ABC Defendants 

or any of their subsidiaries or affiliates, and shall request, and agree, that such cost reports, cost 

statements, information reports, or payment requests, even if already settled, be adjusted to 

account for the effect of the inclusion of the Unallowable Costs.  The ABC Defendants agree that 

the United States, at a minimum, shall be entitled to recoup from the ABC Defendants any 

overpayment plus applicable interest and penalties as a result of the inclusion of such 

Unallowable Costs on previously-submitted cost reports, information reports, cost statements, or 

requests for payment. 
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Any payments due after the adjustments have been made shall be paid to the United 

States pursuant to the direction of the Department of Justice and/or the affected agencies.  The 

United States reserves its rights to disagree with any calculations submitted by the ABC 

Defendants or any of their subsidiaries or affiliates on the effect of inclusion of Unallowable 

Costs (as defined in this Paragraph) on the ABC Defendants or any of their subsidiaries or 

affiliates’ cost reports, cost statements, or information reports.  

d. Nothing in this Agreement shall constitute a waiver of the rights of the 

United States to audit, examine, or re-examine the ABC Defendants’ books and records to 

determine that no Unallowable Costs have been claimed in accordance with the provisions of this 

Paragraph. 

16.  This Agreement is intended to be for the benefit of the Parties only.  The Parties 

do not release any claims against any other person or entity, except to the extent provided for in 

Paragraph 17 (waiver for beneficiaries paragraph), below. 

17. The ABC Defendants agree that they waive and shall not seek payment for any of 

the health care billings covered by this Agreement from any health care beneficiaries or their 

parents, sponsors, legally responsible individuals, or third party payors based upon the claims 

defined as Covered Conduct. 

18. Upon receipt of the Settlement Amount described in Paragraph 1 above, and the 

attorneys’ fees and costs described in Paragraph 3 above, the United States and Relators shall 

promptly sign and file in each of the Civil Actions a Joint Stipulation of Dismissal with prejudice 

of the federal claims against the ABC Defendants in the Civil Actions as to the Covered Conduct 

pursuant to Rule 41(a)(1).  As for any other claims in the Civil Actions against any ABC 

Defendants beyond those in the Covered Conduct, the United States and Relators shall promptly 
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sign and file in each of the Civil Actions a Joint Stipulation of Dismissal with prejudice as to the 

Relators, but without prejudice as to the United States.   

19. Each Party shall bear its own legal and other costs incurred in connection with 

this matter, including the preparation and performance of this Agreement, except as provided in 

Paragraph 3 above (Relators’ attorneys’ fees and costs). 

20. Each party and signatory to this Agreement represents that it freely and 

voluntarily enters into this Agreement without any degree of duress or compulsion.  

21. This Agreement is governed by the laws of the United States.  The exclusive 

jurisdiction and venue for any dispute relating to this Agreement is the United States District 

Court for the Eastern District of New York.  For purposes of construing this Agreement, this 

Agreement shall be deemed to have been drafted by all Parties to this Agreement and shall not, 

therefore, be construed against any Party for that reason in any subsequent dispute. 

22. This Agreement constitutes the complete agreement between the Parties.  This 

Agreement may not be amended except by written consent of the Parties. 

23. The undersigned counsel represent and warrant that they are fully authorized to 

execute this Agreement on behalf of the persons and entities indicated below. 

24. This Agreement may be executed in counterparts, each of which constitutes an 

original and all of which constitute one and the same Agreement. 

25. This Agreement is binding on the ABC Defendants’ successors, transferees, heirs, 

and assigns. 

26. This Agreement is binding on Relators’ successors, transferees, heirs, and assigns. 

27. All parties consent to the United States’ disclosure of this Agreement, and 

information about this Agreement, to the public. 
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28. This Agreement is effective on the date of signature of the last signatory to the 

Agreement (“Effective Date of this Agreement”).  Facsimiles and electronic transmissions of 

signatures shall constitute acceptable, binding signatures for purposes of this Agreement. 

  



FOR THE UNITED STATES OF AMERICA

DATED:

DATED:

DATED:

BY:

RICHARD P. DONOGHUE
United States Attorney
Eastem District of New York

D BO ,Z
MATTH
Assistant U.S. Atto

SANJAY M. BHAMBHANI
JOHN HENEBERRY
Commercial Litigation Branch
Civil Division
United States Department of Justice

LISA M. RE
Assistant Inspector General for Legal
Affairs
Office of Counsel to the lnspector General
Office of Inspector General
United States Department of Health and
Human Services

BY:

BY:
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DATED: ___ _ BY: 

DATED: 1/21/;g BY: 

DATED: BY: 

LEIGH A. BRADLEY 
General Counsel 
Defense Health Agency 
United States Department of Defense 

EDWARD M. DeHARDE 
Assistant Director of Federal Employee 
Insurance Operations 
Healthcare and Insurance 
United States Office of Personnel 
Management 

ROBIN M. RICHARDSON 
Acting Assistant Inspector General for Legal 
Affairs 
United States Office of Personnel 
Management 
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DATED: BY: 
LEIGH A. BRADLEY 
General Counsel 
Defense Health Agency 
United States Department of Defense 

EDWARD M . DeHARDE 
Assistant Director of Federal Employee 
Insurance Operations 
Healthcare and Insurance 
United States Office of Personnel 
Management 

^6i>j rsf=rncl'iARDSON pfidJl fT$T. HIUAIRE 
Acting Assistant Inspector General for Legal 
Affairs 
United States Office of Personnel 
Management 

DATED: BY: 

DATED: 
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FOR THE ABC DEFENDANTS

AMERISOURCEBERGEN CORPORATION, AMERISOURCEBERGEN
DRUG CORPORATION, AMERISOURCEBERGEN SPECIALTY GROUP,
LLC, ASD SPECIALTY HEALTHCARE, LLC DIBI A ONCOLOGY

SUP~LY AND MEDICAL fNIT~S' fC, / A
DATED: J/.i_p9 BY: L jtr--

STE'JEN H. COLLIS
Chairman, President and Chief Executive Officer

DATED: 9f 2,t/I r-
& BOCKIUS LLP

BY:
ERIC W. SITARCHUK, ESQ.
JOHN 1. PEASE III, ESQ.
KELLY A. MOORE, ESQ.
RYANP. McCARTHY, ESQ.
1701 Market Street
Philadelphia, PA 19103
Counsel for the ABC Defendants
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FOR RELATOR MICHAEL MULLçN

DATED:

DA'TEI)

DA î

DATËI)

.1*1"

tþþ

BY

BY

[ìY:

BY:

M EI

T]IOMAS & ASSOCIA TìS

l0 Park Plaz¿ Suite 438
Boston. Massachusetts 02210021 I ó

/g

,tlulw

ROIIER'T M. ïHOM.AS. JR.

I)T;RREI.I. I.AW OFFIC[:
180 Williams Avenue
Milton. Massachusetts 02 I 8ó

ð a

NL. TJ. DI.IRREL¡.

KFiI,I.OG(;. I-IANSEN. ODD.
f"IGIJL & FREDERI('K. P,L.T..C:.

l(rl5 M Street. N.W. Suite 400
Washington. D.C. 20036

l,/L(
SI

^
A. S'TRIKIS
S. IIALI"J

ANDRF:W C. SH[-ìN
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FOR RELATOR OMNI HEALTHCARE INC. 

 

      OMNI HEALTHCARE INC. 

 

DATED:                       BY: _____________________________ 
      MARK BOBANGO 
      Chief Financial Officer 

DATED:                        VEZINA LAW, PLC 
280 N. Old Woodward Avenue, Suite LL20 
Birmingham, Michigan 48009  

      
 
     BY:       
      J. MARC VEZINA 

Counsel for Relator Omni Healthcare Inc. 
 
 

DATED:                        VEZINA LAW, PLC 
280 N. Old Woodward Avenue, Suite LL20 
Birmingham, Michigan 48009  

      
 
     BY:       
      MONICA P. NAVARRO 

Counsel for Relator Omni Healthcare Inc. 
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DATED: rJ:/iurK 

DATED: 
-----

DATED: 

BY: 

BY: 

RY: 

DAt 11:::L SYPULA. RPI I 

KELLY HODGE 

I !ERTZ SCllRAM PC 
1760 Telegraph Road, Suite 300 
Bloomfield Hills, Ml 48302-0183 

PATRICIA A. TAMLF:R 
Counsel for Rclnrors Sypula and Hodge 
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FOR RELATORS DANIEL SYPULA AND KELLY HODGE



FOR RELATORS DANIEL SYPULA AND KELLY HODGE



FOR RELATORS DANIEL SYPULA AND KELLY HODGE
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1  

STATEMENT OF FACTS 

1. AmerisourceBergen Corporation (“ABC”) is a pharmaceutical company 

incorporated in the State of Delaware, with its corporate headquarters located in 

Chesterbrook, Pennsylvania. ABC was formed in 2001 following a merger between 

Bergen Brunswig Corporation and AmeriSource Health Corporation. 

2. AmerisourceBergen Specialty Group, LLC (“ABSG”) is a subsidiary of 

ABC, with corporate headquarters located in Frisco, Texas. ABSG serves as the parent 

entity for a series of companies serving the specialty pharmaceutical market, including 

in the areas of biotechnology, blood-plasma and oncology, as well as pharmaceutical 

manufacturers, healthcare organizations, physicians, payors and patients. 

3. AmerisourceBergen Drug Corporation (“ABDC”) is a subsidiary of ABC.  

ABDC serves institutional healthcare providers such as hospitals and retail pharmacies. 

ABDC is headquartered in Chesterbrook, Pennsylvania. 

4. ASD Specialty Healthcare, LLC d/b/a Oncology Supply (“OSC”) is both 

an unincorporated subsidiary of and operated by ABSG.  OSC’s principal place of 

business is located at 2801 Horace Shepard Drive, Dothan, Alabama. OSC is a 

pharmaceutical distributor to community oncologists and distributes chemotherapy and 

supportive care drugs throughout the United States. 

5. Medical Initiatives Inc. (“MII”) was an operating subsidiary of ABSG 

and, at various times, did business under the names Oncology Supply Pharmacy 

Services and/or OS Pharmacy.  MII is incorporated in the State of Florida and, like 

OSC, had its principal place of business at 2801 Horace Shepard Drive, Dothan, 

Alabama.  It was a pre-existing business of Bergen Brunswig, and was acquired by 
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ABC in connection with the above-referenced merger in 2001. MII was a pre-filler of 

pharmaceuticals for oncology patients, and operated a physical facility in Dothan, 

Alabama. 

6. ABC, ABSG, ABDC, OSC and MII are collectively referred to hereafter 

as “the ABC Defendants.”   

7. ABSG’s subsidiaries MII and OSC operated a program that created, 

packed and shipped pre-filled syringes (also known as “PFS”) to oncology practices for 

administration to cancer patients for supportive care during their chemotherapy 

treatment.  Pursuant to written agreements, for each PFS ordered by a practice, OSC 

would bill the practice for a vial of drug product, and then MII would prepare, and OSC 

would ship to the practice a corresponding PFS by Federal Express.  Between 2001 

and January 2014, millions of PFS were sold and shipped to oncology practices, 

including to 37 practices located in the Eastern District of New York. 

8. The drugs used in the PFS Program were Procrit®, Aloxi®, Kytril®, generic 

versions of granisetron injection, Anzemet® and Neupogen®.   

9. MII’s business model was to remove FDA-approved drug product from 

glass vials, transfer it into plastic syringes, and sell, through OSC, those syringes to 

oncology practices.   To do so, MII’s staff opened sterile vials, pooled1 the drug product 

from the vials, and then transferred the drug product into smaller PFS.  Those PFS were 

then matched to orders from practices; placed into plastic bags; new labels were affixed to 

those bags; and the bags were packaged and shipped to customers. 

10. MII often prepared PFS in response to order forms that were not 

                                                      
1 In this context, pooling is the combination of the contents of two or more vials of drug product. 
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prescriptions signed by practitioners. Those order forms often listed only a single name, 

and/or assigned names at random to PFS that were shipped in response to order forms 

submitted without any names, which resulted in PFS being prepared and labeled 

bearing the names of individuals who were not in fact patients.  On many occasions, 

MII assigned the name of an individual to a set of PFS, and OSC subsequently shipped 

PFS that were in a bag labeled with that individual’s name, despite the fact that the 

individual was not in fact a patient who was to be administered a PFS.  In some 

instances, the individual’s name assigned to the set of PFS was a staff member at a 

physician customer (such as a nurse or office manager); in others, the individual was no 

longer a patient of the physician customer, either because the individual was no longer 

receiving treatment and/or because the individual was deceased. 

11. In addition, MII often filled orders that had been submitted with a single 

patient name, and/or assigned a single individual’s name to an order of PFS, in excess 

of plausible and/or safe use of the drug product contained in the syringes.  For example, 

Procrit® had a Black Box warning on the label that required the use of the lowest 

possible dose sufficient to avoid red blood cell transfusion.  However, MII routinely 

prepared and OSC shipped multiple syringes prepared from Procrit® vials in a single 

individual’s name far beyond the dosage permitted by the label, and beyond the dosage 

that could plausibly and safely be administered to that individual in the time period 

before the beyond use date on the PFS. 

12. The ABC Defendants did not register MII with the United States Food 

and Drug Administration (“FDA”), as required by the Federal Food, Drug, and 

Cosmetic Act , 21 U.S.C. § 360. 
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13. MII did not qualify for the exemption to the registration requirement in 

21 U.S.C. § 360(g)(l) for pharmacies that maintained establishments in conformance 

with applicable local laws regulating the practice of pharmacy.  For example, to fully 

comply with Alabama pharmacy law, MII was required to maintain the medication 

history, diagnosis, laboratory data and other pertinent information for the patients to 

whom PFS were administered.  See Ala. Admin. Code §680-X-2-19 (7)(b) and (d).  

14. On September 27, 2017, ABSG pleaded guilty to introduction of 

misbranded drugs into interstate commerce, as such drugs were manufactured, prepared, 

propagated, compounded, or processed in  an establishment not duly registered with the 

FDA pursuant to 21 U.S.C. § 360. 

15. All vials of Aloxi®, Anzemet®, generic versions of granisetron injection, 

Kytril®, Neupogen® and Procrit® that the ABC Defendants purchased for use in its 

PFS Program are drugs within the meaning of 21 U.S.C. § 321(g)(1). The vials of 

Neupogen® and Procrit® are biological drug products. 

16. The ABC Defendants did not submit to FDA a New Drug Application 

(“NDA”) or Biologics License Application (“BLA”) for any of the PFS used in the Pre-

Filled Syringe Program and did not obtain approvals for such applications.  

17. From about October 21, 2001 through January 31, 2014, the ABC 

Defendants sold PFS to physicians throughout the United States.  

18. MII pooled the drug product from the vials, including the overfill2 in those 

                                                      
2 The term “overfill” is a frequently used term in the pharmaceutical industry generally meaning the amount of 
extra drug above and beyond the labeled dose that is contained in an FDA-approved vial of drug.   The overfill 
is not listed on the FDA-approved drug label.  The reason manufacturers put overfill in each vial of drug is to 
ensure that the health care provider administering the drug will be able to extract the full labeled dose from the 
vial to give to the patient.  See, e.g., 75 Fed. Reg. 73170, 73466-67 (Nov 29, 2010). 
It is also not included in the price of the vial.  
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vials.  This process resulted in extra vials remaining after the PFS were filled, which the 

ABC Defendants sold either to an OSC/MII customer or to other subsidiaries of ABC that 

would then re-sell the extra vials.  The sale of the extra vials represented the profit from the 

PFS Program.   

19. Beginning June 30, 2005 and continuing until the close of MII on January 

31, 2014, the ABC Defendants provided rebates to physicians in connection with the 

purchase of Procrit® in PFS rather than vials.  The rebate was identified on the invoice only 

as a general pharmacy credit, not associated with Procrit®.   
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