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WOODALL, Justice.

AstraZeneca LP and AstraZeneca Pharmaceuticals LP
{hereinafter referred to Jointly as "EstraZeneca™) ;-
Smithkline Beecham Corporation d/b/a Glaxosmithkline ("GSK"™);
and Neovartis Pharmaceuticals Corporation ("Novartis") appeal

from judgments entered on jury verdicts in favor of the State

'AstraZeneca LP and AstraZeneca Pharmaceuticals LP have
stipulated that they are to be regarded as one entity for
purpcses of trial and appeal.
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of Alabama in actions alleging that AstraZeneca, GSK, and
Nowvartis fraudulently inflated the prices of their
prescription drugs for purposes of reimbursement by the
Alabama Medicaild Agency ({("Lhe AMA"). We reverse the trilal
court's judgments and render Jjudgments for AstraZeneca, GSK,
and Novartis.

I. Factual and Procedural Background

This is the third time some aspect ¢of this litigation has

been before us. See Ex parte Novartis Pharmaceuticals Corp.,
975 So. 2d 297 (Ala. 2007 ("Novartis I"), and Ex parte

Novartis Pharmaceuticals Corp., %%1 S3c. 2d 1263 (Ala. 2008)

("Novartis II"}. These cases are exemplary of litigaticn

currently pending 1n state and federal «ccurts involving
allegations that the nationwide pricing policies of
pharmaceutical manufacturers caused states Lo over-reimburse
providers of prescription drugs under Lthe states' respective
Medicaid programs.

"The Medicaid program was created in 1965, when Congress
added Title XIX tc the Social Security Act, 79 3Stat. 343, as
amended, 42 U.S.C. § 1396 et seq. ... [('The Medicaid Act')],

for the purpose cof providing federal financial assistance to
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States that choose to reimburse certain costs of medical

treatment for needy persons." Harris v. McRae, 448 U.S5. 257,

301 (1980). "Although participation in the Medicaid program
is entirely optilonal, once a State elects Lo participate, 1t
must comply with the reguirements of Title XIX." 448 U.3. at
301. Medicaid provides "Jjoint federal and state funding of
medical care for individuals who cannot afford to pay their

own medical costs." Arkansas Dep't of Health & Human Servs.

v. Ahlborn, 547 U.S. 268, 275> (2006}. The "[flederal

financial participation,”™ 42 C.F.R. & 4320.1, was, during the
time relevant to this dispute, approximately 70% of the amount
of the expense the AMA incurred under its Medicaid program.
At the federal level, Medicaid 1s administered by the
Centers for Medicaid and Medicare Services ("the CMS'"),
formerly known as the Health Care Financing Administration,

See Centers for Medicare & Medilicailid Services; Statement of

Organization, Functions and Delegations of Authority;

Reorganization Order, &6 TFed. Reg. 35,437 (July 5, 2001);

Statement o©of Organization, Functions, and Delegations of

Authority, 49 Fed. Reg. 35,247 (Sept. &, 1984); Reorganization

Order, 42 Fed. Reg. 13,262 (Mar. &, 1977). The CMS mcocnitors
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the states' compliance with federal law to, among other
things, ensure that "payments J[are] sufficient to enlist
enough providers so that services under the |[program] are
avallable to recipients at least Lo the extent that those
services are availabkle to the general pcocpulation.” 42 C.F.R,.
§ 447,204.° "Providers" are typically physicians and retail
pharmacies that dishurse prescription drugs to persons
eligible for Medicaid henefits.

The AMA reimburses providers for drugs they dispense to

eligible recipilients. Reimbursement must, however, be made
consistent with a methodology adopted with the approval of the
CMS that takes economy into account. See 42 C.F.R. & 447.512
(formerly 42 C.F.R. & 447.331). For the brand-name drugs at
issue in these appeals, reimbursement must not exceed, in the
aggregate, the lesser of " (1} [fThe Fstimated Acguisition Cost
{'"the EAC'") of the drug] plus reascnable dispensing fees ...;
or (2} [plroviders' usual and customary charges to the general
public."™ 472 C.F.R. § 447.512 (b}. EAC 1s defined as "the

agency's bkest estimate ¢f the price generally and currently

“According to the c¢urrent commissioner of the AMA,
"federal law requires [the State] ... to provide comparable
access to services for a Medicaid recipient that [anvone]
would receive in the private market."

5
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palid by providers for a drug marketed or scld by a particular
manufacturer or labeler 1in the package size of drug most
frequently purchased by providers.”" 42 C.F.R. & 447.502. In
other words, Medicaid reimbursements may be made cn the basis

of what providers actually paid for each drug ¢r on the basis

of an estimated cost. Various reimbursement methodologies are
employved by Lthe varicus state Medicaid agencies to obtain the
EAC for each drug disbhbursed under their Medicaid programs.
The goal is to produce a payment rate sufficient to encourage
providers to participate in the Medicaid program, while, at
the same time, minimizing Medicaid costs.

Federal financial participation in the state Medicaid
programs 1s made contingent upon a methodeology that, in the
view of the CMS, sufficiently addresses the somewhat competing
okbjectives of adequate compensation and economy. However, the
CMS has afforded Lhe states flexibility in the formulas by
which they attempt to arrive at the EAC. Formulation of these
methodologies ordinarily involves the use o¢f informaticon
supplied by pharmaceutical manufacturers to a naticonal price
compendium, such as First DataBank, Inc. ("DataBank™) .

DataBank defines itself as a "point of care database company
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whose purpose 1t 1s to provide custom drug [information]
according to Medicaid specifications focused on providing
accurate drug pricing."

Drug-pricing information 1s typically reported in the
form of "wholesale acquisition cost™ ("WAC"} or in the form ¢of
both WAC and "average wholesale price" ("AWBE™). Definitions
for AWP and WAC have varied throughout the industry during the
period relevant to this dispute. However, AWP was defined in

DataBank, Mconthly Interest (September 1591}, as:

"[Aln average price which a wholesaler would charge
a pharmacy for a particular product. The operative
word 1s averags. AWP never means that every
purchase o¢f that product will be exactly at that
price. There are many factors involved in pricing
at the wholesale level which <¢an modify the prices
charged even among a group of customers frcm the
same wholesaler. AWP was developed because there
had to bhe some price which all parties could agree
upon if machine processing was to bes pogsible.”

(Emphasis in original.)
In 1%92, the Health and Human Services State Medicaid

Manual ("the Medicaid manual") explained that "AWP levels

overstate the prices that pharmacists actually pay for drug

products by as much as 10-20 percent because thevy do noct

reflect discounts, premiums, special offers or 1incentives,

etc.," {(Emphasis added.)
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In 1936, the Congressicnal Budget 0ffice published CBRO

Papers: How the Medicaid Rebate on Prescription Drugs Affects

Pricing in the Pharmaceutical Industry (19586} . That

publication stated, in pertinent part: "The average wholesale

price (AWP) is the published (list) price that manufacturers

suggest wholesalers charge their customers. Wholesalers

usually charge pharmacists a price that 1s lower than the AWP,

which ig the price thet is most widely available in published

form." Id. at 20 (emphasis added).
A similar definition fcocr AWP appesared 1in Novartis,

Pharmacy Benefit Report: Facts & Figures (2000):

"Average wholesale price (AWE) -- A published
suggested wholesale price for a drug, based on the
average cost of the drug to a pharmacy from a
representative sample of drug wholesalers. There
are many AWPs available within the industry. AWP ig
often used by pharmacies to price prescriptions.
Health plans also use AWP -- usually discounted --
as the basis of reimbursement of covered

medilications.”

{(Emphasis added.)

WAC was specifically defined in the Medicare Prescripticn
Drug Improvement and Modernization Act of 2003, Pub. L. No.
108-173, & 303, 117 Stat. 2066, 2242 (2003), codified at 42

U.S.C. § 13%bhw-3al(c}) (6) (B}, as follows:
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"The term 'wholesale acguisition cost' means, with
respect to a drug or biclogical, the manufacturer's
list price for the drug or biclogical to wholesalers
or direct purchasers 1n the United States, not
including prompt pay or other discounts, rebates or
reductions in price, for the most recent month for
which the informaticn is available, as reported in
wholesale price guides or other publications of drug
or biological pricing data."

(Emphasis added.) Public Law No. 108-173, § 303 (1) (4} (B) (iii),
amended the Medicaid Act to incorporate this definition of WAC
into the Mediceid statutory scheme. See 42 U.S.C. § 13867r-
8({b) (3)y (A) (1ii) (II}. Not all such industry publications have
defined WAC/AWP as "suggested™ or "list" prices.

In the 1970s, the AMA merely reimbursed providers on the

basis of their actual acguisition price. Indeed, in a letter

to the "hearing clerk"™ of the United States Food and Drug
Administration, dated February 13, 1975, Sam T. Hardin, then
director of the AMA Pharmaceutical Services Medical Services
Administration, objected to any proposed rule that woculd
replace the AMA's actual-cost basis, tThen current, with a
methodology based on AWP. More specifically, he stated:
"Based on a study recently conducted for several of cur tcp

200 drugs, & savings 1s being realized by use of actual cost
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ve. AWP ...." Nevertheless, in the early 1980s, Lhe AMA began

reimbursing providers at a rate of 100% of AWP.’

In June 1%85, however, Richard Morris, associate regional
administrator of the Department of Health and Human Services
{"the DHH3"} sent a letter to then AMA Commissioner Faye
Baggiano ("the Morris letter"), threatening to withdraw
federal financial participation from the Alabama Medicaid
program because of the AMA's use of 100% of AWP as the basis
for reimbursement. The letter stated:

"This is to inform vyou of corrective action belng
pursued by this office to secure compliance with
Federal regulations regarding Medicaid prescription
drug reimbursement and to request your asslistance in
implementing certain changes by COctcber 1, 1985.

"The Federal reqgulaticns at 42 CFR 447,331
[currently 42 C.F.R. & 447.512] provide that the
State Agency may not pay more for prescribed drugs
than the lower of ingredient cost plus a reasonable
dispensing fee or the provider's usual and customary
charge to¢ the general public. Costs for certain
multiple source drugs are subject Lo the lower of
'estimated acguisiticn cost' (EAC) or the 'maximum
allowable c¢ost' (MAC) 1limit as published 1in the
Federal Register. For all other drugs, fhe
allowable cost limit 1s the State Agency's best
estimate of what price providers generally are
paying based on the package size providers most
fregquently purchase -- 42 C.F.R. 447.332(c}.

At all times relevant to this dispute, the AMA was
receiving, pursuant to a contract with DataBank, drug-pricing
information from DataBank.

10
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"As early as 1975 the [DHHS] cauticned against the
use of AWPs as estimates of drug ingredient costs by
stating in the preamkble to the final Federal
Regulations that published wholesale prices are not
closely related to prices actually paid by
providers. This has been reiterated by the [DHHS]
over the vears to State Medicalid Agencies through
policy issuances which have stated that the
estimeted acguisition cost (EAC) should ke 'as close
as feasikle to the price generally and currently
paid by providers.' In June 1984, the DHHS CQffice
of Tnspector General issued a Report to Congress and
HCFA J[currently the CMS] recommending acticn to
reduce inflated Medicaid drug reimbursement. The
IG's recommendations were based on a national review
of State practices Lhrough intensive gsample surveys
in six States. The reviews consistently showed that
Medicaid FACs were primarily based on published
average wholegsale prices (AWPs) which were inflated
by an average of 15.96 percent. HCFA acceptance
samples in Florida and Georgia confirmed the IG's
findings.

"Cn the face of this substantial data, we convened
a workgroup comprised of Region IV State Medicaid
Consultant Pharmacists to develcop a range of cptions
to reduce the inflated levels of drug reimbursement
caused by use of AWP as 'estimated acguisition cost'

(BAC) . The Alabama representative, Mr., Sam Hardin,
was an active participant in the workshop and his
contributions were appreciated. In two meetings

during April and June 1985, State and Regional
Cffice staff reached an agreement on the fcocllowing
methodology for cbtaining the Estimated Acguisition
Cost (EAC):

"OChtain the Wholesale Acquisition [Cost]

(WA[C]) for each drug in the State
formulary and add 5.01 percent to that
price. The product obtained will ke tLhe

maximum allowable amount payable.

11
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"The methcdology set focrth above should produce a
price that i1is 13.9 percent below AWP and result in
an EAC adjusted to meore realistically reflect actual
cost 1in the package size providers buy most
freguently.

"In the past, States which utilized the AWP as
'egstimated acguisition cost' have not been found to
be out of compliance with Federal requlations.
Further, no sanctions or penalties have Dbeen
applied. However, based on current conclusive
evidence that the published AWP does not reflect the
true cost of drug products we do not consider 1t
acceptable for use as the State's EAC, unless the
AWP has bheen reduced significantly to reflect a more
accurate representation of the true estimated
acgulsition cost of a drug. As an alternative, HCFA
will find acceptable either the methodology
developed by the Region IV EAC workgroup or another
methodology that would result in eguivalent
reductions,.

"RBased on our understanding of c¢current Alabama
practice, vyour current FEAC methodology does not
result 1in 'estimated acguisition cost' consistent
with the intent of the regulations at 42 CFR
447 ,331-447.332., Therefore, it is our opinion that
Alabama ccocmplliance with these Federal requirements
is in guestion. Unless we receive evidence that
Alabama has effected changes in the EAC
determination methodolcogy consistent with Lthe
principles previously described, effective no later
than Qctober 1, 1985, this issue will be reported to
the HCFA Central 0Office con the compliance report for
the guarter ending September 30, 1985. In addition,
Federal financial participation (FFP) will not be
avallabkle beyond September 30, 1985, in payments for
prescribed drugs in excess of the amounts that would
have heen achieved had Alabama implemented the EAC
methcdeology developed by the Region IV Drug
Reimbursement Workgroup (i.e. wholesale acguisition
[cost] (WA[C]) plus 5.01 percent), cor a comparable

12
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methodology approved by the Health Care Financing
Administration pricr to implementation.

"Please advise this office by July 8, 1985 of your
time frame for implementing the new EAC.
methodology. As always, we stand ready to be of
asslistance upon reguest.”

{(Emphasis added.)
Baggiano responded to the Morris letter on June 26, 1985,
Her letter stated:

"This 1is 1in 7response to your letter of June 18
concerning corrective acticn being pursued by your
office to secure compliance with federal regulations
with regard to Medicaid prescription drug
reimbursement.

"This Agency plans fTo pursue and implement the
methodology for egstablishing the estimated
acquisition cost (EAC) for drugs pavable under the
program (i.e., wholesale acguisition [cost] (WA[C])
plus 5.01%) to bhe effective October 1, 1985.

"Tt is our opinion this c¢hange will plage Alabama in
compliance with the intent ¢f the regulations at 42
C.F.R., 447.331-.332."
{(Emphasis added.)
Cn September 6, 1985, the AMA sent "Provider Notice 85-
18" to "all pharmacies and dispensing physicians participating
in the Alabama Title XIX (Medicaid) Pharmaceutical Program,"”

notifving providers of the change in reimbursement

methodology. The notice stated, in pertinent part:

13
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"Through intensive sample surveys, the Department of
Health and Human Services (HHS) has determined that
published AWPs (average wholesale ©prices) are
inflated and that AWP 1s not the J[AMA's] 'best
estimate of what price providers generally are
paving for a drug.' The reviews ¢onsistently showed
that Medicaid EACs were primarily based on published
average wholesale prices. In crder to comply with
federal regulaticns, the methodology used to
determine estimated acquisition cost will be changed

effective October 1, 1985, The [AMA] will obtain
the wholesale acquisgition [cost] plus a percent to
arrive at Lthe estimated acqguisition cost. This

methodology will result in an EAC which more
realistically reflects the actual cost 1in the
package size providers buy most frequently.”

{(Emphasis added.)

Immediately afterward, the AMA conducted its own survey
of wholesale drug companies to determine whabt providers were
actually paving. On November 22, 1985, Baggiano sent Morris
a letter reporting the results of this survey. In that
letter, she also requested approval from the DHHS to increase
the markup froem WAC + 5.01% to WAC + 8.45%, based on the
survey results. Specifically, the letter stated:

"In accordance with federal regulations 42 CFR

447,332 [now 42 C.F.R. 447.512] effective QOctober 1,

1985, the [AMA] adopted the price methodology for

pharmacy programs as suggested by HCFA [now CMS]

regional office (WALC]) nlus 5.01%) for

reimbursement.

"Studies have since been conducted, and an
alternative methodolcgy is being forwarded for your

14
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approval. Studies congidered the €Leop 100 most
frequently prescribed drugs (600 entities) supplied
to Alabama Medicaid recipients. The [AMA] will
utilize the following methodology for obtaining
estimated acguisition cost: obtain the wholesale
acquisition [cost] (WA[C]) for each drug in the
state formulary and add 8.45% to that price.

"Studies were accomplished for Medicaid by the
two primary wholesale drug companies (Walker Dzrug
Company and Durr-Fillauer Medical, Inc.}, serving
80% of Alabama pharmacies. Copies of these studies
are attached for your review. The studies indicated
that the average percentage markup on WA[C] that
Alabema pharmacies are paving are 7.3% (Walker) and
7.6% (Durr-Fillauer}. The average of these
percentages 1is 7.45%. We are adding an additional
1% to compensate for higher cost paid by some
pharmacists who are unable Lo take advantage of
discounts. Discounts are offered only 1f they make
timely payments (twice monthly) and/or if they are
able to purchase 1in large wvolumes. With vyour
approval, we plan To implement this program
effective January 1, 1985 [sic].

"Your consideration and approval of this
alternative methodology is appreciated.”

{(Emphasis added.) On November 26, 1985, Morris replied to
Baggiano, stating that the DHHS accepted her "profifered
methodology and implementation date for iImplementing the
[AMA's] best estimate of the price providers generally are
paying for a drug(s)."

In March 1987, Carcl Herrmann, then an official at CMS3,

received an internal memorandum regarding "Initiative on

15
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Lowering Drug Acquisition Cost and the State of Alabama™ ("the
Initiative”™). The memorandum stated, 1in pertinent part:
"In approximately March 1985, under a HCFA [now
CMS ] PATRCL Initiative, States were instructed

{thrcugh HCFA Regional 0Offices) to obtalin betterx
estimations of acguisition costs on single source

drugs, Most States were using average wholesgale
price (AWP) llistings which are wusually about 20
percent higher than acguisition costs. A few

regions, including Atlanta, threatened S3States with

nonccoempliance 1f they didn't change thelr policy by

October 1, 1985, and revise their AWFP listings.”
{(Emphasis added.)

In 1%89, Carcl Herrmann came to Alabama to serve as AMA
commissioner. In that capacity, she sent a letter on February
26, 1992, to the associate regional administrator of the
Health Care Financing Administration (now the (MS). The
letter contained assurances that the AMA had reviewed "pricing
for multiple scurce drugs" and had found Medicaid expenditures
to be consistent with federal regulations, Attached to
Commissioner Herrmann's letter was an excerpt from the
Medicaid manual, stating, in pertinent part:

"Estimated acguisition costs (EAC) mean the agency's

best estimate of the price generally, and currently,

paid by providers for a drug marketed or sold by a

particular manufacturer or labeler in the package

gize most frequently purchased by providers. For

example, in the past, many States based the EAC upon
Average Wholesale Price (AWP) levels as contained in

16
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various commercially available publications.
However, a number of studies have shown that in
recent years the drug marketplace has changed and

there is a preponderance of evidence that
demonstrates that such  AWP levels overstate the
prices that pharmacists actually pay for drug

products by as much as 10-20 percent because they do
not reflect discounts, premiums, special offers or
incentives, etc. Consequently, absent valid
documentation to the contrary, a published AWP level
as a State determination of EAC without a
significant discount being applied is not an
acceptable estimate of prices generally and
currently paid by providers."

(Emphasis added.)
Meanwhile, on October 29, 1987, the AMA increased the

markup used in its reimbursement methodology from WAC + 8.45%

o\

to WAC + 9.2 This change resulted from surveys and
analytical studies conducted by the AMA after 1985. However,
beginning in approximately 1991, the AMA Dbegan supplementing

its methodology with the use of a discounted AWP.

Specifically, from 1991 through 2002, the AMA used AWP minus

10.2% (hereinafter "AWP - 10.2%") whenever the published AWP
was more current than the published WAC. Since 2002, the AMA
has used AWP - 10.2% whenever the discounted AWP formula
yields a 1lower number than the marked-up WAC formula. In
other words, since 1987, the AMA has -- with two exceptions -

o

reimbursed providers on the basis of either WAC + 9.2 or  AWP
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