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National Drug Rebate Agreement Between

Thethe Secretary of Health and Human Services
(hereinafterereinafter referred to as "the Secretary") and
Ilihethe Manufacturer

Agreemen@@smhrch have a Medrcard State Plan approved undeﬂ $2C seetren1396a and

thekabelemanufactureron |ts own behalf for purposes of sectgi®l of the Omnibus Budget
— HE 927 of the Social Security Act

(hermna#epmferredteame Act s 42 U S C. 13%—8 hereby agree to the following:

. Definitions \

The terms defined in this section will, for the poses of this agreement, have the meanings
specified in section 1927 of the Amhd implementing Federal regulatioas, interpreted and
applied herein:

meaning set forth in sectron 1927(k)(1) of the Astrmplemented bv 42 CFR 447.504.

(b) "Base Consumer Price Index-Urban (CPI-U)" s @PI-U for September, 1990. For drugs
approved byhe Food and Drug AdministratioRIDA) after October 1, 1990, "Base CPI-U"
means the CPI-U for the month before the monthhicivthe drug was first marketed.

fepa—futl—menthwrll have the meaning set forth in sectlons 192(20[15)'\)(!!)(”) and 1927(c)(2)(B)

of the Act.
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(d) "Best Price" will have the meaning set fortrsettion 1927(c)(1)(C) of the Act as
implemented by 42 CFR 447.505.

WI|| have the meaning set forth in 42 CER 447 502

(N “Centers for Medicare & Medicaid Services (CMS$prmerly-HCFAymeans the agency of
theU.S. Department of Health and Human Services havingléhkegated authority to operate the
Medicaid Program.

(g)"Consumer Price Index- Urban (CPI UQ#eans-the—mde;eet—eensumer—pnees-dex@eped and
itis the

for

meaning set forth in 42 CFR 447 502

(h) "Covered Outpatient Drug" WI|| have the mearm%et forth |n8eetrer$ect|on31927(k)(2)
(k)(3) and (k)(4) of the Actand-w ,
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(ki) "Innovator Multiple Source Drug will have the armngasset forth inSectiorsection
1927(k)(7)(A)(||) of the Acts ) ) . ¢

(mk) “Marketed" means that@vered outpatierdrugwas-first selis available for salby a

manufacturer inhe-States-after FDA-approvdhe states.

() “Monthly AMP” will have the meaning as set farin 42 CFR 447.510.

(m) “Multiple Source Drug” will have the meaning s&t forth in section 1927 (k)(7)(A)(i) of the
Act as implemented by 42 CFR 447.502.

meaning as set forth in 42 CFR 447 502
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(to) "Non-innovator Multiple Source Drugshalwill have the meaning as set forth in

Sectiorgection1927(k)(7)(A)(iii) of the Actit-also-includes-Covered-Outpatient Drugs-apgove
underan-ANDA-or-AADAas implemented by 42 CFR 447.502

arlQuarterly AMP” will have the

(up)

set forth in 42 CFR 447 . 502

(wr) “Secretary” means the Secretary of theted-Stated.S. Department of Health and Human
Services, or any successor thereto, or any officemployee of th&).S. Department of Health
and Human Services or successor agency to whoautherity to implement this agreement has
been delegatedin this agreement, references to CMS indicate suchessor authority.

(2s) "Single Source Drug will have the meanrng setHon SeenersectroleZ?(k) (7) (A) (iv)
of theA :

Act as |mplemented bv 42 CFR 447 502

(t) "State Drug Utilization Data" means the totahmber of both fee-for-service (FFS) and
managed care organization (MCO) units of each do&agn and strength of the manufacturer's
covered outpatient drugs reimbursed during a rgi@ated under a Medicaid State Plan, other
than units dispensed to Medicaid beneficiarieswet purchased by covered entities through
the drug discount program under section 340B ofthielic Health Service
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Act; state utilization data is supplied on the CRS44 form (that is, the state rebate invoice).

(aau) "States"'means-the 50-states-and-the District of Columllidnave the meaning as set forth in
42 CFR 447.502

(bbv) "State Medicaid Agency" means the agency desaghly aStatestateunder
Sectiorsectionsl 902(a)(5)efthe-Actto administer or supervise the administration ef th
Medicaid program.

(eaN) Un|t means drug un|t |n the Iowerslenmabteameent—(eg—tableteepeapsmeﬁferesol

Seeretarysovered outpatrent druq per trntstructlons provrde&epsuant—te—Append%m CMS-
367

(eelx) "Unit Rebate AmounfURA)" means thenit-amountcomputed-by-the Health-Care
Financing-Administration-to-which-the-Medicaamputed amount to which the state drug

utilization infermation-may-bdata isapplied byStatestatedn invoicing the
Manufacturemanufacturefor the rebate payment due.

(y) “United States” will have the meaning as se&tHon 42 CFR 447.502.

e ala' a D a a

Qatpatrent—Drugrwrll have the meaning as set forth in sectlon 19)2(1&) of the Act as
implemented by 42 CFR 447.502.

[l. Manufacturer's Responsibilities

In order for the Secretary to authorize th&tatestatereceive payment for the
Manufacturermanufacturer'slirugs under Title XIX of the Act, 42 U.S.C. Sectib896 et seq.,
the Manufacturemanufactureagrees to thellewing:-requirements as implemented by 42 CFR
447.510 and the following:

(a) The manufacturer shall identify an individualmi of contact at a United States address to
facilitate the necessary communications with statidds respect to rebate invoice issues.

(b) Beginning with the quarter in which the NatibDaug Rebate Agreement (rebate agreement)
is signed, calculate, and report all required pgaiata on every covered outpatient drug by
NDC in accordance with section 1927 of the Act aadmplemented by 42 CER)To-calculate
and447 510 Furthermoreexcept as provrded under sectron V(b) of thrseagtenttamakee

pardﬁfepbs,etheétataweeheard—Agemnanufacturers are requwed to make a rebate pa\,rment

accordance with each calculated URA to each Statdiddid Agency for the manufacturer's
covered outpatient drug(s) by NDC paid for by tteteduring aguarterebate period-A-separate

For Review Purposes Only; Refer to Federal Register for Agreement Text
5
Hogan Lovells US LLP



November 2016 Proposed Agreement Marked Against 1292001) Agreement

(c) In accordance with the specifications purstwardffice of Management and Budget (OMB)-
approved CMS-367c form, report all covered outpatirugs and corresponding drug product,
pricing, and related data to the Secretary, upoereg into this agreement. This information is
to be updated as necessary to include new NDCszaates to existing NDCs. CMS uses drug
information listed with FDA, such as Marketing Gatey and Drug Type, to be able to verify in
some cases that an NDC meets the definition oivared outpatient drug, therefore,
manufacturers should ensure that their NDCs artrel@cally listed with FDA. Reports to CMS
should include all applicable NDCs identifying tiheig product which may be dispensed to a
beneficiary, including package NDCs (outer packd@¥s and inner package NDCSs).

(d) Beginning with the effective date quarter am@é¢cordance with the specifications pursuant
to OMB-approved CMS-367a form, report quarterhcprg data to the Secretary for all covered
outpatient drugs in accordance with 42 CFR 447.3hi includes reporting for any package
size which may be dispensed to the beneficiary. miipufacturer agrees to provide such
information within 30 days of the last day of eaebate period beginning with the effective date
quarter. Adjustments to all quarterly pricing dsitall be reported on at least a quarterly basis.

(e) In accordance with the OMB-approved CMS-36#mfaeport information including
monthly AMPs and monthly AMP units for all coveredtpatient drugs in accordance with 42
CFR 447.510. The manufacturer agrees to providie stiermation within 30 days of the end of
the month of the effective date, and within 30 dafysach month thereafter.

(bf) Except as provided under V(b), to makehrebate paymentereach-calendarguarter
within 30 days after recelvmfgemtheStateme—Memeald—UMzaueFHn#emq&Heneeﬁnmmls

M&nuiaetu;estate rebate invoice. The manufactusenesponsmle for tlmely payment of the

rebate within 30 daysfreceivingo long as the state invoice contaiatsa minimuminformation
onthe number of units paithy NDC numberin accordance with 1927(b)(1) of the Act. To the
extent that changes in product, pricing, or relatath cause increases to previously submitted
total rebate amounts, the manufacturer will be sasible for timely payment of those increases
in the same 30 day time frame as the current rebabéce.

((—:g) To comply W|th the condltlons of 42 U.S.C. sentir89&r 8, changes there@qd

meneiaetuwter |mplement|nq requlatlons agency qwdance armIAhreement

(d_h) In accordance with 1927(a)(1) of the ABbatrebate agreements between the Secretary
and theManufacturemanufactureentered into before March 1, 1991 are retroad¢tvéanuary
1, 1991. Rebate agreements entered into on orMéerh 1, 1991 shalichave a mandatory

effectivedate equal tthe first day of thealendarguarteebate periodhat begins more than 60
days after the date the agreement is enteredRatioate agreements entered into on or after
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November 29, 1999 will also have an effective dafeal to the date the rebate agreement is
entered into that will permit optional state cowsraf the manufacturer’'s NDCs as of that date.

(i) To obtain and maintain access to the systerd bgeghe Medicaid Drug Rebate program, use
that system to report required data to CMS, andrenhat their contact information is kept
updated as required in the OMB-approved CMS-367ih.fo

(h]) To continue to makeRebate-Paymemebate paymerdn all of itsCevered-Outpatient-Drugs

covered outpatient drudsr as long as an agreement with the Secretaryfierce andstate
Medicaid-Utilization-informatiogtate utilization dateeports that payment was made for that
drug, regardless of whether thenufacturemanufacturecontinues to market that drug. If there
are no sales by théanufacturemanufactureduring aguarterebate periodthe AMP and3est
Price-ladbest pricereportedcontinue-to-be-used-in-caleulating-rebatethe prior rebate period

should be used in calculating rebates.

(k) To keep records (written or electronic) of théadand any other material from which the
calculations of AMP an@&est-Pricebest pricewere derivedn accordance with 42 CFR 447.510,
and make such records available to the Secretany tgmjuestin the absence of specific
guidance in section 1927 of the Aetderdiederalregulations and the terms of this agreement,
the Manufacturemanufacturemay make reasonable assumptions in its calculatbA$/P and
Best Pricbest price consistent with thatentpurposeof section 1927 of the AcEkederdiederal
regulations and the terms of this agreement. Arceoritten or electronicputiningexplaining
these assumptions must also be maintaibpgdhe manufacturer in accordance with the
recordkeeping requirements in 42 CFR 447.534, aol secords must be made available to the
Secretary upon request.

(1) To notify CMS of any filing of bankruptcy, arid transmit such filing to CMS within seven
days of the date of filing.
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\ lll. Secretary’s Responsibilities

(a) The Secretary wilklse-hiemploybest efforts to ensuteatthe Stateagency-wilMedicaid
Agency sha Iteportto theManHtaetutemanufacturerwnhln 60 days of the Iast day of each
cHE 8 : or
elenngtheuqeaptelrebate perlod the rebate invoice (CMS R 144) errthnlmum ut|I|zat|on
information as described in section II(f) of thig@ement, that is, information about Medicaid
utilization of covered outpatient drugs that weagddor during the rebate period. Additionally,
the Secretary will expect any changes to prior tgulgrstate drug utilization data to be reported
at the same time.

(b) The Secretary may survey thddenufacturers-and-\Wholesalaigolesalers and
manufacturershat directly distribute their covered outpatidniigs to verify manufacturer prices
and may impose civil monetary penaltiepas4dedet forthin section 1927(b)(3)(B) of the Act
andsectionlV of this agreement.

(c) The Secretary may audittanufacturer-calculations-of AMP-and-Best Pneanufacturer
information reported under section 1927(b)(3)(A}rud Act.

IV. Penalty Provisions ‘

(a) The Secretary may impose a civil monetary pgnaddersectionlli(b), up-to-$100,000-for
each-item;-on-a-wholesaler,manufacturer—ordgeset forth in 1927(b)(3)(B) of the Act and
applicable regulations, on a wholesaler, manufectar direciseller of aCevered-Outpatient
Drugcovered outpatient drudf a wholesaler, manufactuter direct seller of &overed
Outpatient Drugcovered outpatierdrug refuses a requdsy the Secretary, or the Secretary’s
designeefor information aboutovered outpatient drucharges or pricesy-the-Secretary-in

connection-with-a-survegr knowingly provides false informatipmcluding in any of its
guarterly reports to the Secretafhe provisions of section 1128A of the Act (ottwan

subsection (a) (with respect to amounts of persatireadditional assessments) and (b)) shall
apply as set forth in section 1927(b)(3)@)he Act and applicable regulations

(b) The Secretary may impose a civil monetary ggnah-an-amount-notto-exceed-$100;0f00,
each item of false information as set forth in 1(®2@)(C)(ii)_of the Act and applicable

requlations

(c) The Secretary may impose a civil monetary pgrat failure to provide timely information
on AMP Best—llneeLePBase—Ddtest prlce or base da&MP The amount of the penalty shall be
A videteterminedas

set forth in 1927(b)(3)(C)(|0)f the Act and appllcable requlatlons

(d) Nothing in this Agreement shall be construetimit the remedies available to the United
States or the states for a violation of this Agreetior any other provision of law.
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‘ V. Dispute Resolution-MEBICAID-UTHIZATHONINFORMATION-

Ageney—pner—te—the—due—date—rn—u{ka manufacturer drscovers a potentral drscrepandv state

drug utilization data on the rebate invoice, whibe manufacturer and state in good faith are
unable to resolve prior to the payment due datenthnufacturer will submit a Reconciliation of
State Invoice (ROSI) form, the CMS-304, to theestéit such a discrepancy is discovered for a
prior rebate period’s invoice, the manufacturet sulbmit a Prior Quarter Adjustment Statement
(PQAS) form, CMS-304a, to the state.

(b) If the Manufacturemanufacturer disputes in good faith any part ofdtiage drug utilization
data on the rebate invoice, the manufacturer plaglithe state for the rebate units not in dispute
within the requrred due date in Il (f). Upon resmdu of the drspute the manufacturer erI either

pob el h aIance due, |f any plls
reasenabferateofterest as set forth in sectron 1903(d)(5) ofAbe will be-paid-or-creditedr be
issued a credby theManufacturer-er-the Stagtateby the due date of the next quarterly payment

in lI(bf)-afterresolution-of the-dispute

(c) TheStatestateand theManufaeturemanufacturewrll use their best efforts to resoltie=
h-heationa dispute arising under (a) or (b) above
wrthrn 60 davs of the state s recerpt of the maantifeer's ROSI/PQASIn the event that the
Statestateandthe-Manufacturananufactureare not able to resolediscrepandhe dispute
within 60 days, CMS shall require tBeatestateto make available to thdanufacturerthe

Statananufacturer the same stdearingmechanism-available-underthe-Medicaid-Program (42
Code-of Federal-Regulations-section447.253-(m¢chanism available to providers for Medicaid

payment disputes.

(d) Nothrng |n thrs sectron shaII preclude the trghtheManufaeturemanufactureto audit the

sha#eneeuragetheManufae&starte druq utrlrzatron data reported (or requn(edbe reported) by
the state. The Secretary encourages the manufaenddheStatstateto develop mutually
beneficial audit procedures.

(fe) TheStatestatehearing mechanism is not binding on the Secrdtargurposes offisthe
Secretary’sauthority to implement the civil money penalty yigioons of the statute or this
agreement.

agreement.
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VHVI. Confidentiality Provisions

(a) Pursuant tesectiosection1927(b)(3)(D) of the Act and this agreement, infation
disclosed by thétanufacturemanufacturem connection with thig\greemenagreemenis
confidential and, not withstanding other laws, waitit be disclosed by the Secretary or State
Medicaid Agency in a form which reveals thenufacturemanufactureror prices charged by

the Manufacturemanufacturerexcept asiecessary-by-the-Secretary-to-carry-out-the-gamasf
section-1927-of the-Actand-to-permitreviauthorizedunder sectiod927-of the-Act-by-the
ComptrollerGeneral1927(b)(3)(D).

(b) TheManufacturemanufacturewill hold-State-Medicaid-Utilization-hfermatiostate drug
utilization dataconfidential. If theManufacturermanufactureaudits this information or receives
further information on such data, that informatsdrall also be held confidential. Except where
otherwise specified in the Act or agreement;theufacturemanufacturewill observeState
confidentiality statutes, regulatigrend other properly promulgated policgncerning such data

(c) Notwithstanding the nonrenewal or terminatidnhis Agreemeragreementor any reason,
these confidentiality provisions will remain in lffbrce and effect.

\ VALVIL. Nonrenewal And Termination \

(a) Unless otherwise terminated by either partygpant to the terms of this
AgreemeragreementtheAgreemenagreemenshall be effectivéor-an-initial period-of one-year
beginning on the date specified in sectiodh)(of this agreement and shall be automatically
renewed for additional successive terms of one yekss thé-abelermanufacturegives

written notice of intent not to renew the agreenaréast 90 days before the end of the current
period.

(b)_In accordance with section VIl (a) of this agreaeméhe manufacturefhe-Manufacturemay
terminate the agreement for any reason, and suctmi@ion shall become effective the later of

the first day of the firstalendarguarteebate periodbeginning 60 days after the
M&naiaetu;emanufacturegwes written notlceeqﬁre%ﬂgJeemaanen—eHh&enm%@Ia{euef the

ayrequesting termination, or

CMS |n|t|ates termlnatlon via ertten nOtICG tO nhuanufacturer
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{e)The Secretarmay terminate thagreemenfgreemenfor viclations-of this-agreement-or

failure of a manufacturer to make rebate paymentke state(s), failure to report required data,
for other violations of this agreement,ather good cause upon 60 days prior written ndtice
the Manufacturemanufactureof the existence of such violation or other goadse. The
Secretary shall provide, upon request}amufacturemanufacturewith a hearing concerning
such a termination, but such hearing shall notyditla effective date of the termination.

(c) Manufacturers on the Office of Inspector Gehe(®I1G’s) List of Excluded
Individuals/Entitieq Exclusion List) will be subject to immediate termiimn from the Medicaid
drug rebate program unless and until the manufectsireinstated by the OIG. Appeals of
exclusion and any reinstatement will be handledcoordance with section 1128 of the Act and
applicable regulations. Manufacturers that areh@nQ@1G Exclusion List and are reinstated by
the OIG under certain circumstances may be evaldataeinstatement to the Medicaid drug
rebate program by CMS. Reinstatement to the Mediidaig rebate program would be for the
next rebate period that begins more than 60 days fthe date of the OIG’s reinstatement of the
manufacturer after exclusion.

(d) If this rebate agreementdsnrenewed-arerminated, thé4anufacturemanufacturers
prohibited from entering |nto another rebate agmtﬂmqe#eweledset forthln section
1927(b)(4)(C) of the Act: ) D
the-terminatiodor at least one rebate perlod from the effectlated)f the termlnatlon and the
manufacturer addresses to the satisfaction of CiSatstanding violations from any previous
rebate agreement(s), including, but not limitedoiyment of any outstanding rebates and good
faith efforts to appeal or resolve matters pendavith the OIG,unless the Secretary finds good
cause for earlier reinstatement.

(e) Any nonrenewal or termination will not affeetoates due before the effective date of
termination.

PXVIIl. General Provisions

(a) This agreement is subject to any changes iM#micaid statute or requlations that
affect the rebate program.

(ab) Any notice required to be given pursuant to #rens and provisions of thisgreement-will
be-sentin-writincagreement will be permitted in writing or electrecadly.

Notice to the Secretary will be sent to:
CenteCentersfor Medicaid andstate- Operatioi@HIP Services
Family-and-ChildrenBisabled & ElderlyHealth Programs Group
Division of -Benefits,- Coverage-and-Payreharmacy
Post Office Box-26686
Mail Stop S2-14-26
7500 Security Bivd
Baltimore, MD21207-04821244
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The CMS address may be updated upatiennotice to theManufacturemanufacturer
Notice to theManufacturemanufacturewill be sent to themail and/or physical mailingddress

as providedvithunder section X othis agreement and updated updsmnufacturemanufacturer
notification to CMS at themail and/oaddress in this agreement.

(bc) In the event of a transfer in ownership of Eh@iufacturemanufacturerthis agreement
isand any outstanding rebate liability @anetomatically assigned to the new owner subjettdo

conditionsspecifieds set forthn section 192and-this-agreemeott the Act-

(ed) Nothing in thisAgreemersigreemenwill be construed to require or authorize the
commission of any act contrary to law. If any psiwn of thisAgreemeraigreemenis found to
be invalid by a court of law, thisgreemeragreementvill be construed in all respects as if any
invalid or unenforceable provision were eliminatadd without any effect on any other
provision.

(de) Nothing in thisAgreemersigreemenshall be construed as a waiver or relinquishméang
legal rights of theanufacturemanufactureor the Secretary under the Constitution, the Act,
other federal laws, egtatestatelaws.

(ef) The rebate agreement shall be construed in aanoedwith Federadommeonlaw and
ambiguities shall be interpreted in the manner Wihest effectuates the statutory scheme.

(fg) The terms "State Medicaid Agency" and "Manufaetumcorporate any contractors which
fulfill responsibilities pursuant to the agreemantess specifically provided for in the rebate
agreement or specifically agreed to by an apprtgfaMS official.

(gh) Except for the conditions specified inddf) andb< VIl (a), thisAgreemeraigreementvill

not be altered except by an amendment in writiggesd by both parties. No person is authorized
to alter or vary the terms unless the alteratigreaps by way of a written amendment, signed by
duly appointed representatives of the Secretartlamdanufacturemanufacturer

(ki) In the event that a due date falls on a weekerekbderal holiday, the report or other item
will be due on the first business day followingttihweeekend or Federal holiday.

IX. X-CMS-367APPENDDC

Appendix-ACMS-367attached hereto is part of this agreement.
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XtX. Signatures

FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES

By: Date:
(signature)

Title: BeputyDirector
FinanceSystems-and-Quaigabled and Elderly Health Prograf@soup
Center for Medicaid andstate Operatiof@HIP Services

Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services

ACCEPTED FOR THE MANUFACTURER
| certify that | have made no alterations, amendsienother changes to this rebate agreement.

By:

(signature) (please prniaime)

Title:
Name of Manufacturer:
Manufacturer Address

Manufacturer Labeler Code(s):
Date:
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