H.R. 6: 21* Century Cures Act

4002. Excluding authorized generics from calculation of average
manufacturer price

(a) In general—

Subparagraph (C) of section 1927(k)(1) of the Social Security Act (42 U.S.C.
1396r-8(k)(1)) is amended—

(1) in the subparagraph heading, by striking “Inclusion” and
inserting “Exclusion”;

(2) by striking “a new drug application” and inserting “the manufacturer’s
new drug application”; and

(3) by striking “inclusive” and inserting “exclusive”.

(b) Effective date—

The amendments made by this section take effect on October 1, 2015.



Medicaid Drug Rebate Program Statute
42 U.S.C. §1396r-8(k)

(k) DEFINITIONS.—In the section—
(1) AVERAGE MANUFACTURER PRICE.—

(A) IN GENERAL.—Subject to subparagraph (B), the term “average manufacturer price”
means, with respect to a covered outpatient drug of a manufacturer for a rebate period,
the average price paid to the manufacturer for the drug in the United States by—.

(i) wholesalers for drugs distributed to retail community pharmacies; and
(ii) retail community pharmacies that purchase drugs directly from the
manufacturer.

(B) EXCLUSION OF CUSTOMARY PROMPT PAY DISCOUNTS AND OTHER PAYMENTS.—

(i) IN GENERAL.—The average manufacturer price for a covered outpatient drug
shall exclude—

(I) customary prompt pay discounts extended to wholesalers;

(1) bona fide service fees paid by manufacturers to wholesalers or retail
community pharmacies, including (but not limited to) distribution service fees,
inventory management fees, product stocking allowances, and fees associated
with administrative services agreements and patient care programs (such as
medication compliance programs and patient education programs);

(1) reimbursement by manufacturers for recalled, damaged, expired, or
otherwise unsalable returned goods, including (but not limited to)
reimbursement for the cost of the goods and any reimbursement of cosis
associated with return goods handling and processing, reverse logistics, and
drug destruction;

(IV) payments received from, and rebates or discounts provided to, pharmacy
benefit managers, managed care organizations, health maintenance
organizations, insurers, hospitals, clinics, mail order pharmacies, long term care
providers, manufacturers, or any other entity that does not conduct business as
a wholesaler or a retail community pharmacy

(V) discounts provided by manufacturers under section 1860D—14A.

(ii) INCLUSION OF OTHER DISCOUNTS AND PAYMENTS.—Notwithstanding clause (i),
any other discounts, rebates, payments, or other financial transactions that are
received by, paid by, or passed through to, retail community pharmacies shall be

included in the average manufacturer price for a covered outpatient drug.



(C) INCLUSION OF 505(C) DRUGS.—In the case of a manufacturer that approves, allows,
or otherwise permits any drug of the manufacturer to be sold under a new drug application
approved under section 505(c) of the Federal Food, Drug, and Cosmetic Act, such term
shall be inclusive of the average price paid for such drug by wholesalers for drugs
distributed to the retail community pharmacies.

(2) COVERED OUTPATIENT DRUG.—Subject to the exceptions in paragraph (3), the term
“covered outpatient drug” means—

(A) of those drugs which are treated as prescribed drugs for purposes of
section 1905(a)(12), a drug which may be dispensed only upon prescription (except as
provided in paragraph (5)), and—

(i) which is approved for safety and effectiveness as a prescription drug under
section 505 or 507 of the Federal Food, Drug, and Cosmetic Act or which is
approved under section 505()) of such Act;

(ii)(1) which was commercially used or sold in the United States before the date of
the enactment of the Drug Amendments of 1962 or which is identical, similar, or
related (within the meaning of section 310.8(b)(1) of title 21 of the Code of Federal
Regulations) to such a drug, and (I1) which has not been the subject of a final
determination by the Secretary that itis a “new drug” (within the meaning of section
201(p) of the Federal Food, Drug, and Cosmetic Act) or an action brought by the
Secretary under section 301, 302(a), or 304(a) of such Act to enforce section 502(f)
or 505(a) of such Act; or

(iii)(1) which is described in section 107(c)(3) of the Drug Amendments of 1962 and
for which the Secretary has determined there is a compelling justification for its
medical need, or is identical, similar, or related (within the meaning of section
310.6(b)(1) of title 21 of the Code of Federal Regulations) to such a drug, and (Il) for
which the Secretary has not issued a notice of an opportunity for a hearing under
section 505(e) of the Federal Food, Drug, and Cosmetic Act on a proposed order of
the Secretary to withdraw approval of an application for such drug under such
section because the Secretary has determined that the drug is less than effective for
some or all conditions of use prescribed, recommended, or suggested in its labeling;
and

(B) a biological product, other than a vaccine which—

(i) may only be dispensed upon prescription,

(ii) is licensed under section 351 of the Public Health Service Act, and



(iii) is produced at an establishment licensed under such section to produce such
product; and

(C) insulin certified under section 506 of the Federal Food, Drug, and Cosmetic Act.

(3) LIMITING DEFINITION.—The term scovered outpatient drug” does not include any drug,
biological product, or insulin provided as part of, or as incident to and in the same setting as,
any of the following (and for which payment may be made under this title as part of payment for
the following and not as direct reimbursement for the drug):

(A) Inpatient hospital services.

(B) Hospice services.

(C) Dental services, except that drugs for which the State plan authorizes direct
reimbursement to the dispensing dentist are covered outpatient drugs.

(D) Physicians’ services.

(E) Outpatient hospital services.

(F) Nursing facility services and services provided by an intermediate care facility for
the mentally retarded.

(G) Other laboratory and x-ray services.

(H) Renal dialysis.

Such term also does not include any such drug or product for which a National Drug Code
number is not required by the Food and Drug Administration or a drug or biological used for a
medical indication which is not a medically accepted indication. Any drug, biological product, or
insulin excluded from the definition of such term as a result of this paragraph shall be treated as
a covered outpatient drug for purposes of determining the best price (as defined in subsection
(c)(1)(C)) for such drug, biological product, or insulin.

(4) NONPRESCRIPTION DRUGS.—If a State plan for medical assistance under this title includes
coverage of prescribed drugs as described in section 1905(a)(12) and permits coverage of
drugs which may be sold without a prescription (commonly referred to as “over-the-counter”
drugs), if they are prescribed by a physician (or other person authorized to prescribe under
State law), such a drug shall be regarded as a covered outpatient drug.

(5) MANUFACTURER.—The term “manufacturer’” means any entity which is engaged in—

(A) the production, preparation, propagation, compounding, conversion, or processing
of prescription drug products, either directly or indirectly by extraction from substances of
natural origin, or independently by means of chemical synthesis, or by a combination of
extraction and chemical synthesis, or

(B) in the packaging, repackaging, labeling, relabeling, or distribution of prescription
drug products.



Such term does not include a wholesale distributor of drugs or a retail pharmacy licensed under
State law.

(6) MEDICALLY ACCEPTED INDICATION.—The term “medically accepted indication” means any
use for a covered outpatient drug which is approved under the Federal Food, Drug, and
Cosmetic Act, or the use of which is supported by one or more citations included or approved
for inclusion in any of the compendia described in subsection (g)(1)(B)(i).

(7) MULTIPLE SOURGE DRUG; INNOVATOR MULTIPLE SOURCE DRUG; NONINNOVATOR MULTIPLE
SOURCE DRUG; SINGLE SOURCE DRUG.—

(A) DEFINED.—

(i) MULTIPLE SOURCE DRUG.—The term “multiple source drug” means, with respect
to a rebate period, a covered outpatient drug (not including any drug described in
paragraph (5)) for which there at least 1 other drug product which—

(1) is rated as therapeutically equivalent (under the Food and Drug
Administration’s most recent publication of “Approved Drug Products with
Therapeutic Equivalence Evaluations”),

(1) except as provided in subparagraph (B), is pharmaceutically equivalent
andrbioequivalent, as defined in subparagraph (C) and as determined by the
Food and Drug Administration, and

(I11) is sold or marketed in the United States during the period.

(i) INNOVATOR MULTIPLE SOURCE DRUG.—The term “innovator multiple source drug”
means a multiple source drug that was originally marketed under an original new
drug application approved by the Food and Drug Administration.

(i) NONINNOVATOR MULTIPLE SOURCE DRUG.—The term “noninnovator multiple
source drug” means a multiple source drug that is not an innovator multiple source
drug.

(iv) SINGLE SOURGE DRUG.—The term “single source drug” means a covered
outpatient drug which is produced or distributed under an original new drug
‘application approved by the Food and Drug Administration, including a drug product
marketed by any cross-licensed producers or distributors operating under the new
drug application.

(B) EXCEPTION.—Subparagraph (A)(i)(Il) shall not apply if the Food and Drug
Administration changes by regulation the requirement that, for purposes of the publication
described in subparagraph (A)(i)(l), in order for drug products to be rated as
therapeutically equivalent, they must be pharmaceutically equivalent and bioequivalent, as

defined in subparagraph (C).



(C) DEFINITIONS.—For purposes of this paragraph—

(i) drug products are pharmaceutically equivalent if the products contain identical
amounts of the same active drug ingredient in the same dosage form and meet
compendial or other applicable standards of strength, quality, purity, and identity; and

(ii) drugs are bioequivalent if they do not present a known or potential
bioequivalence problem, or, if they do present such a problem, they are shown to
meet an appropriate standard of bioeguivalence.

(8) REBATE PERIOD.—The term “rebate period” means, with respect to an agreement
under subsection (a), a calendar quarter or other period specified by the Secretary with respect
to the payment of rebates under such agreement.

(9) STATE AGENCY.—The term “State agency” means the agency designated under
section 1902(a)(5) to administer or supervise the administration of the State plan for medical
assistance.

(10) RETAIL COMMUNITY PHARMACY.—The term “retail community pharmacy” means an
independent pharmacy, a chain pharmacy, a supermarket pharmacy, or a mass merchandiser
pharmacy that is licensed as a pharmacy by the State and that dispenses medications to the
general public at retail prices. Such term does not include a pharmacy that dispenses
prescription medications to patients primarily through the mail, nursing home pharmacies, long-
term care facility pharmacies, hospital pharmacies, clinics, charitable or not-for-profit
pharmacies, government pharmacies, or pharmacy benefit managers.

(11) WHOLESALER.—The term “wholesaler’ means a drug wholesaler that is engaged in
wholesale distribution of prescription drugs to retail community pharmacies, including (but not
limited to) manufacturers, repackers, distributors, own-label distributors, private-label
distributors, jobbers, brokers, warehouses (including manufacturer's and distributor's
warehouses, chain drug warehouses, and wholesale drug warehouses) independent wholesale

drug traders, and retail community pharmacies that conduct wholesale distributions.



ACA Proposed Rule Preamble
77 Fed. Reg. 5337 (February 2, 2012)

E. Authorized Generics Drugs
(§ 447.506)

We propose to remove the definition of “Authorized generic drugs” from § 447 .506(a), as
discussed in section ILB.1 of this regulation.

In § 447.506(a), we propose to define the term ¢ ‘Primary manufacturer’” to mean a
manufacturer that holds the NDA of the authorized generic drug. We also propose to
define the term “Secondary manufacturer of an authorized generic drug” to mean a
manufacturer that is authorized by the primary manufacturer to sell the drug, but does not
hold the NDA.

In § 447.506(b), we propose 10 revise the existing paragraph to specify that sales of an
authorized generic drug must be included in the AMP calculation of the manufacturer
holding the NDA, referred to in this discussion as the primary manufacturer, when such
drugs are being sold directly to a wholesaler. In accordance with section 1927(k)(1)(C) of
the Act, we propose in § 447.506(b) to require that the primary manufacturer of an
authorized generic, include in its calculation of AMP all sales of its authorized generic
drug product sold or licensed to a secondary manufacturer, including transfer prices and
fees paid by the secondary manufacturer to the primary manufacturer, when the
secondary manufacturer is acting as a wholesaler, as set forth in section 1927(k)(11) of
the Act. Additionally, the primary manufacturer holding the NDA must also include those
sales in its AMP calculation that it makes directly to wholesalers including other
manufacturers acting as wholesalers.

In § 447.506(c), we propose to revise the existing paragraph to specify that a primary
manufacturer holding the NDA must include the best price of an authorized generic drug
in its computation of best price for a single source or innovator multiple source drug
during a rebate period to any manufacturer, wholesaler, retailer, provider, HMO, non-
profit entity, or governmental entity in the United States, when such drugs are being sold
by the primary manufacturer holding the NDA.

Further, we propose to add a new § 447.506(d) to specify that the secondary
manufacturer of an authorized generic drug must also provide a rebate based on its sales
of authorized generic drugs, and must calculate AMP and best price consistent with the
requirements specified at § 447.504 and § 447.505 respectively.



ACA Proposed Rule §447.506
77 Fed. Reg. 5363 (February 2,2012)

§ 447.506 Authorized generic drugs.

(a) Definitions. For the purpose of this section, the following definitions
apply:

Primary manufacturer means a manufacturer that holds the NDA of the
authorized generic drug. ’

Secondary manufacturer of an authorized generic drug means a
manufacturer that is authorized by the primary manufacturer to sell the drug but
does not hold the NDA.

(b) Inclusion of authorized generic drugs in AMP by a primary
manufacturer. The primary manufacturer must include in its calculation of AMP
its sales of authorized generic drugs that have been sold or licensed to a secondary
manufacturer, acting as a wholesaler, or when the primary manufacturer holding
the NDA sells directly to a wholesaler.

(¢) Inclusion of authorized generic drugs in best price by a primary
manufacturer. A primary manufacturer holding the NDA must include the best
price of an authorized generic drug in its computation of best price for an innovator
multiple source drug during a rebate period to any manufacturer, wholesaler,
retailer, provider, HMO, non-profit entity, or governmental entity in the United
States, only when such drugs are being sold by the manufacturer holding the NDA.

(d) Inclusion of authorized generic in AMP and best price by a secondary
manufacturer. The secondary manufacturer of an authorized generic drug must
provide a rebate based on its sales of authorized generics, and must calculate AMP
and best price, consistent with the requirements specified in § 447.504 and §
447.505 of this subpart.



