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“Authorized generics” have increasingly been the 
subject of debate as brand-name firms more 
frequently incorporate them into lifecycle man-
agement strategies, often to dilute the effects of 
generic competition. The recently enacted Deficit 
Reduction Act of 2005 (DEFRA)1 may curb the 
marketing of some authorized generics through 
changes in the treatment of authorized generic 
pricing under the best price requirements of the 
Medicaid Drug Rebate Program, but the new law 
leaves several unanswered questions. This article 
discusses recent authorized generic litigation and 
DEFRA’s effects and ambiguities with respect to 
such products.

Authorized Generics
The Food and Drug Administration (FDA) has 
described an authorized generic as “[a]ny market-
ing by an [New Drug Application (NDA)] holder or 
authorized by an NDA holder, including through 
a third-party distributor, of the drug product 
approved under the NDA in a manner equivalent to 
the marketing practices of holders of an approved 
[Abbreviated NDA (ANDA)] for that drug.”2  Thus, 
instead of being manufactured and marketed by a 
generic drug firm pursuant to FDA’s approval of 
an ANDA, authorized generics are manufactured 
by, or under a licensing agreement with, the 
approved NDA holder for the brand-name drug, 
and are marketed by the brand-name firm or an 
affiliate, or, alternatively, another third party (e.g., 
an established generic firm) that splits the sales 
revenue or develops other royalty arrangements 
with the brand-name firm.

An authorized generic is like any other generic 
drug marketed in the United States insofar as 
being equivalent to a brand-name drug (since it 
is, in fact, the same drug). Although authorized 
generics are not listed in the Orange Book, they 
are fully substitutable for the brand-name drug.3  
Authorized generics have been marketed as generic 
drugs for purposes of selling them at a discount off 
the brand-name drug price, and have been subject 
to different rebates than ANDA-approved generics. 
The introduction of an authorized generic to the 
market typically is timed to coincide with either 
the end of the NDA holder’s marketing exclusivity 
period for the brand-name drug before there is 
generic competition, or with a generic applicant’s 
180-day exclusivity.4 

Authorized Generics in Court
In July 2004, FDA denied two citizen petitions 
submitted by Teva Pharmaceuticals USA Inc. 
(Teva) and Mylan Pharmaceuticals Inc. (Mylan) 

challenging the marketing of authorized generics.  
FDA concluded, in part, that “[t]he marketing of 
authorized generics during the 180-day exclusiv-
ity period is a long-standing, pro-competitive 
practice, permissible under the [Federal Food, Drug, 
and Cosmetic Act (FD&C Act)].”5 

Both Teva and Mylan promptly filed com-
plaints challenging FDA’s decision. Teva’s com-
plaint, which was filed 20 August 2004 in the 
United States District Court for the District of 
Columbia, alleged, among other things, that 
FDA’s petition response is irreconcilable with the 
fundamental premise of the Hatch-Waxman Act 
(i.e., to balance the competing interests of the 
brand-name and generic drug industries), and 
asked the court to order FDA to prohibit the sale 
of authorized generics prior to the expiration of 
180-day exclusivity.6  On 23 December 2004, the 
court granted summary judgment to FDA and 
stated that the FD&C Act “only prohibits the FDA 
from approving subsequent ANDAs until after the 
180-day exclusivity period has expired. Nothing 
in the statute provides any support for the argu-
ment that FDA can prohibit NDA holders from 
entering the market with a brand generic drug 
during the exclusivity period.”7  Teva appealed to 
the United States Court of Appeals for the District 
of Columbia Circuit, which affirmed the district 
court’s judgment on 3 June 2005.8 

Mylan initially filed a complaint on 4 August 
2004 in the United States District Court for the 
Northern District of West Virginia, challenging 
FDA’s July 2004 petition response. The complaint 
was voluntarily dismissed on 30 August 2004, 
after Mylan decided to reconsider some of its 
arguments, and was later refiled on 12 November 
2004.9  The refiled complaint alleged, in part, 
that FDA’s petition response violated the FD&C 
Act. On 29 September 2005, after adopting the 
Teva holding, the court dismissed the action and 
concluded that FDA’s interpretation of the FD&C 
Act was permissible.10 On 13 October 2005, Mylan 
appealed the decision to the United States Court 
of Appeals for the Fourth Circuit, which currently 
is considering the matter.

Some generic companies also have pursued 
state law claims against authorized generic dis-
tributors. For example, on 23 March 2004, Mylan 
filed a lawsuit in Superior Court in California 
against Procter & Gamble Co. (P&G) and Watson 
Pharmaceuticals Inc. (Watson) seeking declaratory 
and injunctive relief, as well as restitution, for 
Watson’s marketing of an authorized generic of 
P&G’s drug Macrobid.11  Mylan’s complaint alleges 
that the authorized generic arrangement violates 
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the California Business and Professions Code, § 
17200 (fraudulent business practice) and § 17500 
(untrue and misleading and false advertising). 
The case is still pending, but P&G has requested 
summary judgment.

On 8 June 2005, Endo Pharmaceuticals Inc. 
(EPI) filed a complaint against Purdue Pharma LP 
(Purdue), among other companies, in Superior 
Court in Connecticut, alleging a violation of 
the Connecticut Unfair Trade Practices Act.12 EPI 
claimed that Purdue was engaged in unfair trade 
practices by launching an authorized generic ver-
sion of Oxycontin. On 1 July 2005, the case was 
removed to the United States District Court for the 
District of Connecticut.13  On 19 September 2005, 
after EPI’s motion for remand to state court was 
denied, EPI voluntarily dismissed the complaint 
without prejudice to refiling.

The Medicaid Drug Rebate Statute 
Since generic companies were having no success 
challenging the marketing of authorized generics 
under the FD&C Act, challenges also were made 
to the treatment of authorized generics under 
the Medicaid Drug Rebate Program. Under the 
Medicaid Drug Rebate Statute,14 manufacturers 
are required to pay quarterly rebates to each 
state Medicaid program for all units of covered 
outpatient drugs reimbursed by the state Medicaid 
program. The Unit Rebate Amount (URA) for 
innovator drugs (i.e., drugs approved pursuant to 
NDAs) is based in large part upon the greater of 
the difference between the Average Manufacturer 
Price (AMP), which is a weighted average price 
to wholesalers selling to the retail class of trade, 
and the best price to any commercial customer, 
or 15.1% of the AMP.15  Authorized generics, like 
the brand-name drug, are considered innovator 
drugs because they are marketed under NDAs, 
not ANDAs.16  

Although the statute and Medicaid Rebate 
Agreement are ambiguous on the question of 
whether a brand manufacturer must include sales 
to an authorized generic distributor or the autho-
rized generic distributor’s sales to its customers in 
the brand manufacturer’s best price, the Centers 
for Medicare & Medicaid Services (CMS) has 
historically tacitly acquiesced to the practice of 
drug manufacturers excluding authorized gener-
ics from the best price or AMP of the branded 
version. During the last year, CMS came under 
pressure from Congress to reexamine this policy.  
In February 2005, Health and Human Services 
(HHS) Secretary Michael Leavitt testified during 
a Senate Finance Committee hearing that CMS 

could not administratively dictate that prices for 
an authorized generic affect the brand name 
drug’s best price.17  The following day, HHS issued 
a clarification saying that CMS could revise the 
definition of best price to account for the price of 
an authorized generic if it did so through notice-
and-comment rulemaking.18  On 18 March 2005, 
CMS Administrator Mark McClellan sent a letter 
to the Generic Pharmaceutical Association (GPhA) 
stating that “CMS is reviewing its policy on the 
calculation of prices for these drugs.”19  GPhA had 
been urging CMS to require that an NDA drug’s 
best price include the authorized generic price. 

DEFRA
With the enactment of DEFRA, signed into law on 
8 February 2006, generic manufacturers got much 
of what they were demanding.20  Although DEFRA 
does not specifically refer to authorized generics, 
the bill requires a manufacturer that “approves, 
allows, or otherwise permits any drug of the manu-
facturer to be sold under [an NDA] approved under 
[FD&C Act § 505(c)],” to include “all such drugs that 
are sold under [an NDA] approved under [FD&C 
Act § 505(c)]” in the manufacturer’s AMP and best 
price reports.21  Authorized generics (as with all 
NDA drugs) are drugs marketed pursuant to an 
application approved under FD&C Act § 505(c).

DEFRA is somewhat ambiguous as to what 
the manufacturer’s best price report is required to 
include. The revised “best price” definition states: 

The term “best price” means, with respect 
to a single source drug or innovator mul-
tiple source drug of a manufacturer 
(including the lowest price available to 
any entity for any such drug of a manufac-
turer that is sold under [an NDA] 
approved under [FD&C Act § 505(c)]), the 
lowest price available from the manufac-
turer during the rebate period to any 
wholesaler, retailer, provider, health main-
tenance organization, nonprofit entity, or 
governmental entity within the United 
States . . .22 

The bill also states that the best price of a brand 
manufacturer that “approves, allows, or otherwise 
permits any other drug of the manufacturer to 
be sold under [an NDA] approved under [FD&C 
Act § 505(c)], shall be inclusive of the lowest 
price for such authorized drug available from the 
manufacturer during the rebate period to any 
manufacturer, wholesaler, retailer  . . .”23   In other 
words, the brand manufacturer would have to 
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include all prices at which it sells the products, 
including prices to an authorized generic distribu-
tor. This will change the current treatment of sales 
to authorized generic distributors, which currently 
are excluded from best price.24 

There is some ambiguity, however, as to 
whether Congress intended to have the brand 
manufacturer include only the sale price to the 
authorized generic distributor or whether the 
brand manufacturer’s best price should also include 
prices from the authorized generic distributor 
to its own customers.25 Other DEFRA language 
requires a brand manufacturer to include in its best 
price reports “all such drugs that are sold under [an 
NDA] approved under [FD&C Act § 505(c)] . . .”26   
This seems to include the lowest price available 
to an entity that would otherwise be included in 
the best price, regardless of whether the lowest 
price was for the brand or the authorized generic; 
although the same provision then refers to the 
definition of best price discussed immediately 
above.27  Perhaps the best reading of this provision 
is that a brand manufacturer must include only the 
sale price to the authorized generic distributor; 
however, CMS might interpret these provisions 
more broadly to include subsequent sales by the 
distributor. In either case, including the sales 
prices to authorized generic distributors is likely 
to increase the brand manufacturer’s URA by 
lowering the best price.

Similarly, there is some ambiguity about what 
the brand manufacturer is required to include 
in the AMP. The current AMP definition is “the 
average price paid to the manufacturer for the drug 
in the United States by wholesalers for drugs 
distributed to the retail pharmacy class of trade.”28  
This seems to suggest that a brand manufacturer 
would only be responsible for including its own 
sales. However, DEFRA also added a new section 
to the AMP definition:

In the case of a manufacturer that ap-
proves, allows, or otherwise permits any 
drug of the manufacturer to be sold under 
[an NDA] approved under [FD&C Act § 
505(c), the definition of AMP] shall be 
inclusive of the average price paid for such 
drug by wholesalers for drugs distributed 
to the retail pharmacy class of trade.29 

This new section suggests that a brand man-
ufacturer’s AMP may include the authorized 
generic distributor’s prices as well, since it seems 
to be a separate, complete definition applicable 
to manufacturers described in it, and does not 

specify that it is limited to prices paid to the brand 
manufacturer. Moreover, the redundancy in the 
two provisions seems to suggest that the latter is 
intended to add the requirement to include the 
prices at which the authorized generic distributor 
sells the drug. It is also possible to read the new 
provision as describing a special case of the current 
definition, which does limit AMP-includible sales 
to those “paid to the manufacturer” and not to 
a manufacturer’s distributor. This reading would 
avoid the problem of including two sales of the 
same unit in AMP—the first from the manufac-
turer to the authorized generic distributor and the 
second from the distributor to its customer. Such 
“double counting” of a relatively low price could 
substantially reduce the brand manufacturer’s 
AMP, to the detriment of the government. In any 
event, the new changes will most likely reduce the 
brand manufacturer’s AMP.

Conclusion
Thus far, recent litigation surrounding authorized 
generics thus far has affirmed FDA’s position that 
the marketing of such products does not violate 
the FD&C Act; however, generic companies may 
yet prevail in state courts. On the legislative 
front, although the authorized generic provision in 
DEFRA has revised the treatment of such products 
under the Medicaid Rebate Statute, which will 
negatively affect the continued viability of autho-
rized generic arrangements, it also leaves several 
unanswered questions that will cause continued 
uncertainty in the treatment of authorized generic 
agreements under the Medicaid Rebate Program.   
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