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(5) USE OF OTHER ENTITIES FOR COVERED 

OUTPATIENT 	 DRUGS.-Section 1842(f) (42 U.S.C. 

1395u(f)) is amended

(A) by striking "and" at the end of para

graph (1), 

(B) by striking the period at the end of 

paragraph (2) and inserting Ii; and", and 

(C) by adding at the end the following: 

"(3) with respect to activities related to covered 

outpatient drugs, any other private entity which the 

Secretary determines is qualified to conduct such ac

tivities.". 

(6) DESIGNATED CARRIERS TO PROCESS 

CLAIMS OF RAILROAD RETIREES.-Section 1842(g) 

(42 U.S.C. 1395u(g)) is amended by inserting 

"(other than functions related to covered outpatient 

drugs)" after "functions". 

(e) CONFORMING AMENDMENTS.

(l)(A) Section 1833(aHl) (42 U.S.C. 

1395l(a)(1)) is amended

(i) by striking "and" at the end of clause 

(0), and 

(ii) by inserting before the semicolon at the 

end the following:", and (Q) With respect to 

July 25,1994 (7:30 p.m.} 
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l' covered outpatient drugs, the amounts paid 

2( shall be as prescribed by section 1834(d)". 

3 (B) Section 1833(a)(2) (42 U.S.C. 13951(a)(2)) 

4 IS amended in the matter preceding subparagraph 

5 (A) by inserting ", except for covered outpatient 

6 drugs," after"and (I) of such section". 

7 (2) Section 1833(b)(2) (.42 U.S.C. 1395l(b)(2)) 

8 is amended by inserting "or with respect to covered 

9 outpatient drugs" before the comma. 

10 . (3). Section 1834(j)(3)(F) (42 U.S.C. 

11 1395m(j)(4)(F)), as added by section 8421(a)(1) 

12 and as redesignated. by. se~tion 8423(a)" IS 

13 amended

14 (A) in clause (i), by adding "and" at the 

15 end,, 
16 (B) by striking clauses (ii), (iv), and (v) 

17 and redesignating clause (iii) as clause (ii); and 

18 (C) in clause. (ii) (as so redesignated), by 

19 striking the comma at the end and inserting a 

20 period. 

21 (4) The first sentence of section 1842(h)(2) (42 

22 U.S.C. 1395u(h)(2)) is amended by inserting 

23 "(other than a carrier described in subsection 

24 (f)( 3) )" after "Each carrier". 

July 25.1994 (7:30 p.m.) . 
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1 . (5) The first sentence of section 1866(a)(2)(A) 

2 (42 U.S.C. 1395cc(a)(2)(A» is amended

3 . (A) in clause (i), by' 'inserting "section 

4 1834(d)," after "section J833(b),", and 

' (B) in clause (ii), by inserting ", other 

6 than for' covered outpatient drugs," after "pro

7 vider)". 

'8 SEC. 2003. MEDICARE REBATES FOR COVERED OUT· 

9 PATIENT DRUGS. 

(a) IN GENERAL.-Part B of title XVIII is amended 

11 by adding at the end the following new section: 

12 "REBATES FOR COVERED OUTPATIENT DRUGS 

13 "Sec: 1850. (a) REQUIREMENT FOR REBATE AGREE

14 MENT.-In order for payment to be available under this' 

part for covered outpatient drugs of a manufacturer dis

16 pensed or provided on or after January 1, 1998, the man

17 ufacturer must, have. entered into and have in effect are· 

18 bate agreement with the Secretary meeting the require

19 ments of subsection (b), and an agreement to give equal 

access to discounts in accordance with subsection (e). 

21 "(b) TERMS, IMPLEMENTATION, AND ENFORCEMENT 

22 OF REBATE ..t\.GREEMENT.

23 "(1) PERIODIC REBATES.

24 "(A) IN GENERAL.-A rebate agreement 

under this section shall require the manufac

26 turer to pay to the Secretary for each calendar 

July 25. 1994 (7:30 p.m.) 
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1 quarter, not later than 30 days after the date 

2 of receipt of the information described in para-: 

3 graph (2) for such quarter, a rebate in an 

4 amount determined under subsection (c) for all 

5 covered outpatient drugs of the manufacturer 

6 described in subparagraph (B). 

7 "(B) DRUGS INCLUDED IN QUARTERLY 

8 REBATE CALCULATION.-Drugs subject to re- ' 

9 bate with respect to a calendar quarter are 

10 drugs which are dispensed by a pharmacy dur

11 ing such quarter to [individuals (other than in

12 dividuals enrolled with an entity with a contract 

13 under section 1876) or a me~care drug benefit 

14 plan with a contract under section 1851] eligi- ' 

15 ble for benefits under this part, as reported by 

16 such pharmacies to the Secretary. 

17 "(2) INFORMATION FURNISHED TO MANUFAC

18 TURERS.

19 "(A) IN GENERAL.-The Secretary shall 

20. report to each manufacturer, not later than 60 

21 days after the end of each calendar quarter, in

22 formation on the total, number, for each covered ( 

23 outpatient drug, of units of each dosage form, 

24 strength, and package size dispensed under the 

25 plan during the quarter, on the basis of the 

July 25,1994 (7:30 p.m.) 
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1 .data reported to the Secretary described III 

2 paragraph (l)(B). 

3 "(B) AUDIT.-The Comptroller General 

4 may audit the records of the Secretary to the~ 

5 extent necessary t9 determine the accuracy of 

6 . reports by the Secretary pursuant to subpara

7 graph (A). . Adjustments to rebates shall be 

8 made to the extent determined necessary by the . 

9 audit to reflect actual units of drugs dispensed. 

10"(3) PROVISION OF PRICE INFORMATION BY 

11 .. MANUFACTURER.

12 "(A) QUARTERLY PRICING INFORMA

13 TIoN.-Each manufacturer with an agreement 

14 in effect under this section shall report to· the 

15 Secretar.y, not later than 30 days after the last 

16 day of each calendar quarter, on the average 

17 manufacturer retail price and the average man

18 ufacturer non-retail price for each dosage form 

19 and strength of each covered outpatient drug 

20 for the quarter. 

21 "(B) BASE QUARTER PRICES.-Each man

22 ufacturer of a covered outpatient drug with an 

23 agreement under this section shall report to the 

24 Secretary" by not later than 30 days after the 

25 effective date of such agreement (or, if later, 30 

July 25, 1994 (7:30 p.m.) 
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days after t~e end of the base quarter), the av

erage manufacturer retail price, for such base 

quarter, for each dosage form and strength of 

each such covered drug. 

"(0) VERIFICATION OF AVERAGE MANU

FACTURER PRICE.-The Secretary may inspect 

the records of manufacturers, and survey whole

salers,. pharmacies, and institutional purchasers 

of diugs, as necessary to verify prices reported 

under subparagraph (A). 

"(D) PENALTIES.

"(i) OML MONEY PENALTIES.-The 

Secretary may impose a civil money pen

alty on a manufacturer with an \ agreement 

under this section

"(I) for failure to provide infor

mation required under subparagraph 

(A) on a timely basis, in an amount 

up to $10,000 per day of delay; 

"(II) for refusal to provide infor

matiori about charges or prices re

quested by the Secretary for purposes 

. of verification pursuant to subpara

graph (0), in an amount up to 

$100,000; and 
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"(III) for provision, pursuant to 

subparagraph (A) or (B), of informa

tion that the manufacturer knows or . 

should know is false, in an amount up 

to $100,000 per item of information. 

Such civil money penalties are in addition 

to any other ;penalties prescribed by law. 

The provisions of section 1128A (other 

than subsections (a) (with respect to 

amounts of penalties or' additional assess

ments) and (b)) shall apply to. a civil 

money penalty under this subparagraph in 

the same manner as such provisions apply 

to . a penalty or proceeding under section 

1128A(a). 

"(ii) TERMINATION OF AGREE

MENT.-If a manufacturer with an agree

ment under this section has not provided 

information required under. subparagraph 

(A) or (B) within 90 days of the deadline 

imposed, the Secretary may suspend the 

agreement with respect' to . covered out

patient drugs dispensed after the end of' 

such 90-day period and until the date such 

information is reported (but In no case 

July 25. 1994 (7:30 p,m.) 
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shall a suspension be for less than 30 

days). 

"(4) LENGTH OF AGREEMENT.

"(A) IN GE·NERAL.-A rebate agreement 

.shall be effective for an initial period of not less 

than one. year and shall be automatically re

. newed for a period of not less than one year un

less terminated under subparagraph (B). 
. . 

"(B) TERMINATION.-· 

"(i) By THE SECRETARY.-.The Sec- . 

retary may provide for termination of a re

bate agreement for violation of the require-. 

ments of the agreement or other good 

cause shown. Such termination shall not be 

effective earlier than 60 days after the 

date of notice of such termination. The 

Secretary shall afford a manufacturer an 

opportunity for a hearing concerning such 

termination, but such ~earing shall not 

delay the effective date of· the terminat~on. 
. , 

"(ii) By AMANUFACTURER.-A man

ufacturer may terminate a rebate agree

ment under' this section for any reason.. 

Any such termination shall not be effective 
/ 

until the calendar quarter beginning at 

July 25,1994 (7:30 p.m.) 
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1 least 60 days after the date the manufac., 

2 turer provides notice to the Secretary. 

3 "(iii) EFFECTIVE DATE OF TERMI

4 NATION.-Any termination under this sub

5 paragraph shall not affect rebates due 

6 under the agreement before the effective 

7 date of its termination. 

8 "(iv) NOTICE. TO PHARMACIES.-In 

9 ' the case of a termination under this sub

·10 paragraph, the Secretary shall notify phar~ 

11 macies and physician organizations not less 

12 than 30 days before the effective date of 

13 such termination. 

14 ' "(c) AMOUNT OF REBATE.

15 "(1) BASE REBATE.-Each manufacturer shall 

16 remit a basic rebate to the Secretary for each cal

17 endar quarter in an amount; with respect to each 

18 dosage form and strength of a covered outpatient 

19 drug equal to the product of---:::: 

20 "(A) the total number of units subject to 

21 rebate for such quarter, as described in sub

22 section (b)(l)(B); and 

. 23 "(BHi) in the case of a single.,source drug 

24 or an innovator-multiple source drug, 15 per-

July 25,1994 (7:30 R~m.) 
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cent .. of the· average manufacturer retail prIce, 

or 

"(ii) in the case of a noninnovator.,. 

multiple solirce drug, insulin furnished 

over-the-counter, or an enteral nutrient, 6 

percent or the applicable percent (if the 

.. Secretary implements the· sliding scale de

veloped in accordance with paragraph (4)) 

of the average manufacturer retail price. 

"(2) . ADDITIONAL· REBATE.-Each manufac

turer shall remit to the Secretary; for each calendar 

quarter, an additional· rebate for each dosage form 

and strength of a single-source or· innovator-mul

tiple-source drug, in an amount equal to

"(A) the total number of units subject to 

rebate for such quarter,as described in sub

section (b)(l)(B), multiplied by . 

"(B) the amount, if any, by which the av

erage manufacturer retail price for such drugs 

of the manufacturer exceeds the average manu

facturer retail price for the base quarter, in

creased by the percentage increase in the 

Consumer Price Index for all urban consumers 

(U.S. average) from the end of such base quar-

July 25,1994 (7:30 p.m.) 
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ter to the month before the beginning of such 

calendar quarter. 

"(3) DEPOSIT OF REBATES.-The Secretary 

shall deposit rebates under this section in the Fed

. eral Supplementary Medical Insurance Trust Fund 

established under section 1841. 

"(4) APPLICABLE PERCENT.- . 

"(A) IN GENERAL.-For purposes of this 

paragraph, the Secretary may develop and im

plement a sliding scale for rebates based. on the 

relationship between the average m.anufacturer 

retail price of the drug [insulin, or enteral nu

trient] and the average manufacturer retail 

. price of [the equivalent] innovator drug [insu

lin, or enteral nutrient]. 

"(B) SLIDING SCALE DESCRIBED.-The 

sliding scale developed by the Secretary under 

subparagraph (A) shall

. "(i) require that the applicable per

cent be not less than 2 percent and not be 

greater than 15 percent; and 

"(ii) ensure that the total level of re

bates collected under such a sliding scale 

would be equivalent to a flat 6 percent re- . 

July 25,1994 (7:30 p.m.) 
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bate on such drugs, [insulin, and enteral 

nutrients.] 

"(d) CONFIDENTIALITY OF INFORMATION.-Notwith

standing any other provision of law, information disclosed 

by a manufacturer under this' section is confidential and 

shall not be disclosed by . the Secretary (or a carrier), '\ 

except

"(A) as the Secretary determines to be nec

essary to carry out this section, 

"(B) to permit the Comptroller General to. re:" 

view the information provided, and 

"(C) to permit the Director of the Congres

sional Budget Office to review the information pro

vided. 

"(e) AGREEMENT TO GIVE EQUAL ACCESS TO DIS-

COUNTS.-An agreement under this subsection by a man

ufacturer of covered outpatient drugs shall guarantee that 

the manufacturer will offer, to each wholesaler or retailer' 

(or other purchaser representing a group of such whole

salers or retailers) that purchases such dTugs on substan

tially the same terms (including such terms as prompt ' 

payment, cash payment, volume purchase, single-site de

livery, the use of formularies by purchasers, and any other 

terms effectively reducing the manufacturer's· costs) as 

any other purchaser (including any institutional pur~ 

July 25. 1994 (7:30 p.m.) 
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1 chaser) the same price for such drugs as is offered to such 


2 other purchaser. In determining a manufacturer's compli

3 a:nce with the previous sentence, there shall not be taken 


4 into account terms offered to the Department of Veterans 


5, Affairs, the Department of Defense, or any public pro

6 gram. 

7 "(f) DEFl!\ITION"S.-For purposes of this sec'tiqn

8 
I 

"(1) AVERAGE MANUFACTURER RETAIL 

9 PRICE.-The term 'average manufacturer retail 

10 price' means, with respect to a covered outpatient 

11 drug of a manufacturer for a calendar quarter, the 

12 average price (inclusive of discounts for cash pay

13 ment, prompt payment, volume purchases, and re

14 bates (other than rebates under this section), but ex-, 

15 'clusive of nominal prices) paid to the manufacturer 

16 for the drug in the United States for drugs distrib,. 

17 uted to the retail pharmacy class of trade. 

18 "(2) AVERAGE MANUFACTURER NON-RETAIL 

19 PRICE.-' The term 'average manufacturer non-retail 

20 price', means, with respect to a' covered outpatient 

21 drug of a manufacturer for a calendar quarter, the 

22 weighted average price (inclusive of discounts for 

23 cash payment, prompt payment, volume purchases, 

24 and rebates (other than rebates under this section), 

25 but exclusive of nominal prices) paid to the manu-

July 25,1994 (7:30 p.m.) 
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facturer for the drug in the United States by hos

pitals and other institutional purchasers that pur

chase drugs for institutional use and not ,for resale:. 

"(3) BASE QUARTER.-The term 'base quarter' 

means, with respect to a covered outpatient drug of 

a marmfacturer, the calendar quarter beginning 

April 1, 1993, or (if later) the first full calendar 

quarter during which the drug was marketed in the 

. United States. 

"(4) DRUG.-The terms 'innovator multiple 

source drug', 'noninnovator multiple source drug', 

and 'single source drug' have the meanings of those 

terms under section 1927(k)(7), except that the ref

erence in such section to a 'covered outpatient drug' 

shall be considered a reference to a covered out

patient drug under this part. 

"(5) MANUFACTURER.-The term 'manufac

turer' means, with respect to a covered outpatient 

drug

"(A) the entity whose National Drug Code 

number (as issued pursuant to section 510(e) of 

the Federal Food, Drug, and Cosmetic Act) ap

pears on the labeling·of the drug; or 

"(B) if the number described in subpara

graph (A) does not appear on the labeling of 
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the drug, the person named as the applicant in 

a human drug application (in the case of a new 

drug) or the product license application (in the. 

case of a biological product) for such drug ap

proved by the Food and Drug Administration: " . 

. (b)· EXCLUSIONS FROM COVERAGE.-·Section 

1862(a) (42 U.S.C. 1395y(a)) is amended

(1) by striking "and" at the end of paragraph 

(15), 

(2) by striking the period at the end of para

graph (16) and inserting Hi or", and 

(3) by inserting after paragraph (16) the fol

lowing new paragraph: 

. "(17) consisting of a covered outpatient drug 

(as described in section 1861(t)) furnished during a 

year for which the drug's manufacturer does not 

have in effect a rebate agreement with the Secretary 

that meets the requirements of section 18'50 for the 

year.". 

SEC. 2004. PRESCRIPTION DRUG PAYMENT REVIEW COM· 

. MISSION. 

Part B of title XVIII is amended by inserting after 

section 1846 the following new section: 

"PRESCRIPTION DRUGPAYlVlENT REVIEW COMMISSION 

"SEC. 1847. (a)(l) The Director of the Congressional 

Office of Technology Assessment (in this section referred 

July 25.1994 (7:30 p.m.) '. 
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1 to as the 'Director' and the 'Office', respectively) shall 

2 provide for the appointment of a Prescription Drug Pay;. 

3 ment Review Commission (in this section referred to as 

4 the 'Commission'), to be composed of individuals with ex

5 pertise in the provision and financing of covered out

6 patient drugs appointed by the Director (without regard 

7 to the provisions of title 5, United States Code, governing 

8 appointments in the competitive service). 

9 "(2) The Commission shall consist of 11 individuals. 

10 Members of the Commission shall first be appointed by 

11 no later than January 1, 1996, for a term of 3 years, ex

12 cept that the Director may provide initially for such short

13 er terms as will insure that (on a continuing basis) the 

14 terms of no more than 4 members expire in anyone year. 

15 "(3) The membership of the Commission shall in

16 clude recogIDzed experts in the fields of health care eco

17 nomics, medicine, pharmacology, pharmacy, and prescrip..; 

18 ,tion drug reimbursement, as well as at least one individual 

19 who is a medicare beneficiary and one individual rep

20 resenting a research-based pharmaceutical and bio

'21 technology company. 

22 "(b)(1) The Commission shall ,submit to Congress an 

23 annual report no later than May 1 of each year, beginning 

24 with 1997

July 25,1994 (7:30 p.m.) 
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1 "(A) concermng the implementation and 

2 the operation of the coverage of· covered out

3 patient drugs under this part, including rec

4 ommendations to Congress on changes to the· 

5 program to improve access to prescription 

6 drugs, the quality of prescription drug care, and 

7 program efficiencies; 

8 "(B) reviewing the process of contracting 

9 with medicare drug benefits plans under section 

10 1851; 

11 "(C) the fiscal soundness of the furnishing 

12 of covered outpatient drugs under this part; 

13 "(D) the appropriateness, fairness and ef

14 fectiveness of the rebate structure under section 

15 1850; and 

16 "(E) the advisability of developing a review. 

17· process to exempt small manufacturers of single 

18 source or innovator multiple source drugs from 

19 rebates under section 1850 based on the manu

20 facturer's size and the historic pricing of the 

21 manufacturer's products. 

22 "(c) Section 1845(c)(l) shall ·apply to the Commis

23 sion in the same manner as it applies to the Physician 

24 Payment Review CommissIon. 

July 25. 1994 (7:30 p.m.) 
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1 "(d) There are authorized to be appropriated such 

2. sums as may be necessary to carry out the provisions of 

3 this section. Such sums shall be payable from the Federal 

4 Supplementary Medical Insurance Trust Fund and the 

Medicare Part C Trust Fund under section 2324, in an 

6 allocation' that reasonably reflects the proportion of ex

7 penditures for outpatient prescription drugs under this 
; 

8 part and under part A of title XXIII.". 


9 SEC. 2005. COVERAGE OF HOME INFUSION DRUG THERAPY 


SERVICES. 

11 (a) IN GENERAL.-Section 1832(a)(2)(A) (42 U.S.C. 

12 1395k(a)(2)(A)) is amended by inserting "and home infu

13 sion drug therapy services" before the semicolon. 

14 (b) HOME INFUSION DRUG THERAPY SERVICES DE

FINED.-Section 1861 (42 U.S.C. 1395x) is amended

16 (1) by redesignating the subsection (jj) inserted 

17 by section 4156(a)(2) of the Omnibus Budget Rec

18 onciliation Act of 1990 as subsection (kk); and 

19 (2) by inserting after such subsection the fol

lowing new subsection: 


21 
 "Home Infusion Drug Therapy Services 


22 
 "(Il)(I) The term 'home infusion drug therapy serv

23 ices' means the items and services described in paragraph 

24 (2) furnished to an individual who is under the care of 

a physician-

July 25,1994 (7:30 p.m.) 
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1 "(A) In a setting described In section 

2 1861(t)(5)(A)(ii), 


3 
 "(B) by a qualified home infusion drug therapy 

4 . provider (as defined in paragraph (3)) or by others 

5 under arrangements with them made by that pro

6 vider, and 

7 "(C) under a plan established and periodically 

8 reviewed by a physician. 

9 "(2) The items and services described in this para- . 

10 graph are such nursing, pharmacy, and related services 

11 (including medical supplies, intravenous fluids, delivery, 

12 ~~d equipment) as are necessary to conduct safely and ef

13 fectively a drug regimen through use of a covered home 

14 infusion drug (as defined in subsection (t)(5)), but do not 

·15 include such covered home infusion drugs. 

16 "(3) The term 'qualified home infusion drug therapy 

17 provider' means any entity that the Secretary determines 

18 meets the follm.ving requirements (or, in the case of a 

19 home health agency or an entity with respect to which the 

20 only items and services described in paragraph (2) fur

21 nished by the entity are enteral nutrition therapy services, 

22 meets any of the following requirements which the Sec

23 retary considers appropriate): 

July 25. 1994 (7:30 p.m.} 
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"(A) The entity is capable of providing or ar

ranging for the items and services described in para

graph (2) and covered home infusion drugs. 

"(B) Th~ entity maintains clinical records on 

all patients. 

"(C) The entity adheres to written protocols 

and policies with respect to the provision . of items. 

and services. 

"(D) The entity makes services available (as 

needed) seven days a week on a 24-hour basis. 

"(E) The entity coordinates all service with the 

patient's physician . 

"(F) The entity conducts a quality assessment 

and assurance program, including drug regimen re

view and coordination of patient care. 

"(G) The entity assures that only trained per

. sonnel provide. covered home infusion drugS (a~d any 

other service for which training is required to pro

vide the service safely). 

"(H) The entity assumes responsibility for the 

quality of services provided by others under arrange- . 

ments with the entity. 

"(I) In the case of an entity in any State in 

which State or'applicable local law provides for the 

licensing of entities of this nature, the entity (i) is 

July 25, 1994 (7:30 p.m.) 
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licensed pursuant to such law, or (ii) is approved, by 

the agency of such State or . locality responsible for 

licensing entities of this nature, as meeting the 

standards established for such licensing. 

"(J) The entity meets such other requirements 

as the Secretary may determine are necessary to as

sure the safe· and effective provision of home infu

sion drug therapy services and the efficient adminis

tration of the home infusion drug therapy benefit.". 

(c) PAYMENT.

(1) IN GENERAL.-Section 1833 (42 U.S.C. 

13951) is amended

(A) in subsection (a)(2)(B), by striking "or 

(E)" and Inserting "(E), or (F)", 

(B) in subsection (a)(2)(D), by striking. 

"and" at the end , 

(C) in subsection (a)(2)(E), by striking the 

semicolon and inserting "; and", 

(D) by inserting after subsection (a)(2)(E) 

the following new subparagraph: 

"(F) with respect to home infusion drug 

therapy services, the amounts described in sec

tion 1834(j);", and 
. / . 

(E) in the first sentence of subsection (b), 

by striking "services, (3)" and inserting "serv-

July 25, 1994 (7:30 p.m.) 
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1 
 Ices ,and' home infusion drug therapy services, 

2 (3)". 

,-' 3 . (2) .fu"\{OUNT DESCRIBED.-. Section 1834 is 

4 amended by adding at the end the folloWing new 

5 subsection: 

6 "(j) HOME INFUSION DRUG THE?APY SERVICES.-" 

7 ','(I) IN' GENERAL.-With respect to home infu

8 sion drug therapy services, payment 'under this part 

9 shall be made in an amount equal to the lesser of 

.10 the actual charges for such services or the fee sched
. . ' 

11 u1e established underparagraph (2). 

12 "(2) ESTABLISH:3fENT OF FEE .SCHEDULE.-· , 

13 "(A) INGEXERAL.-'The Secretary shall, 

14 , establish by regulation before the beginning of 

15 1998 and each succeeding year a fee schedule 

16 ,for home' infusion. drug theraI?yservices for 

17 which payment is made under this part. A fee 

18 schedule established under this subsection shall . . 

19 be on a per diem basis. . 
I 

20 H(B) ADJUSTMENT FOR SERVICES FUR

21 NISHED BY INSTITUTIONS.-, The fee schedule 

22. established . by the Secretary under subpara

23 graph (A) shall provide for adjustments in, the 

24 case of home' infusion drug therapy services for 

25 which payment is made under this part that are ' 

July 25,1994 (7:30 p.m.) , 
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furnished by a provider of services to avoid du

plicative payments under this title for the servo: 

I ice costs associated with such services.". 

(d). CERTIFICATION.-' Section 1835(a)(2) (42 U.S.C. 

1395n(a)(2)) is amended-. 

(1) by striking "and" at the end of subpara

graph (E), 

(2) by striking the period at the end of sub

paragraph (F) and inserting "; and", and 

(3) by inserting after subparagraph (F) the fol

lowing: 

"(G) III the case of' home infusion drug 

therapy services, .(i) such services are or were 

required because the individual needed such 

services for the administration of a covered 

home infusion drug, (ii) a plan for furnishing 

such services has been established and is re

viewed periodically by a physician, and (iii) 

such services are or were furnished while the in

dividual is or was under the care of a physi

cian." .. 

(e) CERTIFICATION OF HOME INFUSION DRUG 

THERAPY PROVIDERS; INTERMEDIATE SANCTIONS' FOR 

NONCOMPLIANCE.

July 25, 1994 (7:30 p.m.) 
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(1) TREATMENT AS PROVIDER OF SERVICES.

Section 1861(u) (42·U.S.C. 1395x(u)) is amended 

by inserting "home infusion drug therapy provider," 

after "hospice program,". 

(2) CONSULTATION WITH STATE AGENCIES AND 

OTHER ORGANIZATIONS.-Section 1863 (42 U.S.C. 

1395z) is amended by striking "and (dd)(2)" and 

inserting "(dd)(2), and (11)(3)". 

(3) USE OF STATE AGENCIES IN .DETERMINING 

COMPLIANCE.-Section 1864(a) (42 U.S.C. 

1395aa(a)) is amended

(A) in the first sentence, by striking "an 

agency is a hospice program" and inserting "an 

agency or entity is a hospice program or a 

home infusion drug therapy provider,"; and 

(B) in the second sentence

(i) by striking "institution or agency" 

and inserting "institution, agency, or en

tity", and 

(ii) by striking "or hospice program" 

and inserting "hospice program, or home 

infusion drug therapy provider" . 

(4) APPLICATION OF INTERMEDIATE SANC

TIONS.-Section 1846 (42 U.S.C. 1395w-2) IS 

amended-

July 25,1994 (7:30 p.m.) 
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1 (A) in the heading, 'by· adding '''AND FOR 

2, QUALIFIED HOME' INFUSION DRUG THERAPY 

3' PROVIDERS" at the end, ' 
. . , 

4 (B) in subsection (it), by inserting "or that 

a qualified home' infusion cb;ug therapy 'proyid~r' 

6 that is certified ~or participation under this title 

7 no' longer substantially meets. the requirements 

8 of section 1861(1l)(3)" after "under this part", ' 

'9 and 
) 

, (C) in subsection (b)(2)(A)(iv), by insert

11 mg "or home infusion drug therapy services" 

,12 after "clinical diagnostic laboratory tests". 

13 (f) USE OF REGIONAL INTERMEDIARIES IN ADMINIS

14TRATION oFBENEFIT.-.Section 1816 (42 U.S.C. 1395h) 

is amended by adding at the end the fol1:mving new sub

16 section:,' 

. 17 "(k) With respect to carrying out functions relating 

18 to payment for home infusion drug therapy services and 

19 covered home infusion drugS, the Secretary may enter into 

contracts with agencies or organizations under this section 

21 , to perform such functions on a regional basis.". 

22 (g) CONFORMING AMENDMENTS.-(I) Section 

23 1834(h)(4)(B) (42 U.S.C: 1395m(h)(4)(B)) is amended 

24 ' by striking ", except that" and all that follows through 

"equipment". 

July 25, 1994 (7:30 p.m.) 
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1 (2) Section 1861(n) (42 U.S.C.1395x(n» is amend

2 ed by adding at the end the following: "Such term does 

3 not include any home infusion drug therapy services de

4 scribed in section 1861(ll) or any covered outpatient drug , 

used as a supply related to the furnishing of an item of 

6 durable medical equipment.". 

7 (3) Section 1861(s)(8) (42 ,U.S.C. 1395x(s)(8» is 

8 amen~ed by inserting after "dental" the following: "de

9 vices or enteral and parenteral nutrients, supplies, and 

equipment". 

11 (h) EFFECTIVE DATE.-The' amendments made by 

12 this section shall apply to items and services furnished on 

13 or after January 1, 1998. 

14 SEC. 2006. MEDICARE DRUG BENEFIT PLANS. 

(a) INGENERAL.-Part B of title XVIII of the Social 

16 Security Act (42 U.S.C. 1395j et seq.), as amended by 

17 section 2203, is amended by adding at the end the follow~ 

18 ing new s.ection: 

'19 "SEC. 1851. MEDICARE,.DRUG BENEFIT PLANS. 

"(a) CONTRACTS WITH MEDICARE DRUG BENEFIT 

21 PLANs.-' 

22 "(1) IN GENERAL.

23 "(A) 3 PLANS PER STATE'-,Beginning 

24 January 1, 1998, the Secretary shall enter into 

contracts with 3 medicare drug benefit plans 

July 25, 1994 (7:30 p.m.) 
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that have· submitted bids in accordance with 

subsection (b) in each State,. but only if the 

Secretary determines that such plans meet the 

c;ertification requirements of subsection (d). If 

more than 3 medicare drug benefit plans per 

State submit bids' that meet such certification 

requirements, the S~cretary shall enter into 

contracts with 3 such plans in such State on 

the basis of the bids submitted under such sub

section and the quality of the plans.. 

"(B). INSUFFICIENT NUMBER OF BIDS.-If 

the Secretary determines that less than 3 medi

care drug benefit plans have submitted bids in 

accordance with subsection (d) that meet the 

certification requirements of subsection (c), the 

Secretary [shall] enter. into a contract with 

each such plan that has submitted a bid and 

meets such requirements. If n? medicare drug 

benefit plans submit bids in a State that meet 

such certification requirements, [Please . sup

ply]. 

"(2) ENTITIES ELIGIBLE TO E~TER INTO CON

TRACTS.-The Secretary may enter into a contract 

under this section with a medicare drug benefit plan 

that is-' 
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"(A) [a qualified health maintenance orga

nization (as defined in section 1310(d) of the· 

Public Health Act [but· only if such organiza

tion has not entered into a ris1r contract with 

the Secretary under section 1876; . 

'~(B) [a health plan); 


"(C) [8. network of preferred providers]; 


"(D) a network of chain and independent 


pharmacy providers; 

"(E) a pharmacy benefit management 

company; or 

"(F) any other entity that meets selection 

requirements developed by the Secretary. 

"(b) BIDS~-

"(1) IN GENERAL.-Each medicare drug benefit 

plan that desires to enter into, a contract with the 

Secretary under this section shall, not later than Au- . 

gust 1 of 1997, and August 1 on each succeeding 

third year, submit to the Secretary a bid for the uni

form monthly premium· amount that· the plan in

tends to charge over the next 3 years for furnishing 

covered outpatient drugs (as defined in section 

1861(t)(2)), except· as 'provided in subsection 

(d)(1)(B)(viii)), to an individual enrolled in part B. 

Such bid amount shall not take into, account cost-

July 25, 1994 (7:30 p.m.) 
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shari rig requirements in excess, of the cost sharing 

requirements described in subsection (d)(l)(A)(iii). 

,"(2) NOTICE BEFORE BID. SUBMISSIONS.-At 

least 45 days before the date for submitting bids 

under paragraph (1), the Secretary shall provide for 

notice to medicare drug benefit plans that desire to 

submit bids under this section of thefee-for-service 

amount determined under subsection (c) (1) (B) and 

the proposed changes to be made in the methodology 

or benefit ,coverage assumptions from the methodol

ogy and assumptions used in the previous three year 

period and shall provide such plans an opportunity 

to comment on such proposed changes. 

"(3) BID AMOUNT IN EXCESS OF FEE-FOR

SERVI;CE AMOUNT.-The Secretary shall not enter 
\ 

into a contract under this sectionwith any medicare, 


drug benefit plan that submits a bid amount in ex-' 


cess of the fee-for-service amount determined under 


subsection (c)(l)(B). 


"(c) PAYMENTS.

"(1) IN GENERAL.-, 

"(A) PAYMENTS IN LIEU OF NORMAL PAY

MENTs.-Payments under a contract to a medi

care drug benefit plan under this section shall 

be instead of the amounts which (in the absence 

July 25. 1994 (7:30 p.m.) 
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of the contract) would be otherwise payable, 

. pursuant to section 1834(d), for covered out

patient drugs furnished by or through the plan 

to individuals enrolled with the plan under this 

section. 

"(B) SOURCE OF PAYMENT.-The payment 

to a medicare outpatient drug coverage plan 

under this section shall be made from the Sup

plementary Insurance Trust Fund. 

"(2) PAYMENT RULES UNDER MEDICARE DRUG' 

BENEFIT PLANS.-_ 

"(A) IN GENERAL.

"(i) PAYMENT AMOUNT.-Each medi

care drug benefit plan with a contract 

under this section shall receive a monthly 

-payment in advance under this title for 

each individual enrolled with the plan for 

a month in an amount equal to the lesser 

of the bid amount submitted' under sub

section (b), [adjusted by the rate factor 

determined under subparagraph (C) for 

the class of such individual,] or the fee-

for-service amount determined in accord

ance with subparagraph (B), [as so ad

justed.] 

July 25,1994 (7:30 p.m.) 
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"(1'1') RETROACTIVE ADJUSTMENT.

The amount of payment under this sub

paragraph may be retroactively adjusted to 

take into account any difference between 

the actual number of individuals enrolled 

in the plan under this section and the 

number of individuals estimated to be so 

enrolled in determining the amount of the 

advance payment. 

"(B) FEE-FOR-SERVICE A.i\{OUNT.

"(i) IN GENERAL.-For purposes· of 

subparagraph (A), the term 'fee-for-service 

amount' means the amount, prorated to be 

expressed as a monthly amount, represent

ing 95 percent of the national average per 

capita amount that the Secretary estimates 

in advance would be payable in any [con

tract year during the 3 year period for 

which a contract is in effect under this sec

tion] for furnishing covered outpatient 

drugs to individuals enrolled in part B, if 

the covered outpatient drugs were to be 

furnished by other than a medicare drug 

benefit plan -with a contract under this sec-

July 25,1994 (7:30 p.m.) 
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tion or [an entity with a contract under 


section 1876]. 


["(ii) BASIS FOR ESTlMATES.-' The 


estimate made by the Secretary under sub


paragraph (A) shall be made on the basis 


of actual experience, or the retrospective 


a,ctuarial equivalent based upon· an ade

. quate sample and other information and 

data with appropriate adjustments to as': 

sure actuarial equivalence, including ad

justments the· Secretary may determine ap

propriate to adjust for demographics, 

health status, and the presence of specific 

medical conditiot;ls.] \ 

"(C) DETERlVllNATION OF CLASSES OF IN

DIVIDUALS AND RATE FACTORS FOR SUCH 

CLASSE8.

"(i) DETERMINATION OF CLASSES.


For purposes of this subparagraph, the 


Secretary shall define appropriate classes 


of individuals, based on age, disability sta


tus, and such oth~r factors as the Sec


retary determines to be appropriate. 


"(ii) RATE FACTORS.-The Secretary 


shall annually determine the rate factors 


July 25. 1994 (7:30 p.m.) 
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for each 'class of indh~duals defined in 
. . . . 

clause (i)' reflecting the differences in the 
, , 

average per capita spending for covered 
. . .' . 

outpatient drugs under part Bamong indi

viduals in such classes: The Secretary shall 

,announce such rate factors. (in a manner, 

'intended to provide ,notice to interested 

parties) not later than August 1 before the ' 

year in which bids are submitted under 

subsection (b): 

"(d)CERTiFICATIONREQUIREMENTS.

"(1) MEDICARE DRUG BENEFIT PLAN.-' 

' "(A) IN GENERAL.-Each medicare drug 

benefit plan that has entered into a contract 

under this section must-' 

"(i) except as provided III subpara:" 

graph' (B) (viii), furnish covered olltpati~nt, 

drugs (as defined in section 1861(t)(2)) for 

'a uniform monthly premIum. in accordance 

with the plans's bid under subsection 

(b)(l); 

"(ii) meet or exceed the standards es~ 

tablished under subparagraph (B); 

"(iii) not provide for cost-sharing in 

excess of 95 percent of the' actuarial value 
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of the cost-sharing requirements described 

in section 1834{d); 

"(iv) permit enrollment and termi

nation in accordance with the enrollment 

periods and termination provisions under 

subsection (e); 

"(v) collect and provide such standard 

information as the Secretary shall pre

scribe by regulation as necessary to evalu

ate the performance and quality of such 

plan, including enrollee satisfaction, to 

compare such performance and quality 

with competing plans, and to prepare com

parative materials for distribution to bene

ficiaries under subsection (e)(2); 

"(vi) not discriminate against bene

ficiaries based on their health status, 

claims experience, medical history, or other 

factors that are generally related to utiliza

tion of health care services; and, 

"(vii) be guaranteed renewable and

"(I) may not be canceled or 

nonrenewed solely on the ground of 

health status of an individual;. and 

July 25, 1994 (7:30 p.m.) 
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"(II) may not be .canceled or 

nonrenewed for any reason other than 

nonpayment of premium or material 

misrepresentation. 

"(B) DEVELOPMENT OF STANDARDS.

Not later then January 1, 1997, the Secretary 

. shall establish standards for medicare drug ben· 

efit plans with contracts under this section, 

[that to the extent possible are consistent with 

the standards relating to entities that have en- . 

tered into contracts under section 18761, and 

which provide that a medicare drug benefit 

. plan

"(i), demonstrate financial solvency; 

"(ii) demonstrate the ability to pro

vide benefits to all ,potential enrollees 

throughout the State; 

"(iii) shall not engage in marketing or 

other practices designed to discourage or ") 

limit the issuance of a medicare outpatient 

drug coverage plan to any potential en

rollee on the basis of health status, claims 

experience, medical history, or other fac

tors that are generally related to utilization 

of health services; 
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. "(iv) may inform individuals eligible 

to enroll with the plan about the pl~n only 

ill accordance'-with procedures and condi

tions designed to ensure fair marketing 

practices and may not distribute bro

chures, application forms, or other pro

motional or informational material 

unless

"(I) at ~east 45 days before its 

distribution, the plan has submitted 

the material to the Secretary for re-

VIew, 

"(II) the material is made avail

able to all individuals eligible to enroll 

in the plan in the market area, and 

"(III) the Secretary has not dis

approved the distribution of the mate-. 

rial due to a determination that 'in the 

Secretary's discretion, the material is 

materially inaccurate or misleading or . 

otherwise makes a material misrepre

sentation; and 

"(v) estimate the mechanisms through ' 

which the medicare drug benefit plan will 

achieve program savings' and efficIencies, 

, 
" 
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assuring that such savings are achieved in 

. relative proportion to plan outlays arid ex

penditure8; 

"(vi) provide convenient access to 

pharmacies for individuals iJ;l each zip code 

region of the State taking into account the 

special needs of individuals who are en

rolled in part B; 

"(vii) in addition to the access· de

scribed in clause (vi), may provide enroll

ees ",;th a mail-order pharmacy option; 

"(viii) may establish a formulary sys

tem which ensures that

"(I) the formulary shall cover at 

least one covered outpatient drug in 

each therapeutic class of drugs rep

resenting a unique mechanism of ac

tionj 

"(II) that any covered outpatient 

drug excluded by the formulary is 

subject to a .prior authorization proc
, . 

. ess similar to the process established 

under section 1834(d)(7)(C); and 

"(III) new drugs which represent 
/ 

a significant therapeutic advance as 

July 25.1994 (7:30p.m.) 
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1 defined in section 1927(d)(5) shall be 

2 included in ,the formulary, except that 

3· the plan may develop treatment proto

4 cols for the use of the drug among'in

5 dividuals enrolled in· the plan and 

6 . shall indicate the treatment protocols 

7 to the Secretary; 

8 "(ix) disclose any special relationships· 

9 or arrangements with drug manufacturers, 

10 including . ownership arrangements, dis

11 tribution arrangements, or alliances; 

12 H(X) has standards to assure the ap- ' 

13 propriate use of outpatient prescription 

14 medications, including a program of pro

15 spective and retrospective drug use review,', 

16 consistent, with standards under the drug 

17 use review program developed by the Sec

18 retary under section 1834(d)(7), including. 

19 for any mail order services operated or 

20 used by the plan; 

21 "(xi) has established an appeals proc

22 ess allowing enrollees, physicians and: phar

23 macists a timely and efficient right of ap

24 peal on decisions concerning' coverage and 
. . 

July 25, 1994 (7:30 p.m.) 
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payment for covered outpatient prescnp

tion drugs under the plan; 

"(xii) is able to process claims for out

patient prescription drugs under the pro

gram through an on-line real time point of 

sale system, and has developed a process . 

for processing out-of-area claims; 

, "(xiii) provides for reasonable pay

ment to the pharmacists for pharma

ceuticals, administrative procedures, and 

pharmacy services provided under the pro

gram, including payment for medication 

management services' and other '.' cognitive 

services; and 

"(xiv) considers the special needs of 

certain populations in taking generic pre

scription medications, where scientific evi

dence demonstrates that such generic 

medications may not be pharmaceutically 

and therapeutically equivalent to brand 

name innovator medications .. 

"(e) ENROLLMENT AND TERMINATION.

"(1) MEDICARE DRUG BENEFIT PLANS.-Dur

mg the annual open enrollment' period established 

under subsection (f), any individual who is enrolled 

. July 25, 1994 (7:30 p.m.) 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

. O:\SIM\SIM94.345 DISCUSSION DRAFT S.L.C. 

. 

:. 

. 


July 25, 1994 (7:30 p.m.) 

73 

under part B residing in a State may choose enroll

ment for the next calendar year in a medicare drug 

benefit plan with which the Secretary has contracted 

under this section in such State. 

"(2) INFORMATION REGARDING COVERED OUT

PATIENT DRUG OPTIONS IN THE STATE.-The Sec

ret~ry shall provide each individual making an en

rollment decision during any enrollment period de

.scribed in subsection (f) with the following informa- . 


tion, in comparative form, regarding the medicare 


drug benefit plans available in the State in which 


such individual resides, the availability of payment 


for covered outpatient drugs under section 1834, 


and the availability of covered outpatient drugs to 


enrollees o.f entities with contracts under' section 

\ 

1876: 

"(A) The individual's premmms, 

. deductibles, and copayments for coverage of 

covered outpatient drugs. 

"(B) Enrollee restrictions. 

"(C) Quality information,·· including en

rollee satisfaction and health outcomes. 

"(D) Out ..of-area coverage provided in any 

plan that ~estricts coverage for covered out

patient drugs to designated pharmacies. 
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"(E) Coverage of covered outpatient drugs 

. in emergency circumstances in which an en

rollee is unable to comply with a plan restric

tion. 

"(F) Appeal rights of enrollees. 

"(G) Any other necessary information as 

determined by the Secretary. 

"(f) ENROLLMENT PERIODS.

"(1) IN GENERAL.-The Secretary shall provide' 

for a 30-day annual open enrollment period, during 

which all individuals enrolled under part B residing 

ina State may choose enrollment for the next cal

endar year in a medicare drug benefit plan in such 

State. 

"(2) PERIOD OF ENROLLMENT.

"(A) IN GENERAL.-Except as provided in 

subparagraphs (B), (C), (D), and (E), an indi

vidual may not choose another enrollment until 

the next annual period provided under para

graph (1). 

"(B) ENROLLMENT UPON ELIGIBILITY.

The Secretary shall provide an enrollment pe

riod of not less than 36 days to any individual 

beginning 30 days before the date such individ

ual first becomes eligible for benefits under part 

July 25,1994 (7:30 p.m.) 
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A or enrolled under part B only. Such enroll

ment shall be effective on the date of such eligi

bility. 

"(C) TERMINATION OF pLA..~.-If a con-' 

tract for a medicare drug benefit plan under 

this section is terminated during any calendar 

year for any reason (including the financial in

solvency of the plan), the Secretary shall pro

vide for an enrollment period of not less than 

30 days to any individual enrolled in such plan 

beginning on the date of such termination. 

"(D) INDIVIDUAL NO LONGER IN AREA.-' 

An individual terminating residence in a State 

'. may terminate enrollment· with the medicare 

drug benefit plan of such area as of the begin

ning of the first calendar month following the 

date on which the request is made for such ter- . 

' mination, and the Secretary shall provide for an 

open enrollment period of 30 days to. such indi

vidual for enrollment in the new State in which 

. such individual resides beginning on the date of 

such termination. In the case of an individual's 

termination of enrollment, the plan shall pro

vide the individual with a copy of the written 

request for termination of enrollment and a 

July 25.1994 (7:30 p.m.) 
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written explanation of the period (ending on the 


effective date of the te~nation). during which 


the individual continues to be· enrolled with the 


. plan and may not receive medicare covered out

patient drug coverage under this title other 

than through such plan. 

, "(E) APPEALS PROCESS.-An enrollee 

shall have the right to appeal the· Secretary for 

permission to terminate enrollment in the en

rollee's medicare drug benefit plan and enroll in 

another plan available in the State prior to the 

l)ext annual enrollment period. 

"(F) EFFECTIVE DATE OF NEW ENROLL

MENT.-Enrollment under subparagraphs (C) 

or (D) shall be effective 30 days after the end 

. of the enrollment period, or, if the Secretary de

termines that such date is not feasible, such 

other date as the Secretary specifies. 

["(G) NOTICE OF RIGHT OF TERMI

NATION.

"(i) IN GENERAL.-Each medicare 
, 

drug benefit plan with a contract under 


this section shall notify individuals eligible 


to enroll with the plan: under this section 


July 25,1994 (7:30 p.m.) 
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and individuals enrolled With the plan 

under this section that

"(I) the plan is authorized by law .. 

to terminate or refuse to renew the 

contract, and 

"(II) termination or nonrenewal 

of the contract may result in termi

nation of the enrollments of individ

uals enrolled with the plan under tIlls 

section. 

"(ii) PLACEMENT OF NOTICE.-The 

notice required bi clause (i) shall be in

cluded in any marketing materials de

scribed in subsection (d)(l)(B)(iv) that are 

distributed by a plan to individuals eligible 

to enroll under this section with the plan.] 

["(g) PROMPT PAYMENT REQUIREMENT.

"(1) IN GENERAL.-A. contract under this sec

tion shall require the medicare drug benefit plan to 

provide prompt payment (consistent with 'the provi

sions of sections 1816(c)(2) and 1842(c)(2)) of 

claims submitted for covered outpatient drugs fur

nished to individuals. pursuant to such contract, if 

the services or supplies are not furnished under a 

contract between the plan and the [supplier]. 

July 25.1994 (7:30 p,m,) 
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I "(2) FAILURE.-In the case of a plan which the 

2 Secretary determines, after notice and opportunity 

3 for a hearing, has failed to make payments of 

4 amounts in compliance with subparagraph (A), the 

5 Secre~arymay provide. for direct payment of the 

6 amounts owed to suppliers for such covered out-, 

7 patient drugs furnished to individuals enrolled under 

8 this section under the contract. If the Secretary pro

9 vides for such direct payments, the Secretary shall 

10 provide for an appropriate reduction in the amount 

II of payments otherwise made to the plan under this 

12 section to reflect the amount of the Secretary's pay

13 ments (and costs incurred by the Secretary in mak

14 ing such payments).] 

15 [THE FOLLOWING SUBSECTION WAS TAKEN 

16 FROM A REWRITE OF SECTION 1876 THAT WILL 

17 PROBABLY BE GOING INTO THE BILL. DO YOU 

18 WANT TO TAKE ANY OF THIS? WHAT IS APPRO

19 PRIATE HERE?] 

20 £"(h) DURATION,TERMINATION, EFFECTIVE DATE, 

21 Al'\lD TERMS OF CONTRACT; POWERS AND DUTIES OF 

22 SECRETARY.

23 "(1) DURATION Al'\lDTERMINATION.

July 25, 1994 (7:30 p.m.) 
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"(A) IN GENERAL ..-Except as p~ovided in 

subparagraph (B), each contract urider this sec

tion shall be for a term of 3 years. 

"(B) EXCEPTIoN.-The Secretary may 

terminate a contract at any time (after such 

reasonable notice and opportunity for hearing 
. , 

to the medicare drUg benefit plan involved as 

the Secretary may provide in regulations), if the 

Secretary finds that the plan

"(i) has failed substantially to carry 

out the contract, 

"(ii) is carrying out the contract in a 

manner inconsistent with the efficient and 

effective administration of this section, or. 

"(iii) no longer substantially complies 

with the requirements of this section. 

"(2) EFFECTIVE DATE.-The effective date of 

any contract executed pursuant to this .section shall 

. be specified in the contract. 

"(3) TERMs.-Each contract under this 

section

"(A) shall provide that the Secretary, or 

any person or organization designated by the 

Secretary-

July 25,1994 (7:30 p.m.) 
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' "(i) shall have the right to inspect or 

otherwise evaluate

"(1) the quality, appropriateness, 

' and timeliness of services performed 

under the contract, and 

"(II) the facilities of the organi

zation when the~e is reasonable evi

dence of some need for such inspec

tion, , and 

"(ii) shall have the right to audit and 

inspect any books and records of the medi

care drug benefit plan that pertain-' 

"(1) to the ability of the plan to 

bear the risk of potential financial 

losses, or 

"(II) to services performed or de

terminations of amounts payable 

under the contract; 

H(B) shall require the plan with a contract 

to provide (and pay for) written notice in ad

vance of the contract's termination, as well as 

a description of alternatives, for obtaining cov

erage of covered outpatient drugs under this 

title, to each individual enrolled under this sec

tion with the plan; and 

July 25.1994 (7:30 p.m.) 
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"(CHi) shall require the plan to comply 

with sllbsections (a) and (c) of section 1318 of, 

the Public Health Service Act (relating to dis

closure of certain financial information) and 

with the requirement of section 1301(c)(8) of 

such' Act (relating to liability arrangements to 

protect members); 

"(ii) shall require the plan to provide and 

supply infoqnation determined appropriate by 

the Secretary in the manner determined appro

pr'iate by the Secretary; 

"(iii) shall require the plan to notify the 

Secretary of loans and other special financial 

arrangements which are made between the plan 

and subcontractors, affiliates, and related par

ties; and 

"(D) shall contain such other terms and 

conditions not inconsistent with this section (in

eluding requiring the organization to provide 

the Secretary with s~ch information) as the 

Secretary may find necessary and appropriate. 
I 

"(4) PERIOD OF DISQUALIFICATION.-'The Sec- , 

retary may not enter into a contract with a medicare 

drug benefit plan if a previous contract with that 

plan under this section was terminated at the re-

July 25,1994 (7:30 p.m:) 
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quest of the plan within the preceding five-year pe

riod, except in circumstances which warrant special 

. consideration, as determined by the Secretary. 

"(5) DISREGARD OF CERTAIN INCONSISTENT 

LAWS, ETC.-The authority vested in the Secretary 

by this section may be performed without regard to 

such provisions of law or regulations· relating to the 

making, performance, amendment, or modification of 

contracts of the United States as the Secretary may 

determine to be inconsistent with the furtherance of 

the purpose of this title. 

"(6) FINDINGS OF FAILURE.

. "(A) IN GENERAL.-If the Secretary deter

mines that a medicare drug benefit plan with a 

contract under this section

"(i) fails substantially to provide 

. medically necessary items and services that 

are required (under law or under the con

tract) to be provided to an individual cov

ered under the contract, if the failure has 

adversely affected (or has substantial like

lihood of adversely affecting) the individ

ual; 

July 25.1994 (7:30 p.m.) 
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"(ii) imposes premiums on individuals 

enrolled under this se~tion in excess of the 

premiums permitted; 

"(iii) acts to expel or to refuse to re

enroll an individual in violation of the pro

visions of this section; 

.. "(iv) engages in any practice that 

would reasonably be expected to have the. 

effect of denying or. discouraging enroll

ment (except as permitted by this section) 

by eligible individuals with the plan whose 

medical condition or history indicates a 

need for' substantial future medical serv-

Ices; 

"(v) misrepresents or falsifies infor

. mation that is furnished

"(I) to the Secretary under this 

section, or 

"(II) to an individual or to any 

other entity under this section; 

"(vi) fails to comply With the require

. ments of subsectiorl (g)(l); . 

"(vii) in the case of a contract under 

this section, employs or contracts with any 

individual or entity that is excluded from 

July 25, 1994 (7:30 p.m.) 
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participation under this title under section· 

1128 or 1128A for the provision of health 

care" utilization review, medical social 

work, or administrative services or employs 

or contracts with any entity for the provi

sion (directly or indirectly) through such 

an . excluded individual or entity of such 

services; or 

the Secretary may provide, in addition to any 

other remedies authorized by law, for any of the 

·remedies described in . subparagraph (B). 

"(B) REMEDIEs.-The remedies described 

in this subparagraph are

"(i) civil money penalties of not more 

than $ .25,000 for each determination 

under subparagraph (A) or, with respect to 

a .determimltipn under clause (iv) or (v)(I) 

of such subparagraph, of not more than $ 

100,000 for each such determination, plus, 

with respect to a determination under sub

paragraph (A)(ii), double the excess 

amount charged in violation of such sub

paragraph (and the excess amount charged 

shall be deducted from the penalty and re

turned to the individual concerned), and 

July 25,1994 (7:30 p.m.) 
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plus, with respect to a determination under 

slJ,bparagraph (A)(iv),. $ 15,000 for each 

individual not enrolled as a result of the 

practice involved, 

"(ii) suspension of enrollment of indi

viduals under this section after the date 

. the Secretary notifies the plan of a deter

mination under subparagraph (A) and 

until the Secretary i~ satisfied that the 
, . 

basis for such determination has ·been cor

rected and is not likely to recur, or 

"(iii) suspension of payment to the 

plan under this section for individuals en-
f 

rolled after the date the Secretary notifies 

the plan of a determination under subpara

graph (A) and until the Secretary is satis

fied that the basis for such determination 

has been corrected and is not likely to 

recur. 

The provisions of section 1128A (other than 

subsections (a) and (b)) shall apply to a civil 

money penalty under clause (i) in the same 

manner as they apply to a civil' money penalty 

or proceeding under section 1128A(a).".] 

July 25, 1994 (7:30 p.m.) 
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2 
 [(a) MAINTENANCE OF EFFORT WITH RESPECT TO 

3 PRESCRIPTION DRUGS.-Section 1862(b)(1)(A) (42 

4 U.8.C. 1395y(b)(1)(A)) is amended by adding at the end 

the following new clause: i 

6 "(vi) PRESCRIPTION DRUGS FOR WORKING 

7 AGED AND RETIREES.-·A group health plan 

8 may-. 

9 "(I) not take into account that 

an individual (or the individual's 

11 spouse) who is covered under the plan 

12 by virtue of the, individual's current 

13 employment status or with an em

14 ployer may be eligible to receive cov

ered outpatient drugs under part B, 

16 and 

17 "(II) shall provide that any indi

18 vidual age 65 or over (and the individ

19 ual's spouse age 65 or older) who is 
. , 

covered under the plan by virtue of 

21 . the individual' s ~urrent employment 
I 

22 status with, an employer shall be enti-
. 

23 tIed to the sam~ benefits under the 

24 plan under the same conditions as any 

such individual (or spouse) under age 

26 65, 

July 25,1994 (7:30 p.m.) 


