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underserved communities (blah rate for 
placing graduates in pnctlce settings 
having the · 'pel focus of •rving 
residents oCCally undenerved 
communities): OR 

(C) During the 2-year period 
preceding the fiscal year for which such 
an award is sought., baa achieved a 
significant increase in the rate of placing 
graduates in such settinss. 

Additional information concerning 
the implementation of the prefeMnce 
identified in section 791(a) of the PHS 
Act has been published in the Federal 
Register at 58 FR 9570, dated February 
22. 1993. The burden for collection of 
information to request this preference is 
under review by the Office of 
Management and Budget in accordance 
with the Paperwork Reduction Act. 

It is not required that applicants 
request consideration for this funding 
preference. Applications which do not 
request consi~eration for the funding 
preference :will be reviewed and given 
full consideration for funding. 

IDformation Raquirementa Proviaioa 

Undet' section 791(b) of the PHS Act, 
the Secretary may make an award under 
the Allied Health Project Grants 
Program only if the applicant for the 
award submits to the Secretary 
information regarding the programs of 
the applicant. These requirements will 
be provided in the application 
materials. The burden for collection of 
this information is under review by the 
Office of Management and Budget in 
accordance with the Paperwork 
Reduction Act. 

Questions reguding prognmnnatic 
information should be directed to: Dr. 
Norman Clark, Program Officer, 
Associated Health Professions Branch, 
Division of Associated. Dental and 
Public Health Professions, Bureau of 
Health Professions. Health Resources 
and Services Administration, Parklawn 
Building, Room 8C-02, 5600 Fishers 
Lane, Roclcville, Maryland 20857, 
Telephone (301) 443-6763. 

The Catalog of Fed«al Domestic 
AssistDnce llWDber £or this program is 
93.191. This prosnm is not subject to the 
pmvisionB ofBxec:utive Order 12372, 
Intergovernmental Review of Federal 
Programs (as implemented through 45 CFR 
part 100). This program is DOt subject to the 
Public Health System lk. ;rting 
Requilements. 

Dated: April30,1993. 

ll.-n G. Rermcwt 
A.tlmiiUstrator. 
{PR Doc. 93-10766 Filed 5-6-93: 8:45am) 
M.UNQ COllE ..... I-f> 

AdvleolyCoundl; ........ 

In accordance with section 10(a)(2) of 
the Federal Advisory Committee Act 
(Public Law 92-463), announcement is 
made of the following National 
Advisory body scheduled to meet 
during the month ofJune1993: 

Name: Cmmc1l OD Graduate Medical 
EducatiOD. 

Time: Juoe 2-3, 1993, 8:30a.m. 
Place: Conlerence Room c.H. Parldawu 

Confenmce Center, 5600 Fishers Lane, 
Rockville, MD 20857. 

Open for entire meetiDg. 
Purpose: Providee advice and 

recommendatio:ns to the Secnlt8ly and to the 
Committees 011 Labor and Human Resumces, 
and FiD.aDce of the SeDate and the 
Committees on Energy and Commerce and 
WllJS and MeaDa of the Houle of 
Representatives, with respect to (A) the 
supply and distribution of physiciaDs in the 
United States; (B) cummt and future 
shorlages of physicians in medical and 
surgical specialties and subspecialties: (C) 
issues relating to foreigD medical graduates: 
(D) appropriate Federal policies regarding 
(A), (B), and (C) above; (E) appropriate efl'orts 
to be carried out by medical and osteopathic 
schools, public and private hospitals and 
acaediting bodies regarding matters in (A), 
(B), and (C) above; {F) deficiencies in the 
llll8da for improvements ill. exlsfulg data 
bases coocemillg supply and distribution of, 
and traiD.iDg programs for physicians in the 
United States. 

Agenda: There will be presentations and 
discussions reganiing the need to nsfi:ne the 
Third Repott nscommendations in view of 
the Administrations proposed health care 
refotm initiative and other developments. 
Status repom will be given and discussions 
will be held 011 Council on Graduate Medical 
Education initiatives such as M8DJI8ed Care, 
Women in Medicine, etc. Also a period of 
public comment on the Third Report and 
status reports of the Council will be 
provided. 

Anyone requiring infonnation 
regarding the subject Council should 
contact Marc L 'Rivo, M.D., M.P.H., 
Executive Secretazy, telephone (301) 
443-6190; or F. Lawrence Clare, M.D., 
M.P.R, Deputy Executive Secretary, 
telephone (301) 443-6326, Council on 
Graduate Medical Education, Division 
of Medicine, Bureau of Health 
Professions. Health Resources and 
Services Administration, room 4C-25, 
Parklawn Building. 5600 Fishers Lane, 
Rockville, Maryland 20857. 

Agenda items are subject to change as 
priorities dictate. 

Dated: May 3,1993. 

JM:Ide E. Baum. 
Advisory Committee ManageDJ6llt Officer. 
HllSA 
(FR Doc. 93-10815 F'ued 5-+-93: 8:45am) 
-.uNG COQE ...... 11-f> 

GuldMce ..... Seclloft-of ... v...,_......,. an Actof1112; 
Umltdoft on PJtcN of.,._ 
Purdtllld by eov..d ~ 

AGENCY: Public Health Service, HHS. 
ACnON: Notice. 

IUIMWIY: The Secretary of Health and 
Human ServiOBtJ provides the followiDs 
guidance reganling section 602 ofPubJic 
Law 102-585, the .. Veterans Reelth 0118 
Art of 1992'' (the .. Act'1. w!Uch enad8cl 
88Ction 340B of the Public Health 
Service (PHS) Act. ' 'l.jmitation on PricBs 
of Drugs Purchased by Covered 
Entities." Section 340B provides that a 
manufacturer who aells covered 
outpatient drugs to eligible entities lllUSt 
si&n a pharmaceutical pricing agreement 
(the "Agreement'1 with the SecretaJy of 
Health and Human Services (the 
"Secretary") in which the manufacturer 
agrees to cha:rge a price for covered 
outpatient drugs that will not exceed the 
average manufacturer price (" AMP'1 
decreased by a rebate peroentage. 11rla 
notice advises manufacturers and 
covered entities of the terms of the 
Agreement, describes the criteria for the 
certification process required of C8ltain 
entities, and alerts manufactureiS who 
have not received an Agreement by mail 
of the manner in which to request one. 
DATES: Section 340B was effective with 
respect to drug pmchases on or after 
December 1, 1992. Agreements signed 
after that date are effective for pwcbases 
of covered outpatient drugs retroactive 
to December 1. 1992, for those entities 
included on the initial list of covered 
entities mailed to each manufacturer. 
For manufacturers that have not 
received an Agreement by man. a 
written request for an Asreement should 
be submitted to the DnJ8 Pricing 
Program within 30 days from the date of 
publication of this notice. 
FOR FURIHEA INFORIIATION CONI'ACT: 
Marsha Alvarez, R. Ph. CbiefPbarmacy 
Officer, Attn: DnJ8 Pricing Program. 
Health Resources and Services 
Administration, Bureau of Primary 
Health Ca:re, Rm 7 A-55 Parklawn Bldg., 
5600 Fishers Lane, Rockville. Maryland 
20857, Phone: (301} 443-()(J04..-i). 

SUPPLEIIENTARY INfORMATION: 

L Introcludi011 

The Act was designed to establish 
price controls to limit the cost of drugs 
to Federal purchasers and to certain 
grantees of Federal agencies. In 1990, 
Congress identified a problem with 
inaeasing drug prices and enacted the 
Omnibus Budget Reconciliation Act of 
1990. This attempt at drug price control 
focused only on the Medicaid program 



27280 Federal leJiater I Vol. 58, No. 87 I Friday, May 7, 1993 I Notices 

and eatabllahecl a beat·prk:e policy. 
Under the Mtidlcaid dNa rebate 
program. pbannaceutical manufacturers 
initially gave State Medicaid agencies 
the greater of a minimum 12.5 percent 
flat Jebate of the average manufacturer 
price (AMP) or the cWfereDce between 
the AMP and the beat price paid by the 
customer for single sowce or innovator 
multiple sowce drup. To provide a 
phase-in period, the Iebate amount was 
capped at a specific ueroantage of the 
AMP which increased from 1991 
through 1993. Generic manufac:turers 
gave States a ten percent of AMP flat 
nbate which will increase to 11 percent 
in 1994. 

The Veterans Health Care Act is an 
attempt to provide Federal purchasers 
with a process whereby they will 
receive drug discounts or rebates. 
Section 601 of Public Law 102-585 
amends the Medicaid rebate program, 
section 602 provides drug discounts 
primarily to certain grantees of the 
Public Health Service, and section 603 
enacts a drug discounting process 
administered by the Department of 
Veterans Affairs for the D&nefit of 
several Federal agencies. 'Ibis guidance 
addresses the program enactsd by 
section 602. 

u. Covered Eotitiea 

(o) Current Cc~-ered Entities 
Section 602 of Public Law 102-585 

enacted a new section 340B of the PHS 
Act. Pursuant to this new section, 
eligible entities are as follows (except as 
othetwise indicated, references are to 
sections of the Public Health Service 
Act}: 

1. Federally-qualified health centers 
(migrant. community and homeless 
health centers} as defined in section 
19050)(2)(B) of the Social Security Act, 
42 u.s.c. 1396d. 

2. Health centers for residents of 
public housing funded under section 
340A, 42 U.S.C. 2568. 

3. Family planning projects receiving 
grants or contracts under section 1001, 
42 u.s.c. 300. 

4. An entity receiving a grant for 
outpatient early intervention services 
for HIV disease under subpart n of part 
C of title XXVI. 42 U.S.C. 300ff-51 et 
seq. 

5. A State-operated AIDS drug 
purchasing assistance program receiving 
financial assistance under section 2616 
of the Act. 42 U.S.C. 300ff-26. 

6. A black lung clinic receiving funds 
under section 427(a) of the Black Lung 
Benefits Act. 30 U.S.C. 937(a). 

7. A comprehensive hemophilia 
diagnostic treatment center receiving a 
grant under section 501(a)(2) of the 
Social Security Act, 42 U.S.C. 701(&)(2). 

8. A Native Hawaiian Haelth Qmter 
receiving funds under the Native 
Hawaiian Health Que Act of 1988, 42 
u.s.c. 11701 et seq. 

9. An wban Indian organization 
receiving funds under title V of the 
Indian Health Olre Improvement Act, 25 
u.s.c. 1651 et seq. 

10. Any entity, certified by the 
Secretary, receiving assistance under 
title XXVI of the Act, 42 U.S.C. 300ft' et 
seq .• (other than a State or unit of local 
government or an entity deacribed in 
14). 

11. Any entity, certified by the 
Secretary, receiving fun& telating to the 
treatment of sexually transmitted 
diseases under section 318, 42 U.S.C. 
247c, or relating to the treatment of 
tuberculosis under section 317(j)(2), 42 
U.S.C. 247b, through a State or unit of 
the local government 

12. A "disproportionate share" 
hospital as defined in section 
1886(d)(1)(B) of the Social Security Act, 
which (for the most recent cost 
19p0rting period that ended before the 
calendar quarter involved) had a 
disproportionate share adjustment 
greater than 11.75 percent. and which is 
(1) owned or operated by a State or local 
government, (2) a public or private 
nonprofit corporation fonnally granted 
governmental powers by a State or local 
government. or (3) a private nonprofit 
hospital with a State or local 
government contract to provide health 
services to low income individuals who 
are not entitled to benefits under 
Medicare or eligible for assistance under 
the State plan. The discount need not be 
provided for drugs which the hospital 
obtains through a group purchasing 
arrangement 

In the case of a covered entity that is 
a distinct part of a hospital, the hospital 
shall not be considered a covered entity 
unless the hospital is oth8J'wise a 
covered entity, i.e., it meets the 
requirements of a disproportionate share 
hospital as determined by the Secretary 
und6r section 340B(a)(4)(L). 

(b) Certification 

Certain covered entities must be 
certified by the Secretary before they 
become eligible for the discount drug 
prices, section 340B(a)(7) of the PHS 
Act. The entities requiring certification 
are those that-

(a) receive grant funds related to the 
treatment of sexually transmitted 
diseases through a state or local 
government under section 318 of the 
PHS Act. 42 U.S.C. 247c, 

(b) receive grant funds related to the 
treatment of tuberculOflis through a state 
or local government under section 

311(J)(2) of the PHS Ad.. 42 U.S.C. U7b, 
and 

(c) are receiving~ UDder tide 
XXVI of the PHS Act. 42 U.S.C. 300ff Ill 
seq., other than a State or- unit of local 
government or grantee for mv 
outpatient early intervention services 
(subpart U of part C of title XXVI of the 
PHS Act). 

The criteria for eligibility include 
State certification that the entity does 
receive Federal grant funds and is an 
entity desaibed in (a). (b), or (c) above. 
Information concerning the amount 
each entity expended for outpatient 
drugs in the preceding fitca1 year 
(October 1, 1991, to September 30, 1992) 
is also required. Theee amounts are 
necessary to assist the Secrebay in 
evaluating the validity of subsequent 
purchases of outpatient c!rugs at the 
discounted prices. 

The respective PHS program directOIS 
for these entities have been asked to 
compile a list of the covered entities in 
their programs and include for each 
entity the estimated amount of 
outpatient drug purchases in the 
preceding year. They are asked to send 
this list and a form certification letter to 
the respective State program directors so 
that the State may certify the aa:uracy 
of the list. 

The States are asked to retum the 
certification letters to the respective 
PHS program directors. These letters, 
along with the drug purchasing 
information, will be kept on file so that 
they can be used for audit_p~. 

ID addition, section 340B(a)(7){E) of 
~ePHSAct~arecertification 
process of these same entities. The 
respective PHS program directors will 
compile, on an annual~ ms. a list of 
eligible entities for the above categories 
(a), (b), and (c), will estimate the amount 
of outpatient drug purchases for each 
listed entity during the preceding fiscal 
year, and will include a recertification 
letter and the newly compiled Jist of 
entities in the grant renewal pacbp !or 
each State program dilector to complete 
and return. 

(c} Possible Future Covered Entities 
Section 340B also requires the 

Secretary to conduct a study conoaming 
entities that receive funds from a State 
for mental health and substance abuse 
treatment services under subparts I or n 
of part B of title XIX of the PHS A.ct or 
under title V of such Act; or receive 
funds from a State under title V of the 
Social Security Act for outpatient 
maternal and child health services. The 
Secretary is directed to determine the 
feasibility of awarding these entities 
eligibility status and to submit this 
report to Congress by November 4. 1993. 



F..._al Repsaer I Vol. sa. No. 87 I Friday, May 7, 1993 I Notices Z7H1 

Covered drup are outpatient drop u 
defined ln aectlon t927(k) of the Social 
Security Act. Section t927(k)(2) 
generally inclu.dea within this term (a) 
a dNg which can only be d1apen.sed 
upon pteSCription. and (t) which has 
been approved for safety and 
effectiveness under section 50S or 507 
of the Federal Food. DruB. and Cosmetic 
Act, or (2) which was used or sold 
commercially in the United States 
before the enactment of the Drug 
Amendments of 1962 (or identical, 
related, or similar to such a drug) and 
which has not been the subject of a final 
determination by the SecretaJy that it is 
a "new drug," or (3) which is described 
in section t07(c)(3) of the Drug 
Amendments of 1962 and for which the 
Secretaty has determined that there is a 
compelling justification of its medical 
need and for which the Secretaxy bas 
not issued a notice of opportunity for 
hearing on a proposed order to 
withdraw approval of an application for 
such a drug because the drug is less 
than effective for some or all of its 
labelled indications; (b) a prescribed 
biological product other than a vaccine, 
licensed under section 351 of the PHS 
Act. and produced at an establishment 
licensed under such section to produce 
such a product: (c) insulin, certified 
under section 506 of the Federal Food, 
Drug. and Cosmetic Act; and (d) an 
over-the-counter drug, if it is prescribed 
by a person authorized to prescribe such 
a drug under State law. 

Pursuant to th.e limiting definition of 
section 1927(k)(3) of the Social Security 
Act, a covered outpatient drug does not 
include any drug, biological product. or 
insulin provided as part of, or incident 
to and in the same setting as. any of the 
following (and for which payment is 
made as part of payment for the 
following and not as direct 
reimbunement for the drug): (a) 
Inpatient hospital services; (b) hospice 
services: (c) dental services, 8XQ8pt 
drugs for which the State Medicaid plan 
authorizes direct reimbursement to the 
dispensing dentist; (d) physicians' 
services; (e) outpatient hospital service 
emergency room visits; fJ) nursing 
facility services; (g) other laboratoxy and 
x-my services; and (h) renal dialysis. A 
covered outpatient drug does not 
include any such drug or product which 
is used when there is no medically 
accepted indication. 

IV. Calculation of the OJ118 Price. 
To determine the price for a covered 

outpatient drug, the manufacturer shall 
calculate the average manufacturer price 
(AMP) for the drug and reduce it by the 
rebate percentage. Average 
manufacturer price is the average pnce 

paid to the manufacturer for the drus in 
the United States by wholesalers for the 
drug distributed to the retail pharmacy 
class of trade in the calendar quarter. 
The rebate percentage is the total per 
unit Medicaid rebate amount, section 
1927(c)(t) and (2) of the Social Security 
Act. for the particular drug divided by 
the AMP. The Medicaid rebate 
calculation utilizes Best Price 
information which considers the lowest 
price available at which the 
manufacturer sells the covered 
outpatient drug to any wholesaler. 
retailer, nonprofit entity, or 
governmental entity within the United 
States in any pricing structure (as 
defined in section I(b) of the 
Pharmac&utical Pricing Apement).l 

To calculate the price for an over-the
counter or generic drug, the rebate 
percentage will be determined as if the 
rebate required under 1927(c) of the 
Social Security Act is based upon the 
percentages provided in section 
1927(c)(4) of the same Act (ie .• calendar 
quarters between January 1. 1991 and 
December 31. 1993=10% and calendar 
quarters beginning on or after January 1, 
1994=11%). 

v. MaDufadunn'Iaformatioo. 
(a} Effective Date of Implementation 

Because the effective date of section 
34GB of the PHS Act with respect to 
drug purchases is December 1, 1992, 
and all Agreements signed with entities 
included on the illlitiallist of covered 
entities are effective retroactive to that 
date, manufacturers sbould incorporate 
these pricing limitations in dealings 
with covered entities as of that date. If 
the manufacturer finds that a price 
adjustment is required, the 
manufacturer shall calculate any rebate 
(or credit) necessary to account for sales 
between December 1, 1992, and the date 
of the Agreement and sball either remit 
the rebate to the entity (or provide for 
the credit). Additional eligible entities. 
later included in the updated lists. will 
be eligible for drug discounts only for 

purchases on and after the date of tbelt 
inclusion on the u.t. 
(b) Defmition of M4nufacturer 

The term "Manufactwvr" bas the 
meaning as set forth in section 
1927(k)(5) of the Social Security Ad and 
includes all entities engaged in-

(1) 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 lll88DA of 
chemical synthesis, or by a combination 
of extraction and chemical synthesis. or 

(2) the packaging, repackaging. 
labeling. relabeling. or distribution of 
prescription drug products. 
A manufacturer must hold legal title to 
or possession of the NDC number for the 
covered outpatient drug. Such term does 
n.ot include a wholesale distributor of 
drugs or a retail pharmacy licensed 
under State law. 

"Manufacturer" also includes an 
entity, described in (1) or (2} above. that 
sells outpatient drugs to covered 
entities, whether or not the 
manufactu:reT participates in the 
Medicaid rebete program. Furthermore. 
the Pharmaceutical Pricing Agreement 
provides that the term also includes any 
contractor who fulfills the 
responsibilities pursuant to the PHS 
drug pricing agreemenL 

The Department is aware that many 
covered entities purchase drugs from 
wholesalers, rather than directly from 
manufacturers. Manufacturers shall take 
the steps necessary to assure that the 
discounts required by this legislation 
are passed through the wholesalers to 
the covered entities. 

(c) Pharmaceutical Pricing Agreement 

A manufacturer must sign an 
Agreement with the Department 
agreeing not to charge a covered entity 
a price for a covered outpatient d.rug 
exceeding the AMP of the drug 
decreased by the rebate percentage. 
Signing the Agreement does not prohibit 
a manufacturer from charging a price for 
a covered outpatient drug that is lower 
than the maximum price that can be 
charged. 

The Department mailed the 
Agreements December 15, 1992, priority 
mail, and requested, for participation in 
the discount program, a return of the 
signed agreement by Janwuy 6, 1993. If 
a manufacturer did not receive a copy 
of the Agreement, it must contact Ms. 
Alvarez at the address specified in the 
"Further Information .. section of this 
notice within 30 days from the date of 
publication of this notice. 
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(d) list of Eligible Coventd Entities 

A l.iat of eligible covered entities has 
been mailed to each manufacturer along 
with the Agreement. and this list will be 
updated at leiist annually. Timely 
notification of additions to and 
deletions &om th"e list of eligi~le 
covered entities will also be provided. A 
list of eligible subgrantees will be made 
available at a later date. The 
requhement for.re@active adjustments 
to December 1, 1992. will not apply to 
covered entities not included on the 
initial list. 

(e) Drug Pricing Information Access 

Those manufacturers that do not have 
a reporting requirement under section 
1927(b)(3) of the Social Securlty Act for 
coveJed outpatient drugs must agree to 
submit, upon request, t.o the Department 
a list of all covered outpatient d.rogs 
purchased by covered entities, the 
average manufacturer prices (AMP), 
baseline AMP, Beat Price calculations (if 
relevant), and information conceming 
the prices of the covered outpatient 
drugs distributed through a wholesaler. 
The manufadurer must further maintain 
all .records relevant to the generation of 
these reports for a period of three yean 
&om the date of their creation. The 
Department will bave reasonable access 
to the records of all participatir. · 
manufacturers nlevant to the 
manufacturer's compliance with tl. 
terms of the Agreement. Upon requesr 
the Health Care Financing 
Administ:ration (HCF A) will share AMP 
and (if relevant) Best Price information 
submit.ted under the Medicaid Rebate 
.Agreetnent on covered drugs with the 
SecretM)' or her designee for the 
purposes of carrying out the asreement. 

(The nporting and record-keeping 
requirements of this aection are subject 
to ihe Office of Management and Budget 
(OMB) clearance under the Paperwork 
Reduction Act of 1980, 44 U.S.C. 3501-
3520, and will not be implemented unUI 
such clearance baa been Obtained.) 

(fl Drug Utilization Infonnation ACC618 

A manulacturet will be permitted to 
audit the rec:orU of covenid entities that 
dlnlctly pertain to a prohibition on the 
male o( dross to pertont not patients 
of the enUty and • fi'Ohlbition on 
PDUlble duplicate Ctitc01111tt (i.e., 
Medicaid rebate•, coupled with 
dltcountt allowable under the Act). 
Tbit audit mutt be ill ec:cordanc:e with 
procedures eatablithed by the 
Dlputment nlaUng to number, 
dUIIt.ion, and ~ olaudJtJ and wfll 
be at the manulactum'• expenM. 

(g) Penalty Provi.siOJns 
Pursuant to section 1927(a)(5)(A) of 

the Sccial Security Act. a manufacturer 
who does not sign, and keep in effect, 
an Agreement will not bave met the 
requirements of section t927(a)(S)(A). 

U the Department finds, after notioe 
and a hearing, that a manufacturer has 
failed to comply with the pricing 
requirement of section n(a) of this 
Agreement, has refused to submit drug 
pricing information requested by the 
Department. or has submitted false 
information, the Agreement will be 
terminated. As applicable, other 
penalties will be imposed. 

VI. Covered Entities' IDfonnation 

(a) Bffective Date of Implementation 
Covered outpatient drugs pmchased. 

on or after December 1, 1992, by a 
covered entity included on the initial 
list must be discounted pursuant to the 
formula in section 340B(a){1) and (2) of 
the PHS Act. Agreements with . 
manufacturers signed after December 1, 
1992. will be effective retroactive to that 
date for covered entities included on the 
initial list: therefore, the manufacturer 
must calculate any price adjustments 
necessary and remit a rebate directly to 
the covered entity (or provide for a 
credit). 

{b) Eligibility 

The Department has provided a list of 
'liglble entities to each manufacturer 
along with a copy of the Agreement and 
is notifying each covered entity of its 
eligibility to purchase drugs at the 
discounted prices. Each covered entity 
is encourased to begin discussing the 
pricing provisions of section 3408 of tha 
PHS Act with manufacturers so that 
potential problems can be identified 
early and resolved. 

(c) Drug Price Negotiation 
Although the Departmwt sigDB the 

Agreement with each manufacturer, the 
entity itself may continue to negotiate 
individual drug pricing agreements with 
each manufacturer. Nothing in the 
statute precludes group pun:hasing 
agreements or other 8l1'81lgements not 
inconsistent with the Apeement. except 
for diapropnrtionate share hospitals. 

(d) Penalty Provisions 
A covered entity is problbited from 

reeellfng or otherwise tnnsfarring a 
covered drug to o1 penon who is not the 
patient of the enUty (eection 
3408(a)(5)(8) of the PHS Act). The 
ltatute provld• further the drua 
purch.,.. will not be subject to '"bath the 
CIJtcount under tlct1on 3408 and the 
Mecilceld k'ebltt under MCtlon 1927 oF 

the Social Security Act (section 
340B(a)(S)(A) of the PHS Act). The 
Secretary has decided to establlah a 
mtw:haniam within 120 days aft9r the 
effective date of the Agreement to 8BaUJ'8 
that coveJed entities comply with the 
prohibition on duplicate discounts and 
rebates. If the Secretary does not 
establish a mechanism within 120 days, 
the Secratary will apply the provisions 
of section 1927(a)(S)(C) of the Social 
Security Act.2 If the Secretary finds, 
after notice and hearing, that a covered 
entity has violate.i either of these 
prohibitions, the covered entity shall be 
liable to the manufactmer of the covered 
drug that is the subject of the violation 
in an amount equal to the reduction in 
the price of the drug as described in 
section 3408 of the PHS Act. 

(e) Audit Provision 

Each covered entity will be required 
to retain teCords of purchases of covered 
outpatient drugs under the Agreement 
and of any claims for reimbursement 
submitted for euch drugs under title XIX 
of the Social Security Act. When a 
covered entity is making purchases 
through a wholesaler, it will be required 
to provide the manufacturer with 
information necessary to arrange fay 
such pmchases consistent with the 
terms of the Agreement. 

A covered entity aball permit the 
Seaetary and the manufacturer of a 
covered outpatient drug that is the 
subject of an Agreement to audit. at the 
Secretary's or manufacturer's expense. 
the records of the entity that clli8ctly 
pertain to the entity's compliance with 
the resale or duplicate discount 
prohibition . 

VD. CoafideDtiality ProviDoas 

Information disclosed by the 
manufacturer in connection with a 
request by the Department ia 
confidential and. except as otherwise 
required. will not be diacloeed by the 
Department in a form that revealS the 
manufacturer, or the prices chuged by 
the manufacturer, except u II8C8I88I)' 
by the Department to c:any out the 
provisions of the Act or to permit 
review by the Comptroller~ 

The manufactww aball hold audit 
Information obtained from the c:oV8ftiCl 
entitiee c:onftdential. 

The De~ent aball NQ\llre, UDder a 
reuonable schedule of implementation, 

2DiplalllQa1apllll .. .,.of_.__ 
........... aMiell-'lthl.., .. ........ 
totdaftd. parUoll ottt. clllc:wDt ....... ._ 
~~prklrtotMu1t'blllt lof61 
1Mtl11Diem (e,a.. d~bCIOWINII .......... 
dnaaa lot wbkh Medtelld ............... 
wtnt ............. to ... Medlclkt ......... 
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that covered entities not N¥811 
confidential drug priciDg mformation. 

vm. NoareuwaJ ud T..matJoa 
Pro'riaicma 

Unless otherw:iJe termmated by eithft' 
puty. the Asreement will be e«ec:tive 
for a period of one year and will be 
renewed automatically for additional 
successive terms of one year, unless the 
manufacturer gives written nodce of 
intent not to renew. The manufacturer 
may temlinate the Agreement for any 
reason, and the Secretary. after notice 
and hearing. may terminate the 
Agreement for good cause or a violation 
of the Agreement. 

Dated: Februaxy 11, 1993. 
llalaelt G. a.......,, 
Administmtor, Health .ftesolll'(.'eS ond Services 
Administrati'oiL 
IFR Doc. 93-10816 Flled 5-6-93; 8:4.5 am) 
aUNG COOE 4tiO-tiHI 

Notice Regarding Section 602 of the 
vet .... Heallh ca ... Act ot 1992, 
Oupllcale DIKcMina. and RebMn on 
Drug Purchue8 

AGEHCY: Public Health Service. HHS. 
ACTION: Notice. 

S.IIIIIAAY: Section 602 of Public Law 
102-585, the ''Veterans Health Care Act 
of 1992" (the "Act''), enacted section 
3408 of the Public Health Service Act 
("PHS Act"), "Limitation on Prices of 
Drugs Pwchased by Covered Entities." 
Section 3408 provides that a 
manufacturer who sells covered 
outpatient drugs to eligible entities must 
sign a pharmaceutical pricing agreement 
with the Secretary of Health and Human 
Services in which the manufacturer 
agrees to clwge a price for covered 
outpatient drugs that will not exceed the 
amount detennined under a statutory 
formula. 

Section 340B(a)(S)(A) of the PHS Act 
provides that a drug purchase shall not 
be subject to both the discount under 
section 3408 and a Medicaid rebate 
undft' section 1927 of the Social 
Security Act. The Department is 
directed to establish a mechanjsm to 
888Ul'8 that covered entities comply with 
this prohihmon. The purpose of this 
notice is to annormt::e the mechanism 
that the Department is proposing and to 
invite public comment on the proposal. 
Do\1ES: The Health Resources and 
Services Administration is soliciting 
comments &om the public on this 
proposed mechanism ])y June 7, 1993. 

the Department will consider the 
comments and issue a final notice of the 
mechanism to be established. The 
Department presently intends that State 

Medicaid qendea will implement the 
proced\11'81 outlined below for 
ou=:rt drua claims pajd by 
M d beginn:ing July 1, t993,lfPHS 
pro" !de. State Medicaid agencies with 
the 'Udicaid providft' numbenl for all 
co· . .JJ'8d entities by July 1. 1993. 

With a July 1, 1993, effective date, all 
State Medicaid drug utilization data for 
the third calendar quarter due to 
manufacturers by November 30, 1993, 
would exclude rebates for discounted 
drugs sold to PHS covered entities. For 
claims paid by Medicaid prior to July 1, 
1993, State agencies will bill 
manufacturers for Nbates on all drugs 
paid by Medicaid. 

ADORES8E8: Comments should be 
submitted to: Marsha Alvarez. R.Ph., 
Director, Drug Pricing Program. Bureau 
of Primary Health Care, Health 
Resources and Services Administration, 
Rm. 7 A-55, Park.lawn Building, 5600 
Fishers Lane. Roclcville, MD 20857, 
Phone: (301) 443-0004 

FOR RJR1HER INFORMATION CONTACT: For 
further information please contact 
Marsha Alvarez, as cited above. 

SUPPLEIIENTARY INFOAIIATION! 

Section 1927 of the Social Security 
Act provides that in order to receive 
payment under the Medicaid program 
for covered outpatient drugs, drug 
manufacturers must enter into and 
comply with rebate agreements with the 
Secretary on behalf of States or with 
States directly. Section 1927 was 
enacted by the Omnibus Budget 
Reconciliation Act of 1990 and was 
amended by section 601 of the Act. 
Section 602 of the Act creates a program 
undel' which drug manufacturers must 
provide discounts to "covered entities," 
which consist primarily of certain 
grantees of the Public Health Service 
and "disproportionate share" hospitals. 

Section 340B(a)(S)(A) of the PHS Act 
reflects Congress' recognition that there 
is a potential for drugs pun:hased by a 
covered entity with a discount to be 
subject to a Medicaid rebate, jf the drug 
is reimbursed by the Medicaid program. 
Accordingly. this section directs the 
Department to establish a mechanism to 
avoid the combination of the discount 
and the Medicaid rebate for the same 
drug purchases. 

The Public Health Service has 
consulted with the Health Care 
Financing Administration (HCF A), 
which is responsible for the Federal 
administration of the Medicaid program, 
end proposes the following as the 
mechanism to comply with section 
340B(a)(5)(A). 

L AIJ.Jaduiye ..._PerhmnwtP• 
VWt 

Under "all·inclusive rates'' (either per: 
encounter or visit), drug p~ ue 
not bAlled as separate COJt itemJ, and. 
therefore, there is no~ for • 
Medicaid rebate to be SOught fGr the 
drugs, even if pUICbaled with a NCtion 
340B discounL (See, for example. the 
reimbunement methodology for 
FederaDy Qualified Health Centea. 
sections 1861(aa) and 19050)(2) of the 
Social Security Ad..) Aa:ordingly. to tbe 
extent that covered entiti• develop aJl. 
inclusive rates, there is no possibility 
that the duplicate ctiscount and mbete 
can occur. 

B. Dnl&~ Not Jteim1lu:ne4 
UDder AJI.Iaduive llale 

For those drug purchases which are 
not reimbursed by Medicaid under eJJ. 
inclusive rates, the Department 
proposes the following mechanism to 
avoid the duplicate ctiacount and rebate. 
PHS has provided manufacturers a list 
of covered entities eligjble for 1he 
discounts. (This list will be updatsd 
periodically.) PHS will provide the list 
to State Medicaid asencies with the 
Medicaid providft' numbms for each 
covered entity in the respective State. 
The cove!'Gd entities will provide these 
numbers to the PHS. 

When a covered entity submits a bill 
to the State Medicaid agency for a drug 
purchase by or on behalf of a Medicaid 
beneficiary, the amount billed shaD not 
exceed the entity's actual ~on 
cost for the drug. as chaJged by the 
manufacturer at a price consistent with 
the Veterans Health Care Act of 1992,. 
plus a dispensing fee established by the 
State Medicaid agency. T1Us will assure 
that the discount to the covered entity 
will be passed on to the State Medicaid 
agency. 

Based on the Medicaid providft' 
number information furnished by PHS. 
the State Medicaid agency will create a 
separate provider file for claims from 
covered entities which are billing on a 
cost basis for drug pmcbases. The State 
Medicaid agency will exclude data from 
these provider files when generating the 
rebate hills to the manufacturers under 
the section 1927 program. Thus. the 
payment of duplicate discounts and 
rebates by the drug manufacturer will be 
prevented. 

This mechanism is consistent with 
the Veterans Health Care Act and the 
limitations established in the Medicaid 
regulations. 42 CFR sections 447.331-
447.334, which limit the amount the 
Medicaid State agency may reimbUJSe 
providers. These regulations are 
des)gned to give States a oertain amount 


