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THE WHITE HOUSE 

WASHINGTON 

March 28, 1995 

MEMORANDUM FOR THE PRESIDENT 

FROM: CAROL RASCO~ 
SUBJECT: Families USA Prescription Drug Price Increase Report Analysis and Update 

CC: Laura Tyson 

You asked for an analysis of the recently released Families USA report on manufacturers' 
prescription drug price inflation and a more general update on this issue. The following 
attempts to be responsive to your request and concludes with a brief summary of potential 
policy options. 

Background 

As you know, inadequate prescription drug coverage represents one of our most difficult, 
expensive, and unsolved health policy challenges, particularly as it relates to older Americans. 
Facts that illustrate this point include: 

Prescription drug costs remain the highest out-of-pocket health expenditure for 
three out of four seniors. 

Although they represent only 12 percent of the population, older Americans 
consume 34 percent of all retail prescriptions. 

A 1993 Urban Institute study found that 13 percent of seniors are forced to 
choose between purchasing food or needed medications. 

An AARP 1994 study found that fully 46 percent of older Americans (13.8 
million) had no prescription drug coverage whatsoever (no Medicaid, no Medigap, 
or no private retiree health coverage that covered medications.) Having said this, most 
of the "influential" elderly, i.e., those that contributed to the repeal of the Medicare 
Catastrophic Coverage Act, have some type of drug coverage and may not be 
interested in helping pay for something they already have. 
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Although not a required benefit, every state covers prescription drugs in their 
Medicaid programs. It is an expensive benefit, however, and there is little doubt that 
these drug coverage programs will be vulnerable to major cuts or total 
elimination if Medicaid cuts of the magnitude that some Republicans in the 
Congress St"t nm.i:r ~m::;!de!i!?g 2r~ enac!e«i. (11:1-: p!·aDlem with this b1Jc:iget- d:iven 
strategy is that the short-term savings would be much more than offset by subsequent 
cost increases in hospitalization and mental health care.) 

Families USA Report 

The Families USA report, "Worthless Promises: Drug Companies Keep Boosting Prices," 
alleges that drug manufacturers have not been living up to their "voluntary" price constraint 
pledges. It accurately charges that the manufacturers continue to increase prices faster than 
the rate of general inflation for drugs that are sold to retail community pharmacies; as a 
result, out-of-pocket drug costs continue to grow even more burdensome, particularly for low 
income seniors. 

The study reports that prices of the top 20 drugs used by all Americans increased in 
~ price 4.3 percent in 1993, or 1.6 times the 2. 7 percent increase in general inflation (CPO. 

It .also reports that the prices of the top 20 drugs used by older Americans increased by 
4.0 percent in 1993, or 1.5 times the increase in general inflation. 

The Families USA report also examines the profitability of the drug industry. It reports 
that from, 1989 through 1993, the median profitability of all industries was 2.9 percent, 
while drug industry profitability was 15 percent -- 5 times higher. · 

Analysis of Families USA Report 

1. Inflation 

The Families USA report chose to focus on inflation increases solely to retail pharmacists 
because they fill about 85 percent of all out-patient prescriptions. However, had the 
Families USA analysis surveyed all purchasers, including HMOs, hospitals, mail order 
pharmacy, as well as retail pharmacists, it would have reflected price increases roughly 
equal to that of the general inflation rate. (In 1994, e.g., the drug manufacturer's inflation 
rate was 2.6 percent compared with the 2.7 percent general inflation rate.) 

The manufacturer's inflation rate drops when one incorporates the non-retail purchasers 
because the industry gives these purchasers deep discounts and restrains price increases. 
The manufacturers say they give these deals because the non-retailer purchasers -- unlike 
the retailers -- move drug product market share, primarily through the use of formularies. 
The retailers strongly believe they are being victimized by class of trade discrimination anc! .. 
have filed a class action suit alleging Robinson-Patman Act anti-competitive violations. 
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Regardless of which analytical model is used, there is no question that drug price 
inflation has significantly moderated since the days in the late 1980s and early 1990s 
when it frequently tripled the general inflation rate. However, since the vast majority of 
Americans purchase their prescriptions at retail pharmacies, they rightly perceive that the 
prices of their mcdjcation vorchasci) die continuing tu 1:i:>c ab1Y•t the intlation :-ate; (This may 
help explain why the Families USA report has received such a receptive response.) 

2. Profitability 

The report's findings on drug profitability appear to be generally accurate. As you know, the 
drug manufacturers have always claimed that their high profits are necessary to attract 
investment in risky and expensive research. In the face of market pressures (through 
managed care, which now represents about 35-40 percent of the total outpatient drug market) 
and political pressures (through the White House, David Pryor, Bill Cohen, the media, etc.) to 
constrain price increases, the industry has been able to maintain its high profitability for 
several reasons. They include:· 

Significant mergers, which have increased efficiency and eliminated duplication; 

The growth of managed care and the accompanying centralization of drug 
purchasing, which has enabled drug manufacturers to reduce the numbers of 
personnel utilized to sell (or "detail") new drug products; and 

Aggressive movement into the generic drug marketplace by the ~ame brand 
manufacturers, which has enabled them to benefit from recent generic drug sales 
growth and to compensate for fact that many drugs are coming off patent. 

Outstanding Questions 

1. Inflation Moderation: Short or Long-Term Trend? 

The obvious outstanding question relating to drug inflation is whether the recent positive 
trends represent a short or long-term phenomenon. Largely because the managed care market 
is expanding at unprecedented levels, it seems reasonable to assume that a recurrence of the 
price escalation the nation experienced in the late 1980s and early 1990s is unlikely -- at 
least for the immediately foreseeable future. 

One threat to an inflation moderated era might be an attempt by some in the drug industry to 
take uncompetitive actions to confront the current competitive pressures. Some allege that the 
seeds of this problem are already being layed with the recent purchases of Pharmacy Benefit 
Management (PBM) companies (drug cost/management firms under contract with insurers and 
HM Os) by drug manufacturers. The purchase of three of. the largest of these PB Ms by 
Merck, Eli Lilly and Smith Kline means that manufacturers control 63 percent of the PBM 
market. The FfC has indicated that it is monitoring this trend very closely. 
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2. Retail Pharmacy as.~ Purchaser: What ~ their Status and Administration Position? 

In the last Congress, in response to concerns raised by the retail pharmacy community, we 
incurpo1at.:d a provision into the Htalih Sec.1Jrity Act foai explicitiy prohioiteci dass 'oi t::a<le · 
pricing distinctions. Under HSA, as long as the retailers could prove they were providing the 
same economic benefit to the manufacturers that other purchasers were, the manufacturers 
would have to provide equal access to discounts. The enforcement stick was that the industry 
could not participate in our proposed new Medicare program if a violation was found. 

The retail pharmacists strongly supported HSA largely because of the "equal access" 
provision; to their credit, though, they stuck with us (and the employer mandate) even in the 
worst of times. Predictably, the manufacturers hated this provision and lobbied extremely 
hard against it. (As a result, even in the last Congress, there was not a great likelihood that 
the provision would have survived even had some version of health reform passed last year.) 

In the environment of a more drug manufacturer-friendly Congress and in a session 
that Is highly unlikely to produce a traditional Medicare prescription drug benefit, the. 
potential for passing an enforceable "equal. access" provision appears to be dubious at 
best. In fact, the retail pharmacists may well decide they prefer their fate to be decided 
at the State level, In the courts, and through the development of their own competl tlve 
alternatives. (They may prefer this track rather than risk a lopsided defeat in the Congress.) 
On the competitive front, the chain drug stores just recently established their own Pharmacy 
Benefit Management company. This week we will be meeting with the retajl pharmacy 
representatives (including Charlie West of NARD) to get a sense of their current position on 
this issue. 

3. Lack of Adequate Prescription Drug Coverage: What are the Options? 

The problem that will not go away is that the millions of low to middle income class 
Americans who have little or no prescription drug insurance coverage simply cannot afford 
their medications. The HSA provided for a prescription drug benefit in its basic insurance 
benefit for all Americans. It also included a Medicare drug benefit for all the elderly and 
disabled. However, a required standard benefit package and a $50-75 billion 5-year 
Medicare drug benefit is obviously not a politically or economically viable option at this time. 

In response to your interest in this area, we have been working on three alternative drug 
coverage options. The first would require all Medicare managed care plans to off er a 
drug benefit. The second would create a Federally-funded drug benefit through the 
Medicaid program for those who.are eligible for the Qualified Medicare Beneficiary (QMB) 
program. 'Ibe third option would provide for a new Federal Matching grant program to 
encourage States to set up pharmaceutical assistance programs for low-income 
beneficiaries .. Attached are some selected pros and cons of each. If you have any 
preferences, please let us know. 
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Option 1: 

Option 2: 

Option 3: 

Require Medicare Managed Care Plans to Offer Drug Benefit 

Pros: 

Cons: 

No cost to Federal Government. 
Wr,uld incrc<:.3c froin 35 p~,·~11~ iu lGO percent the uumber uf i1ia11aged 
care plans that offer prescription drug benefits. 
Provides additional incentive for enrollment into managed care. 

A required offering could be perceived as overly regulatory. 
Could lead to adverse selection of sick people into managed care plans 
and discourage managed care plans from entering market. 
Could be viewed by some advocates as presenting a Robson's choice to 
the elderly: Choosing between keeping access to all doctors and need 
to have prescription drug coverage. 

Create a Federally Funded Prescription Drug Benefit through the 
Medicaid Program for Qualified Medicare Beneficiaries (QMBs). 

Pros: 

Cons: 

Would cost substantially less than a full blown Medicare out-patient 
program (this option would cost about $9 billion over 5 years) and 
would better target the benefit to those who are most in need. 
Would use the established Medicaid program to expand coverage rather 
than set up a new funding/administrative mechanism. · 

Although States would not pay for the new drug coverage, they would 
likely face increased costs associated with greater use of the rest of the 
QMB benefit (because the drug coverage would attract more people.) 
Frequent changes in the eligibility status will make it difficult to 
distinguish between those who get the drug benefit because of their dual 
eligibility status or their QMB status. (In other words, it could well 
create administrative hassles and financing disputes with States.) 

Develop a New Federal Matching Grant Program for State-Run 
Pharmaceutical Assistance Programs for the Low Income 

Pros: 

Cons: 

States would have discretion to determine eligibility and coverage. 

Questionable that many States would opt to participate in an optional 
and potentially expensive new health program. 
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To: 

THE WHITE HOUSE 
OFFICE OF DOMESTIC POLICY 

CAROL H. RASCO 
Assistant to the President for Domestic Policy 

Draft response ior POTUS 

and forward to CHR by: -t---------------

Draft response for CHR by: -"-att-Ji\m.-~-----------­
Please reply directly to the writer 

(copy to CHRl by: ------------------

Please advise by: __________________ _ 

Let's discuss: --------------------

For your information: ------------------

Reply using form code: _________________ _ 

File: _______________________ _ 

Send copy to (original to CHR): --------------

Schedule?: DAccept 0 Pending 0 Regret 
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Some Drugs 
Rise in Price 

I At Fast Pace 

-·~ 
I 

I 
I 

Survey Says Top Sellers 
Exceed Inflation Rate 

By MILT FREUDENHEIM 

Pharmaceutical companies have In"'.: 
creased the pace of price increases on · 
many of their best-selling drugs since the-' 
collapse of the Clinton Administration's 
health care proposal last year. . >1 

During the battle over health care, drug ~ .· 
companies promised to rein in their price .: 
rises, keeping them at or below the in- · · · 
crease in the Consumer Price Index. That 
promise, made in an effort ·to ward off . ··. 
legislated price controls, has almost been ;. 
kept over all, with drug prices rising 3 2 

·j 

percent last year. :~~ 

That pledge, however, has not prevented :::: 
the drug makers from trying to maximize .~ 
their profits by pushing up. the pri~ of :·~ 
most of their 20 top-selling dJ'U&l,.o.· ..• 

. ' . . .... ~. '! 

According to health econom...., sur-.oi;• 
veyed drug prices for Famillu: ~ a,;.; 
consumer group based in WaltltnatoB. the ,. ·· 
prices of the 20 top drugs jumped 3.8. ~ . ..:.:_ 
percent in the lastl2 months. The price of ..,, . 
Zantac, for example..tbe No.. l ulcer treat.-. · 
ment, rose 3.7 perl:ent. . ··· .. · . ·• . .··: 

And this .. year it .. ..,...~~ thaL. the ift,.,..: · 
creases might ba getting larger. In Janu- ~, 
ary, the prlce1of ·Mevacof, the moat com. :; 
monly ulled treatmen~ ta.lower blood~ •i 
lesterol levels, 1h!nt up· 4.4 percent and_..._

1
. · 

Premarin1 ·a big-seWna estrogen ifiOduct· '.-
.· used·by women after menopame,.,japlped-- .~ 

6.4 percent . · · ·.:; /_'>; . · ti · .·· =:.: 
'fbe.·· Pharmaceutical Researdt · and ..:~ 

Manufacturers Association, an .industry :.: 
trade· group in Washington, said the Uat;--: . 
prices- that were-used.In the Familles USA-~' 
survey were misleading baca°"' thq ": ·· 
overstated the· price increaaea ,by> half t ; 
percentage point. ....... ;· ;O :· ·. '<i ~U-

WaU Street analysts haftnlomned the.-i · 
price breakthroup uharbingenof blp..~; .. ·. 
er profits for the companieL But consumr· !.'>: 
er advocates and their .awes In Congres8.~. 
say the Increases are paintuJ.for mllliona :-·~ 
of low-income people, especially those Uv- ., r 
ing on Social &lcUrity; Tb&Medicare pro..v;.~ 
gram for the elderly does .oot.coVer .. retail-'.)f: · 
drug purchases. ·.... : . . ·' . . . . . r 

It is not clear yet mt responle then-:o • 
will be in W ashlngton It the·prlce increases ~ · 
continue, in pan because the rises stlll •· : 
seem low compared with those of recent : 
years; just- three years ago, the overall.~ 
annual increase in drug prices was 6.1 . 
percent. 

Still, the change in pricing is getting 
attention. "Although the increases in drug 
prices have slowed down over the past 
year, prices on the .drugs older Americans . 
use ·most continue to rise," said Senator 
William S. Cohen, Republican of Maine, 
who is chairman of the Senate Special 
Committee on Aging. 

Representative Ron Wyden, Democrat 
of Oregon, was blunt. "My sense is," he 
said, "that some of these big drug compa­
nies are sa~ing that the heat's off now. 

Continued on Page D6 
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For Some Drugs, Increases 
In Prices Outpace Inflation 

Medicaid programs. 
Continued From First Business Page The Pharmaceutical Research 

and Manufacturers Association said 
They're saying that Congress didn't the prices that "pharmacies actual-
pass a health care bill last session; ly paid" for the 20 top-selling drugs 
they've got a lot of new allies in the increased only 3.1 percent. That in· 
Congress, and they can get away eluded purchases paid by insurers, 
with more than they could before." which often get discounts from both 

Joseph P. Riccardo, a drug ana- pharmacies and manufacturers. The 
lyst with Bear, Steams & Company, Families USA survey was of buyers 
said ''posted price increases in the who do not get discounts. 
U.S. retail market have edged up 4 Max Duink, a retired sheet melal 
percent to 5 percent" in the first worker in Frewsburg, N.Y., in ·the· 
wee.ks of 1995. He said worldwide western part of the state, said he 
price increases for µhannaceuticcais ::;::::!:t ~S5 s ;~:c:.:.h for heart, asthma· 
were expected to be at a faster pace and diabetes medicines for his w:tfe. 
this year than in the preceding four "A year ago It was about $320,'' he 
years. said.. "It's going up faster than our 

Prescription drug prices over all Social Security.'' 
increased 3 percent in 1994, slightly A spokesman for Merck I: Compa­
faster than the 2. 7 percent general ny which makes Mevacor, said the 
inflation rate, according to the Fed- price increase when aver:aged for all 
eral Bureau of Labor Statistics. of Merck's products was 1 percent, 
Through January, the latest avail- well under the inflation·rate. Gary 
able data, overall drug prices and Lachow, the spokesman. said prices 
the Consumer Price Index were ris- of some individual products had 
ing-at a 2.8 percent rate. been raised by the;pro~ lnfia-

But prices of the 20 largest-selling lion rate plus 1 percent .1n raising 
dmgs, according to economists with Mevacor by 4.4 i>ercentt Merclt pro..; :. 
Families USA, rose 3.6 percent last jected that the Conawner-Prtce:~~ 
year and 3.6 percent during the 12 dex woukhtse 3.4 percept. · · 
mohths that ended on Feb.·28. The Whllethe--priceaofm08tOr.di8: 
Fa·tnmes USA · study monitored ~Hing. drug&. rose faster. thllJw · 
changes in the manufactun!rs' · list . eral Inflation; prteea al.many o:::;:~~-~ 
prtees to dtstrtbutors, which reflect dkl•aot,:;wbtebdcepe.~ow.rant_,_,s.._ 
changes paid at retail pharmacists creaae1l'8.pet~.-~AJ····.~·--~ 

~~~=~einw:1r~~ hi:..!z:.·· · ~,.=r:r::~.~·· ··· 
Su~ buying makes up about 44 perr· .._ ~P.'!':':'( : · ·· , . · :· · : 
cent of all drug purchases; according' . tn11t1nat:~"*1 · · · 
to !fiephen W. Schondelmeyer, a Uni·i : jojat.: ~ ·o. ~-· bj_ j;iilifli:iiill:~ 
vel'sity of Minnesota ec0nomlst who · -, ~;;~ ;.uc•tA 
helped. prepare the survey. Most ot · ~ ,~ .. the..: • sold through hospitals, ''·· ~· . " 
'-" I~ plans .m state-.•... , ._.· ·" ~ 

. . ,._, . -·~~\ ····. ~- ''~L . 

Swatchmobile ~:lf~~~~:'£~~:i;-}~m:. -._ lilieliii 

DETROIT, Mardr.·it··(AP) ... Tfie.·: ~- - .\·-;.· 
German auto maker~~es Bena .· al.IOt.:meq-i' ·· 
A.G. plans to sell ::lti?ll~- _.iaa' .. , ,._ 
Swatchmobile in tb8' umr.t:SU11e9. , ""· ' · · · ~._ . ·· 
Mercedes has said the·Unt'.two<ii8a1;·.:~-·--.i 
car, to be produced.J~lllle:·;: ·.·· "· · ··•.,· 
Swiss fashion· watoit:'llllikilr;_'SIQlf_ •. _, t»· ... 

will be built in Fi'ance<ltartbJliJa~;, )~ ' 
1997. "We will brtlla: · J(.;·w~ Nordl /t · '. · · · .;.· -
America," said Mk:bael'<:·'~,~-- · .· · · , ·· ,. 
mann, president of · r.fen:edei-ee.a .• · 
North America Inc;; In an-.Ailterview•• ·, 
with Automotive News at tbe. lntef. : · 
national Motor Show An Geneva.· · 

. . -:··· 

No I 
While tt 
prescri' 
they COi 

Come back to the Fiighi~ 
and guaranteed safety of' . 

. .,,~----Emigrant IRA. '",··" 
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No Price Rellef 
While the average price increases of the most popular brand-name 
prescription drugs are not as great as they were two years ago, 
they continue to outstrip the rate of inflation. 

Economy Show 
Producer Price. 

DRUG COSTS 
Weighted average 
price increase of top 
20 brand-name 
prescription drugs' 

INR.ATION 
Year-to-year change 
in the Consumer 
Price Index 

0 Based on 1993 sales. 

SOU-C:.: Meal-$p11rltf'rlme Institute 

··. '~~ 

Price change of the top 10 brand­
name prescription drugs· between 
March 1, 1994, and March 1. 1995. 
and their manufacturer 

Zantac 
Glaxo 

Procardla 
Pfizer 

Vasotec 
Merck 

Prozac 
Lilly 

c..azem 
MM Dow 

Co'!tinued From First Business Page h; 
IT 

wondering for months when at least a1 
part of this pressure would begin to s< 
emerge from the end of the pipeline 
and affect finished goods - those 
ready for sale to the final business or 
individual user. 

Today, Janet L. Yellen, a Federal e1 
Reserve governor, said she was still a1 
somewhat surprised -that "we have tt 
thus far seen so little pass-through of J; 
higher raw and intermediate materi- e, 
.tls-pri~ !n:!l ·~e Con:iiumer Price r< 
Index." 

The report on consumer prices for 
February is, to be issued on Thurs-
day. 

Early in the day, the tentative 

SI 

evidence in the Labor Department c1 
report.that the pass-through process e1 
may be- . under way unnerved_ the s1 

. . b$lnd. market and pushed interest w 
(j~"-·· _-_~ __ · ... --· ' rates. up. But· that move was largely 
~ . , offset later by a contrmfctory as- l 

1 sessment in tbe Fed's PeCiodlc"sur- ti' 

Tqamet 
Smithkline Beecham 

Pnm8tn - cal,;_:''_, ~:lt;b"'8iness_ ~n~~~i~(~~- p 
Wyeth-Ayrest -~"~ ~_,4~~~,.,-, _ it: 
_Cipro---., -----_-,;--:i-;-. _ __,.\'··~: g_ •• '?• . .. . •!,:·· ·,:,. < • .:·:i ~I 
Miles -· ~i:~ . · eteler, ·. n 
------,--__;;-;;,..;;;;;: ~·~_,_·_"" the,_ ... fr 

·of,-_ .. ·· 
_,;._~~~:~V 

,~-.. .. ~·· L 

~h interest 
Yofan ga.t Ne\u l:lork lbnto For home delivery ca " ~ = 1·8oo-681-2100 

.:·, ·" ...... 



04104/94 13: 20 '0'202 690 5432 HHS OASH 

OFFICE OF THE AsSISTANT SECRETARY FOR HEALTH 

200 Independence Avenue, SW 
Washington, D.C. 20201 

tel 202-401-77 36 
fax 202-690-5432 

r a n s m i t t a 

to: [ 

fax #.·. .r ----'-J..1_5_-·1~-·.-_-._-·-------r-.... _ ... "_"' ·"·· ........ ····~.,._··. _____. L T c::~ -~ "i 'l.S 7 c) 

from: 

date: 

re: 

pages: jL ____ ,_1_· n_c_lu_d_i_n-=-g_r_h_is_c_o_v_e_r_s_h_ec_· t_· __ ....... 

NOTES: 
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SCHEDULED MEETING WITH THE ASSISTANT SECRETARY FOR HEALTH 

THIS FORM SHOULD ACCOMPANY ALL MATERIALS PREPARED FOR 
MEETINGS/BRIEFINGS WITH THE ASH. 

1. NAME OF PERSON(S) OR 
ORGANIZATION THAT 
REQUESTED MEETING 

2. PURPOSE OF MEETING 

3. TIME, LOCATION AND 
D'IJRATION OF MEETING 

4. FULL LIST OF 
PARTICIPANTS 
(PLEASE INCLUDE 
TITLES AND 
AFFILIATION) 

Follow up meeting to FDA briefing 
by Office of Health Care Reform 

Discuss strategy of FDA issues 
related to Health Care Reform 

Tuesday, April 5 at 11:00 a.m. 
Room 716-G. Approximately one hour. 

1. Ann Witt- Advisor to 
Commissioner, FDA 

2. Others to be determined on 
Monday. 

3 . 

4. 

5. 

6 . 

~ 002/012 

5. WHAT IS EXPECTED OF 
DR. LEE? 

To provide guidance on strategy for 
FDA issues. 

6. CONTACT PERSON Susanne Stoiber 



04104194 13: 20 '5'202 690 5432 HHS OASH 141003/012 

April 1, 1994 

Note to Dr. Lee 

The attached memorandum from Ann Witt and FDA summarizes the 
issues that we discussed today at our agency consultation with 
FDA. Three of these should be considered before the 
Congressional mark-up begins since we may wish to develop 
language to clarify or correct parts of the bill that FDA has 
identified as potentially troublesome. The three issues that I 
propose to cover on Tuesday are: 

o Off-label use of drugs 

o Investigational treatments 

0 Comparative effectiveness 

~C- .. -'---

Susanne Stoiber 
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April 1, 1994 

HEXORAHt>UM TO SUSA!QlE STOIBER 

From: Ann Witt 

Subject: Health care Reform Issues tha~ ~rre~t FDA 

As you requested at this morning's meeting, FDA has 
identified a list of the major issues under ~ha Health Security 
Act and other health care reform proposals that concern FDA's 
operations and mission. The list of issues fol 'lrJws, "'1i.th 
explanations, where appropriate. 

1. Drug Senefit Provisions (National Benefit and Medicare 
Benefit). 

a. R.elianco on c:::ompand.ia for rei mhuTsement of off-label 
uses of druqs 

• Many otr-label u5es are listed in the compendia 
without adequate assess~ent of their safety and 
effectiveness and without directions for. 
appropriate use. Reimbursement based on listing 
in the compendia will reduc~ manufacturers' 
incentives to adequ~tely ~tudy and obtain FDA 
approval of these uses. It may also encourage 
manufacturers to study and obtain FDA approval 
only of very limited indications, then occk to 
have the more important indications listed in the 
co11tpendia. Both outcomes would dilTlinish the 
supply of reliable information an appropriate drug 
use. 

To ensure that important o!f-label uses are 
adequately studied in an environment of universal 
coverage, FDA should be given ct.~presa authority to 
require manufacturers to st.udy widE.~spread or 
medically important off-label uses. (See attached 
10/11/93 memo from FDA to Dr. Lee.) 

b. Investi9ational Treatments 

• "Approved Research Trials." FDA is required to 
approve most clinici!ll trials of c:lr\.19s, bioloqics, 
and ~edical devices (including those conducted by 
other federal agencies). However, the definition 
of an "approved resea•ch trial" ~o "Wnicn 
reimbursement is tied includes t·rials "approved" 
by a number of entities othe.r t.han fDA. 
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If FDA approval of trials of drugs, biologics and 
devices is not required for rei.m.bursement, 
reimbursement could be provided for care 
associated with research that is conducted 
unlawfully. Bill language should be clarified to 
require that FDA-regulated research be approved by 
FDA. 

• "Tre1tment IND's 11
• The HSA does not, but should, 

require reimbursement for druqs c:rJvered by 
"Treatment IND's." These ~re investigational 
druqs, not-yet-approved, that l''DA has determined 
should bo made available to pat.ir~nts becau.se they: 

• Are for a serious or life-threa~eninq 
disease, 

• There is no satisfactory alternative 
treatment available, and · 

• The available evidence supports their 
effectiveness. 

FDA's decision to grant a Treatm~nt IND for a drug 
is, in effect, a determination that the druq is 
medically necessary and appropriate ror a cer~a1n 
patient population. 

2. comparative Effectiveness/Cost Effectiveness Provisions 

Several of thQ haalth care refor~ bills and, to a lesser 
extent, the HSA, provide various federal aqencies and boards 
with authority to conduct and evaluate research on the 
ccmp~r~tlve effectiveness and cost-efrec~iveness or FDA­
regulated products and to disseminate the results of this 
research. 

FDA requlates comparative effectiveness and cost­
effectiv@ness claims ?nade by drug and device m.ilnufacturers, 
and has long-standing expertise in evaluatinq effectiveness 
studies. In addition, through its approv~l process, FDA has 
unique access to intormation on the ettecriveness of drugs, 
bioloqics, and medical devices. Ho\/ever, none of the 
a~encies, boards and councils that would have authority over 
research and evaluation of comparative and cost 
effectiveness data include FDA. 

For example: 

• The HSA establishes the N.;ational Quct l i. Ly M;s1·\a~ement. 
council, whose functions incl ud<~ develf.Jpment of 
meas~res for evaluating the outcomes of health care 
services and procedures, setting research priorities, 
and collecting and disseminatinq information on 

-2-
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ineffective treatments. This Council would be made up 
of evparts from AHCPR, NIH, HCF~. but not FDA. 

• "Cost-effectiveness" is a criter-ion, under the HSA, 
both for assessin9 the re~sonableness of launch pric~s 
or breakthrouqh drugs and for re.quiring advance 
approval under Medicare. 

• The Cooper bill establishes a new agency within HHS 
("Aqency for Clinical Evaluations"), whose functions 
would include conducting effectiveness trials, assuring 
evaluating of existing and new treatments, and settinq 
research priorities for evaluations or medical 
treatments. This agency would lnclude portions of many 
HHS agencies, but not FDA. 

The activities of these a9encies, boar.ds, and councils would 
directly affect, and, in some cases, conflict ~ith, FDA's 
regulatory responsibilities over druqs, biologics, and 
devices. 

In addition, it is critical that health care purchasers and 
providers obtain valid, reliable information on comparative 
and cost effectiveness. some of ~he kinds of research 
proposed in the bills to are likely ~o produce unceliable 
data. FDA's expertise in assessing the reliability of data 
on effectiveness would be valuable in whatever efforts are 
undertaken to assess comparative and cost effectiveness ot 
competing treat~ents, includin9 identification of 
appropriate areas where additional comparative research 
could yield substantial savings. 

3. Pro4ucts Liability 

Several health care reform proposals include provisions that 
would insulate FDA-approved drugs and devices from products 
liability. FDA ha~ lon9 opposed such provisions, b$c~use 
the FOA review process does not take into account many of 
the considerations that form the basis of products liability 
cases. In addition, produc~s liabill~y provides an 
important check on promotional abuses by drug and device 
manufacturers. Given FDA's limited resources to police 
promotional activities, it is essential to maintain other 
disincentives for overpromoting drugs and devices. 

4. Pharmacy provisions 

FDA is responsible tor entorcing th~ Pres~ription Drug 
Marketing Act, which imposes restrictions on the 
diseribution and sale of drugs by pharm~cists. Some of the 
provisions of POMA may be in conflict \olltJ1 the HSA. 

-3-
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s. Druq Otili1ation (Section 2002(4)(6)) 

The HSA requires the Secretary to assure appropriate 
prescribing and dispensin9 practices by establishing a 
program to, amon9 other thin9s, identify '1 potential adverse 
reactions" and "appropriate use of gonerjcs. 11 This proqram 
may overlap or conflict with FDA programs, already in place, 
tha~ carry out substantially similar ac~ivities. 

&. Haaltb care Fraud Enforcement Authority (Sections 5401•3) 

The HSA creates a health care fraud control program to be 
carried c:.ut by the Inspector General. Violations of the 
Federal rood, Drug, and cosmetic Act. are defined in section 
5402(d) (S) as "health care offenses," enforceable by the IG. 
This will sign.if it.:~ntly expand the IO' ==i en for.(,,;t::n1t!int. 
authority and create conflicts with FDA's own criminal 
enforcement program. In addition, si:;?cti.on .5402 (a) (l) 
establishes a fund made up of criminal tines from health 
care offenses, the proceeds of which go to the !G. Fines 
obtained by FDA for violations of thP.1 F. o&r. Ar.:t Jn'!'IY hav~ t.o 
be placed in this fund, but would probably not be available 
for use by FDA. 

Please feel free to call me at 443-2561 if you have 
questions about any of these issues. 

cc: Mary Pendergast 
D:ianQ ThOlnpSOTI 

Attachment 

-4-
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Ann Witt 
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Public Health Service 
DEPARTMENT OF H'ULTH & HUM.AN SERVICES Food and Drug Adminisirat1on 

------------------·-·----- ·- -·--------------
Memorandum 

Date October ll, 1993 

From Oeputy Commissioner for Operations/FDA 

Subject coveraqe of Prescription Drugs under Health Care Reform 
Package 

To Assistant Secretary for Health 

The Food and Drug Administration has serious concerns about 
the criteria for eoveraqe of prescription drugs in the Health care 
Reform package. Under the t:erms of the Health s .. r.:urity Plan, 
prescription druqs are covered (l) for their. FDA-approved 
indications and (2) for any other indications mencioned in one of 
three listed comp&ndia. or in any other co1t1pendium identif iecl by the 
Secretary. FDA is aware that HCFA uses this for~ula for 
reimbursement for oncoloqy druqs and recognizes that reliance on 
the compendia to ensure broad, consistent reimbursement may be 
appropriate in the unique con~ext of treatment for cancer or other 
serious and life-threateninq diseases. FDA believP-~, hoYever, that 
reliance on the prescription dru9 co~pendia as a surrogate ror FDA 
approval -for .sll drugs will undermine manufacturers' incentives to 
conduct adequate studies of new indication$ 4nd will diminish the 
availability of full and accurate informa~ion about drugs' risks 
and benefits. 

In passing the 1962 Amendments to the Federal Food, Drug, and 
Cosmetic Act, Conqress determined th~t ~h~ Am.~i~ic~n public needed 
protection from unsafe, ineffective and inadequately studied drugs 
being promoted gy drug companies. To achieve this goal, Congress 
required manufac~urers to provide sub&tantial ovldence, including 
adequate and well-controlled studies, that a drug or biological 
product was safe and effective for its labeled indications before 
the product could. :be marketed and promoted for those indications. 

FDA is deeply concerned that if the Health Sf~curlty :r>l;D.n give::s 
mention of an indicat.ion in a compendium recognition eq~al to an 
FDA approval decision, the objectives of the drug approval process 
wil1 be c:omprolnised. Unlike FDA a.ppcoval decisions, indicat:ions in 
compendia are not included. on the basis ot scientific 
determinations -chat t:he drugs a:re safe and effc-:.ctive for those 
use$; indications may be mentioned in a compendlum solely on the 
basis of the anecdotal experience of individual physicians. 

Historically, manufacturers may have failed t:.o submit 
supplemental applica~ions for new uses because of concerns about a 
l.enqthy review period for such application~. uecause user rees 
will per~i~ increased reviewer resources that can be allocated to 
cover supplemental applicacions for new indications, FDA will be 
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able to review these applications promptly. If, however, the 
co1npendia are of:f'icially recoqnizea as al'ternat:ives t:o FDA approval 
for purposes of reimbursement, it is likely that drug companies 
will shift their focus from obtaining FDA approval for new 
indications to qettinc; unapproved indications ment!ioned in the 
compendia. The value of obtaininq FDA approval. and thus the 
nwnbcr of adeq~ately studied indications, will diminish. 

FDA has always recognized that physicians may, in the best 
in't.eres~s of their patients, appropriately prescribe approved drugs 
for unapproved indications, based upon valid information available 
to them. FDA would therefore support some reimbursement mechanism 
for unapproved indications. Whatever mechanism is adopted, 
however, must maintain incentives for manufacturers to study and 
add new uses to drug labels. Without thes~ inct:ent.ives, full and 
accurate information about the safety and effectiveness of new 
indications vill not become available, to the detriment of health 
care decisionmaking. 

FD~ would suppo:rt the followim;:y reimbursement scheme for 
unapproved uses: 

ccvera.9e of unapproved uses Of approved <.irugs, biological 
products and insulin wculd be permitted for medically accepted 
indications unless the Secretary had determined that the use 
was not medically appropriate because of unacceptable risk, 
evidence of ineffectiveness or availability of less expensive 
alterna~ives that. have been sh~vn to be effective. For 
serious or life threatening illnesses the National Kealth 
Board, in consultation with the FDA, could require coveraqe of 
specific types of unapproved uses. 'l'he Secretary would review 
the nature and exten~ of unapproved uses and could require the 
submission of studies and supplemental Ap~lications for 
unapproved uses that were widespread or medically important. 

cc: Cliff Gaus 
Bill Corr 

\ 

,~l\l. 
Jane E. 

\ 

-2-

lA·'-· VVyUI- '·../' 
Henney, M. D >i 
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MEMORANDUM 

DATE: October 17, 1993 

TO: Chris Jennings 

FROM: Clif Gaus 

SUBJECT: CHANGE IN OUTPATIENT PRESCRIPTION DRUG BENEFIT 

Attached is a copy of the new language for coverage of drugs and biologicals in the 
National Benefit Package. 

STATEMENT OF NEW POLICY: 

• All uses (approved and unapproved) of drugs, biologicals, and insulin are covered, 
however plans are allowed to establish formularies. 

• The National Health Board may intervene to require plans to cover certain 
unapproved uses for specified serious or life threatening illnesses. 

~ 010/012 

• The Secretary may recommend to the National Health Board that certain unapproved 
uses should not be covered by plans. 

IM:PLICATIONS OF NEW POLICY 

• Broad coverage of unapproved (off label) uses 

This new permissive language makes a strong statement to clarify coverage for 
unapproved uses of FDA approved drugs and biologicals. 

• Clarification of FDA authority needed 

Amendments to sections 505 (drugs) and 506 (insulin) of the Federal Food, Drug and 
Cosmetic Act and section 351 (biological products) of the Public Health Service Act 
are necessary, as part of the health reform bill, to clarify the Secretary's authority to 
survey the nature and extent of unapproved uses and to require the submission of 
studies and/or supplemental applications for unapproved uses that raise public health 
concern because they are medically important, or are widespread and raise significant 
questions of safety and effectiveness. 

1 N :\CPS\IENNINGS.MEM 
LSimpson/CG/OASH 

10/17/93 
11 :OSa.m 
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Under a federally mandated health care system that authorizes coverage for all uses of 
approved drugs it is important to preserve incentives for drug manufacturers to 
adequately study the safety and effectiveness of unapproved uses which are 
widespread or for which there is preliminary evidence of ineffectiveness or lack of 
sa'fety. 

Clarification of existing FDA authority would permit the Secretary to fully implement 
existing regulations and avoid the likelihood of protracted litigation if the agency were 
to act solely on existing regulation. 

• Requires change in Medicare benefits (including OBRA 93 and new benefit) 

The Medicare outpatient drug benefit included in the plan specifies unapproved (off 
label) use differently and is based on the OBRA 1993 language. Off label 
(unapproved) use is detennined by the: 

Compendia: one or more citations in 3 compendia or other authoritative compendia 
identified by the Secretary -- UNLESS the Secretary has determined that the use is nor 
medically appropriate or the use is identified as not indicated in one or more 
compendia; OR 

Peer reviewed literature: where the carrier determines, based upon guidance from the 
Secretary to carriers for determining accepted uses of drugs, that the use is medically 
accepted based on supportive clinical evidence in peer reviewed literature appearing in 
publications identified by the Secretary. 

This language also provides the Secretary with authority to intervene to restrict off 
label use but does not require amendments to the FDCA. 

2 N :\CPS\JENNINGS.MEM 

LSimpson/CGtOASH 
10117193 
ll:05am 
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Outpatient prescription drugs and biologicals: 

• Covers all drugs, biological products, and insulin approved by the Food and 
Drug Administration (FDA) for any use. 

• For certain serious or life threatening illnesses, the National Health Board, in 
consultation with the Secret.ary, may require coverage of specific types of 
unapproved uses. · 

Limitation: 

• The National Health Board, in consultation with the Secretary, may determine 
that an unapproved use of an approved drug is not medically necessary or 
appropriate because of unacceptable risk or evidence of non-effectiveness. 

• Must be prescribed for use in an outpatient setting. 

• No frequency or quantity limitations ocher than reasonable rules for amount to 
be dispensed and number of refills. Health plans are permitted to establish 
formularies, drug utilization review, generic substitution, and mail order 
programs. 

3 N ;\CPS\JENNINGS.MEM 
LSimpson/CG/OASH 

10117/93 
11:05am 
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Question: 

Aoswer: 

u202 690 us2 FROM PBS OBP.E DP Ill 0021002 

The Health Security Act proposes to cover FDA approved drugs for their 
approved indicationg and in oertain instances. their off-label indications. 
Yet plans will be able to use formularies. \Mii p;itients have access to 
drugs evGn if these are not on the formulary and very expansive? 

6 Yes, patients wlll have access to the drugs they need. The Health Security Act 
provides coverage for medically necessary or appropriate items and services, including 
drugs. To assure access to the comprehensive benefit package, the National Health 
Board is charged with establishing regulations to ensure uniformity of application of this 
benefit package across plans. 

Decisione of medical necessity or appropriateness are best left up to a heslth core 
provider and a patient and the Act doe8 not want to infringe on the prat:tit:e of 
medicine. 

Plans may establish formularies, and other methods to manage their benefits, but 
plans are certified by the States based on their ability to deliver the items and services 
in the comprehensive benefit package in their designated service area. 

Currently, when a patient needs a drug that is not on a plan formulary, the patiGnt iG 
left to argue with the plan with often little recourse. The Act establishae numerous 
consumer protection provisions that allow for sppeeils of plan decisions, at the plan, 
alliance, and ~tate levels. 

• Each cerufled health plan must establish an appeals process with the second review 
using an external provider. Each regional and corporate alliance is also required to 
establish both expedited and standard appeal review procedures as well as an office of 
the ombudsman. Each State is also required to establish a claims review office for 
appeals originating from both regional and corporate alliances. At any time, ;;m 

individu•I may avail of standard judici;il appeals proce1>ses. 

However, in ~ituetions where a drug i5 the only appropriate treatment fur a c;ondition, 
such as Saradaze for Gaucher's disease, then the plan would have to provide 
coverage for that drug as It Is medlcally necessary. 

In addition, plans offer expanded access under certain conditions: 

• The Act allows only limited cost containment strategies to the fee for sf!!rvice plan. The 
only cost containment optiOn!i •re: utilization review, prior approval, and reiitricting 
&ervices and providers based on poor quality. 

The lower cost sharing plan has the point of :service option where for an additional 
premium, and additional cost sharing at the time of service, and lndlvldual In a 1ow er 
cost sharing p!an could go out of plan for Items anCI services in the benefit package. 
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RXRCUTIVI OFFICI OF THE PRESIDENT 
OFFICE OF KANAGEMBNT AND BUDGBT 

waahinvton, D.c. 20503 

March 4, 1994 

LEGI8LATlV~ R~t~RRAL M~MUKANUUM 

TO: Leqislative Liaison Officer -

COMMERCE - Micha~l A. Levitt - (202)482-3151 - 324 
JUSTICE - Sheila f. Anthony - (~02)5l4-il4! - ~!/ 
LABOR - Robert A. Ghapiro - (202)219-0201 · 330 
TREASURY - Richard s. Carro - (202)622-1146 - 228 

001 

LRM #I-Z170 

l"ROM: JANCT R. I"OROGRCN (for)~ ill:J) -"'cr\~­
Assistant Director for 'it;'islatitre ~Qfe~hce · 

OMB COHTAOTc no~ert PBLLICCI (395-4071) 
8eoretary'9 line (for simple responses): 395-7362 

SUBJECT I HHS QG and A3 RE: HR 3600, Health security 
Act 

DEADLINE I NOON Maroh 7 1 1994 

COMM~llTS; R•P•• Waxman and GreenwooQ Q&As. The appropriate 
paqea from the hearing tranogript aro attagho4 oo that you oan 
aaa the com.manta that are bai.n9 clar.i.fiad in tha QU~R. 

OMB requec;tc; the viewc; of your u.~oncy on tho o.bove subject before 
advising on its re11tt.iom;;.h;p t.n -t.hP. prn<Jritm of t.hr:>! Pr~!=:ic'l~nt, in 
accu.rdance with OMB circular A-1~. 

Plaaaa advisa us if this itam will affect djrect spending or 
r•g•ipta tor purposws or the th• .. Pa.y-Aa-You-Go" provisions or 
Title XIII of tho Omnibuo Budiat Roconciliation Act of 1990. 

cc: 
Nanoy-hnn Min 
Gana Sparlin9 (Pau1 

Jamieeon) 
Ira Mag-aziner 
,Jennifer Klein 
5ob 5ooretin 
Jl:loon Solomon 
Mee9han Prunty 
Ch.ri1:1 Jenninqa 
Jaok tow 

Steve Riehetti 
MA1annA VP.rVAP.r 
Darry Clendenin 
Len Nichol~ 
J.:inn"' Rlumh.~r') 
5111 Dorotinsky 
Chu.nno.h Ko1Js 
,Janet ForsqrP.n 
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RBB~O-BB TO LBGIBLATIVB REFBRRAL MBMORJUQ>VM 

It your response to this request ror views is simple (e.g., 
concur/no comment) we prefer that you respond by foxin9 u~ thi~ 
response sheet. rf the response is simple and you prefer to 
call, please oa11 'the 1>rancn-w1aa line snown below (NU'!' the 
analyst's line) to leave a messa9e with a secretary. 

You may also reapona Dy {l) calling 'the ana1ys't/attorney•s 01rect 
line (you will be connected to voice mQil if the QnQlyst does not 
an5wer); (2) s~ndin? U$ a memo or letter; or (3) if you are an 
OASIS user in the Executive orrice or ~ne ~res1aen~, senaing an 
E-mQil meaaage. rleaee include the LRM number shown above, and 
t.hA sub~eat Ahown b~low. 

TOI 

FROM: 

Robert flELLICCI 
Off ice of Mana'Jement and Bud9et 
Fax Number: (202) J95-6l48 
Analyat/Attorney'a Direct Number: 
Branch-Wid@ Line (to reach secretary): 

(202) J95-407l 
(202) 395-7362 

(Date) 

(Name) 

(A9ency) 

(Telephone) 

SUBJECT• HHS QG and A3 RE: HR 3600, Heulth Gecurity 
Act 

The followin9 is the re&pon&c of our a9cnoy to your rcquc~L for 
views on the above-capt1oned ~nhjP-ct: 

Concur 

No objection 

No cornm~nt 

Other: 

F~X RF.TURN of pagi?.~, at.t.ache.d to this · 
response sheet 
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ttS r~e~ortr~ion. 
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Tho HonorAble Hena:y A, WG~an 
Chairman 
SU~OOJDLittee on HeDlth an4 the lnV1ronn•n~ 
committee on Ener;y and commerce 
Houoo of Repr•••ntativee 
Wa•h1ngton, D.c. 20515 

Daar Kr. cha11'118n1 

Than you ror tne opportunity ~o 01ar1ry raniar~ l ma~• a~ the 
SubeOl'Uli~~••'• rebruary 8 hearing on pra•oription dr~w•• 

rollowiJ\9' the recant Robert Jlovak column ("Health Care Hawic•," 
w11hinqton 'i't' February a4), x wouia l1Jte to clarify my use ot 
th• ~•z:oa ~pr c• control" in reaarka % ll&da at the hear1ni• Yaq 
had aaked Why ~ne reoate call•~ tor in the Pr••1~mnt•• plan qoa• 
to the ro~•~•1 government in•t•ad of the oonawner in th• fora or 
•prig• redugtion f••e P•W• 41 rr. or~• tr&n9or1pCJ. l rep11ea 
th.at thoro aro "pr ca control•" in addition to th• raba~ to 
•n•ur• that pharmaoia~• oharg• individuai• • r•••onabla pr1o•· 
By this I meant that th• K••lth Seouritf Act propo••• other mean• 
tu uontaln oo•t• tar con•WllUrB, 1no1uain9 th• g•• ot lower cos~ 
;•n•ric dru9s, when appropriate, and th• re~ir•••nt that 
pharmaci•t• accept as•1;nmen~ and oharqe no more tnan aaa1oare 
will pa1. Parhap• I •houl4 have •or• accurat•ly ~••4 the term 
"coat gonta1n111ant prov1a1an" ratner than t1pr1oe oontro1. 0 

u1~1ma~e1y, r•D•~•• provided ta ~h• Federal qovarnm•n~ enould 
contain th• overall co•t of the Medicar• pre•oription dru9 
b•ner.u~, which wJ.ll t>& pusaad an tc l:>eneticiari•• in g\9 torm o:t 
low•r preaorlption druq pr•miums. AlMo banatioiariea would 
benatit trom lgwer retail dr~g prioee slnoa the rabata prov1•1ons 
encourR9e manutacturera to maintain price incre•••• at or below 
inflation. 

I.at me also reter you to my response l•t•r in th• baarinw to a 
qu••tion from xr. Brown re9arc1in~ Xadieare price Qontrol• £oz 
praaorip~ion ar~g• (••• paqa 80 tt. ot th• ~ran•cript). Here, I 
clearly point out that th• Pre•idant•• plan do•• ~ contain 
pr1oa gontrol• })ut in•\..eal2 lnull.ldlilllill • veri•ty or •pprc:iach•• to 
control dru9 prioe• under Medioar•. 

I re9rat that ny reepon••• a~ the haarinq hav• b••n 
niech•r•cterize~ to retlaot aomethlng otner than the Keaioare 
pre•o~iption druq benefit prcpoeed in th• Health Security Act. I 
would b• pl•a•a~ to discua• thia with yo~ rurt.ner 1t you so 
desire. 

sincerely, 

M•l•n L. Smit.R, M.D. 
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17q7 ti we C14 'ncee4 have •h••• ~~••kthcou9h •su9a •eve1opa4, 

17~8 one vou1• •••u•• •h•~ thee• woulC ~· a1rn1•1oan~ eavint• 

171tl eith•E in ca4uoa4 ho•ti~alisat1on o& zeiuo•4 need~ for other 

1750 eeivtoec. AG va have •••n· ios •K••rle. wken we dav•lorad 

1?1t penio~llln, ra•ien•• CiC no\ have to ~- koep1ta11aa•. ~hay 

1751 waz• ouceA in ves~ •hozt o&4as isoa ••nv oonClt1on•. 

1753 Mc. GRZIM"OOI. I have u•ad ay ti••· Tha oonft•~n is ~~-~ 

1751t ~he 1av1nr• woul• not 1ik•1r •• ••~n 1n th• •*•• yeaE ~n 

17SJ whioh ~he rcea1ua •at •rrli••-

,,56 Di. 'II. Ve oan 1iv• you a ao&• C•t•ilad reapon••• ii you 

17•7 wl•h· ioc th• seoosc on th1• i••u•. %~ is • oo~•lioata• 

1758 .uas~1oft, t WOUlt ~- f1&4 to 80Et oi paE8onally develop a 

1?51 zas1on1e anc rrovid• that to rou ioz tho reoo~d. 1~ tha~ i• 

1'160 okay, 

'''' "E· GRIEMWOOD. I wo~14 a1pxao1ate tha~ very auah. 

1761 fhank you, ME. Cha1E•an. 

1'168 

1 ·1 I:, 

176' 

ft&, WAXHAK. ~hank ~ou, Kr. Gr••nwoo4. 

ftc. PAXOK. ~hank you, KE. Chaizaan. 

l'• going ~o 90 •aok, 1• l oou14. for ju•l a monak~. I 

,767 jul\ wan~ •o ••k• a pe1nt an4 than 90 on to so•• ~uaationa. 

17G8 "r. "•K111an followe• a lin• o• ,uas~ioning r•rar4int 

17~~ ••olu•ion un••~ K•4ioar•. % ~u•t wan~ ~o raitarata a 

1770 oonoa~~ tha~ ve have. an• r hope vgu oQn halp u~ with thi• 

1771 duEinf you~ te~tlnuny today and in the iu~ura. 

. ~ ;·· \· .. 
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(:>age 't"J.: "The concern 1• tnat tho aav1nge Cfrcm u•e 
of breakthrough dru9a ovor ~ltornativ• tre~tmon~D] 
would not likely be •••n 1n the same year in which the 
premium aap eppli$~.) 

Breakthrou9h dru9a aQn offor many benafit• to a ciuality anQ oo•t­
conscious health gare ayacem. The pat1ent'a ove~all neal~h 
status and otten lifaQpan aan be improved, bringing bonofite that 
extend :beyond the monetary caloulatione. Yet normally tnen are 
a.l11u 11cavJ.u911 in hea.lth ca.re oxpemlJ.turee etemmin.g from i.aoo .of I.ho 
drug. These sav1n9s 1nclude :both snort- anQ •ong-te:nn aavinga. 

The case o! ulcer treatment is probably an excellent exatt;ile of 
haw •hart· and lon~·term aavinga typically intaraat with one 
another. 

Until the 1970s, serloua otomach ulcore of~en r&QY1rea •urgeiy 
tha~ now co•t• q25,000 gr mg~~. tntrQduotiQn of H2-bloak•r dru~• 
1n the 19808 a11owae1 ror erteotive noneur~ical t.raatment. with 
Qrug• now ao•tin9 und~r $•,ooo p•r year. Reo•n~ly, f~~th•r 
research nas po1ntea. out the potential t;O replace this lon9-1:.ez:·m 
•ymptor11at:io t:t-H.t:mant with Bhort-·te"rm ci~i.ag th•rapy that aotually 
destroys the bacterium that contributes to ulcer O.evelopmcmt. An 
NIH con••n•u• aon!erence in Feb"1olary ondQr•cci a •hort-~•rM 
antibiotic regimen costing unaer $100. 

ThiR m~~ns that. what wa1 onoa a 125,000 eurg~ry vitn long-eerm 
follow-up co,te could ~oon become a ~100 go~ree of treatmen~ wi~h 
laaa naaa for costly physician follow•up. 'l'hia is a cl.ear 
example of new d~ therapiee leading to lower medical cooto in 
both thA ~hnn:.- and long-run. Meet breakthrough treatments seem 
to follow thi• patte~n. ~oducin~ both •hort- ~nd 1ong-~o¥111 oo•ts. 

Xn •omo ca•e•, of co'l.l~•c, i.hc= e~ation is not so oimple. Qhort­
t,jll!,.1'11 ~(")11tt.111 m1111y '1nr.ulllly go up 1f the drug is more e~ensive 'than 
th= le•• effe~~ive therapiee it replaces. Theea •hort-term costs 
are eypiaally, but not always, over~aken by long·t•rm aavings a• 
better patient outcomee materia11~•. The mo-called "olot­
buating" drufis such as TPA for uaa after heart attac)(• appear to 
!all 1nto thi• cat•iory, according to recent clinical trialo. 

In otber camca, ohor~·term coat• oan dr~p whilo lon9-~orm healtA 
eo1ta increase. Thie could ocour if the drug provide• 
significantly longer lives, which meall• medic:ial c:iai;e £<11· • lonaer 
pariod than patient• formerly enjoye<2. l'xPa:Umental g19nc 
therapi•• fer •ovoro immune disorders May begin to fall into th!M 
category, as patients begin living year• lonw-r than u.nda~ 
cur~ent therapies and aeccrdingly incur haalth ~ara ~nRt.A f.nr. 
mox·u yea.re than 11 eui:rently poadble . 

. . , ... 
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-SENT ar:xerox T111eoo1er 1oz1 i 3- 3-94 4:11PM ... illlil n~ 014Vil D 

Tho intcrcaction of 1i1hu•·1o- aulJ. lung-~erm costlil 11 rurtner 
c::ic~li~,.t:.1111d by the fact that while covt• are typioally viewed in 
terms of health cas:e 1,;u•t•, the beneUtll t!UC~end tar !>9yona th• 
healt.l'I :Insurance syatetn. Fc,,i· thi• r•aton, m1::11t evaluationa of a 
l'l.ew 1.;luu.:apy do not wl.u~ with mere cost aompa.risom1 alone DUt look 
at ind~~~~nrs such as coet-~fficacy, co•t-•ffeotivenea•, and 
quallLy u! lile a& well. 

Becau~e n~flt new aru9B ·~pmar to otter ~nort-cerm savlng8 over 
exi11tin11 th4!!1rap•mt-.ie alt.ernat1ves, it eeema unlik•ly that 
1nclud1ng outpatient pnscr1pt.J.un d.nlg benet'ita with 1. stan<1ara. 
benAf.tta packag"e will impose exoaHivl! short-term oo•t& to the 
heal~h. c:are eyatem. Yet in any caaic, 1.h~ 1nc%"ease 1n nealt:h 
statuR thllt ~!fectiva dru~ thera:pi•• can repreaent make1111 it; 
impei:at.ive that co111t;.·c:!:Cect:.ive pb4lrn1.&&c.:t:ut.ical t:reatment;s be 
in.eluded und•r h•Alt.h care r@form. 

. .... -·· .. 
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PRESCRIPTION DRUG COVERAGE: 

THE PROBLEM 
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CURRENT PROBLEMS IN 
PRESCRIPTION DRUG COVERAGE 

Despite the medical importance and general cost-effectiveness of outpatient prescription 
drugs, many Americans have no outpatient prescription drug coverage. 

o Over 1/4 of all Americans have no coverage for outpatient prescription drugs, 
including about one-half of elderly Americans. 

o Over 55% of outpatient Rx drug costs are paid out-of-pocket by patients -­
over 64% for those 65 and older. 

Spending on outpatient Rx drugs is growing far faster than the overall economy. 

o Outpatient Rx drug spending rose 172% from 1981-91, compared to a 87% 
rise in Gross Domestic Product. This includes changes in prices, utilization, 
population, and technological complexity. In recent years, price increases 
have moderated, due in large part to a rise in managed care activity. Yet for 
the retail pharmacy market, price increases are still above the general rate of 
inflation. 

New drug therapies are often beyond the financial reach of the patients who need them: 

o When important breakthrough drugs reach the market, there is often no 
therapeutically equivalent drug product available. For many of these 
products, the cost has been high. For managed care providers, this often 
means less potential to negotiate favorable pricing for these products. 
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SPECIAL PROBLEMS FACING = 

THE MEDICARE POPULATION 

o Medicare beneficiaries utilize pharmaceuticals at a higher rate than the rest of the 
population and therefore face greater out-of-pocket financial burdens. Medicare 
currently does not cover outpatient drugs. 

o Prescription drugs accounted for the largest out-of-pocket health care cost for three 
out of four beneficiaries. 

o Only 54 percent of Medicare beneficiaries have some type of prescription drug 
coverage. The four sources of drug coverage include --

Retiree health plans. About 30 percent of Medicare beneficiaries have drug 
coverage through retiree health plans. However, current retirees could lose 
their coverage if their former employer decides that it is too expensive to 
cover their pharmaceuticals. And according to employee benefits experts, 
fewer and fewer firms are expected to offer future retirees health and drug 
coverage. 

Medigap policies. About 5 percent of Medicare beneficiaries have drug 
coverage through individual Medigap policies. About 5 percent of Medicare 
beneficiaries have drug coverage through both retiree health plans and 
individual Medigap plans. 

Medicaid. About 12 percent of Medicare beneficiaries have drug coverage 
through the Medicaid program. 

State pharmaceutical assistance programs. About 2 percent of Medicare 
beneficiaries have drug coverage through other sources such as state 
pharmaceutical assistance programs. 
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The Health Security Act 
Solves Problems in 

Prescription Drug Coverage 
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Outpatient Drug Coverage 
under The Health Security Act 

Health Care Reform promotes the availability and affordability of outpatient Rx drugs. 

o For patients ... 
outpatient prescription drug coverage will be provided for all Americans, 
including Medicare beneficiaries. 

o For manufacturers ... 
universal coverage will result in higher sales volume and a larger marketplace 
for financing research into new products. Enhanced NIH funding means 
more potential for basic research breakthroughs that can lead to new drugs. 

o For pharmacists ... 
the Medicare program will mandate more consistent volume discounts so that 
community pharmacies can compete on equal footing with other purchasers. 
Sales volume will also increase, and professional services such as patient 
counseling will be required as part of Medicare reimbursement. 

o For controlling costs ... 
a variety of market incentives will apply in both the comprehensive benefit 
package and in Medicare, keeping costs affordable while avoiding any need 
for the government to fix prices. 
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For Patients . . . 
Universal, Affordable Drug Coverage 

For consumers of prescription drugs, the Health Security Act means: 

o Coverage for all Medicare beneficiaries. Of the 36 million Medicare 
beneficiaries, only about half of those 65 and over currently have outpatient 
Rx drug coverage, typically through retiree health plans or individually 
purchased Medigap policies. 

o Coverage for 39 million uninsured. Those without any health care insurance 
will now receive a benefit package that includes outpatient prescription drugs. 

o Coverage for over 70 million without outpatient Rx drug coverage. 
Currently, over 55% of all outpatient Rx drug costs are paid out-of-pocket. 

o Continued coverage for all currently eligible for Medicaid. Low income 
populations will be integrated into alliance health plans, receiving 
comprehensive coverage identical to all other enrollees. 

o Coverage for off-label uses of approved Rx drugs, when supported by peer­
reviewed literature or major drug compendia. 

o Plans may offer other optional coverage for unapproved, experimental drugs. 

o Out-of-pocket costs will be kept reasonable 
Under alliance health plans, a $1,500 limit on all out-of-pocket 
health costs, with patients paying either $5.00 per prescription 
under lower cost-sharing plans or 20% coinsurance after a $250 
deductible for higher cost-sharing. 

Under Medicare, a $1,000 out-of-pocket limit on drug costs, 
with patients paying 20% coinsurance after a $250 deductible. 
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For Drug Manufacturers . . . 
Sales Will Increase and 

Market Forces Will Determine Prices 
Drug manufacturers will see larger, open markets and more research opportunities: 

o Sales volume will increase due to the expanded population with Rx drug 
vera . For Medicare beneficiaries alone, sales will increase by 

$7.1 bi on annually by 2000, or about $5.7 billion after accounting for 
...__,-wines. Data are currently unavailable to determine the exact increase in 

revenues due to prescription drug coverage for the under-65 population. 
However, given the increase in sales due to Medicare coverage, we know that 
providing coverage to the entire under-65 population will lead to significant 
revenue increases, as well. 

o Pricing decisions will be left to each manufacturer, relying principally on 
negotiations between buyer and seller and other market forces. 

o Medicare reimbursement will be based on market prices and not federal price 
controls, with rebates to HCF A based upon the discounts currently offered to 
institutional providers. Prices on certain new drugs may be subject to the 
review of an advisory council reporting to the HHS Secretary, with an 
opportunity to negotiate special rebates under Medicare if needed. 

o State alliances and individual health plans will have flexibility in delivery of 
the items and services in the comprehensive benefits package, and will be 
free to develop innovative strategies for controlling expenditures, without 
endangering access to important therapies. 

o The comprehensive benefits package will include off-label uses of approved 
drugs when the use appears in peer-reviewed literature designated by the 
Secretary or in major drug compendia. 

o Increases in funding for NIH and other research under health care reform will 
create more potential for basic research breakthroughs that lead to new drugs. 
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For Pharmacists . . . 
Fairer Wholesale Pricing and a 

Larger Customer Base 

Universal coverage for outpatient prescription drugs will expand the demand 
for drug products a ar cy services. The expanded Medicare benefit 
alone will mea ver $3 billi n annually in added sales by the year 2000. 

As a condition of participation in Medicare, manufacturers would have to 
offer the comparable discounts to all purchasers -- including retail 
pharmacists -- on equal terms and conditions. These discounts must be 
directly proportional to the impact of the purchasers terms (i.e., single site 
delivery, volume purchases, use of formularies) on the manufacturers' costs. 

Patient counseling and other pharmacy services will be included under 
Medicare dispensing fees, recognizing the health benefits of these services. 

The dispensing pharmacist will continue to play an important role in patient 
counseling and in encouraging cost-effective generic products. 

Page 9 



Affordable Benefits . 
Without Government Price Controls 

Market forces are the key mechanism for innovations that keep prices under control: 

o Under the comprehensive benefit package, plans will be able to utilize proven 
means of keeping pharmaceuticals affordable. These might include generic 
substitution, formulary use, bulk purchasing arrangements, or preferred 
provider plans. 

o Under Medicare, HCF A reimbursement to pharmacists will be based on 
actual prices in the marketplace, while a fixed rebate from manufacturers to 
HCF A will equal the discounts already widely available to institutional 
providers. The rebate formula will also protect against drug costs rising 
faster than inflation. 

o No government mechanisms will affect the price of most drugs. For certain 
breakthrough products without therapeutic alternative (and therefore no 
market competition), an Advisory Council on Breakthrough Drugs (that 
includes private-sector experts) will advise the Secretary of HHS if it finds 
the market price unreasonably high. Factors considered will include: 

--- prices of other drugs in the same therapeutic class 
--- cost information supplied by the manufacturer 
--- prices of the drug in other industrial countries 
--- projected prescription volume, research costs, etc. 
--- cost-effectiveness relative to alternative treatments 
--- improvements in quality of life offered by the product 

o Because the findings of the Advisory Council on Breakthrough Drugs will be 
available to the public, managed care providers will be better informed about 
the usefulness of these breakthrough drugs and will be able to use the 
information to negotiate with drug companies for more favorable pricing. 

o For new drugs priced at levels proven unreasonable, the Secretary of HHS 
can negotiate rebates for the Medicare program. If a negotiated Medicare 
rebate cannot be set, the Secretary may take action ranging from prior 
approval restrictions for the Medicare program to prohibiting Medicare 
reimbursement for the particular drug. 
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OUTPATIENT DRUG COVERAGE IN 
THE HEAL TH SECURITY ACT: 

I. Description of the 
Comprehensive Benefit Package 
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DRUG COVERAGE UNDER THE 
COMPREHENSIVE BENEFIT PACKAGE 

o universal, comprehensive coverage. 

-- The Health Security Act covers all prescription products for all FDA-approved 
uses, as well as insulin and blood clotting factors. 

-- It also covers off-label uses of FDA-approved products, when supported by 
leading compendia or peer-reviewed medical literature designated by the Secretary 
of HHS. Plans have the option to offer additional drug benefits, such as coverage 
for unapproved, experimental drugs. 

o flexibility in delivery. 

-- State alliances and individual health plans will have flexibility in delivery of the 
items and services in the comprehensive benefits package, and will be free to 
develop innovative strategies for controlling expenditures, without endangering 
access to important therapies. Strategies might include generic substitution, 
formulary use, bulk purchasing arrangements, or pref erred provider plans. 

-- Innovations in delivery will not interfere with a patient's access to medically 
necessary products. 

o affordability for patients. 

-- Out-of-pocket patient costs will be limited to $1,500 per individual ($3,000 
family) for all covered benefits including drugs. 

-- For lower cost-sharing plans, each outpatient prescription will cost $5.00. Higher 
cost-sharing plans will include 20% coinsurance with a $250 deductible. 

-- For low-income families receiving AFDC or SSI, copayments are reduced by 
80%, from $5 to $1 per prescription. For low-income families (less than 150% of 
poverty) in areas where there are no lower cost-sharing plans available, additional 
subsidies are available to bring cost sharing down to the levels of the lower cost 
sharing plan. 

-- Data from the Advisory Council on Breakthrough Drugs will assist managed care 
organizations in negotiating for favorable pricing. 
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OUTPATIENT DRUG COVERAGE IN 
THE HEAL TH SECURITY ACT: 

II. Description of the 
Medicare Benefits 
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OUTPATIENT DRUG COVERAGE 
UNDER MEDICARE 

ENROLLMENT 

o Estimates assume a January 1, 1996 effective date. 

o Any beneficiary enrolled in Part B will automatically be covered under the new 
prescription drug benefit on that date. 

COST SHARING 

o The annual deductible is $250 in 1996. Once the deductible is met, beneficiaries 
pay 20 percent coinsurance. The annual out-of-pocket limit is $1,000 in 1996. 

o Both the deductible and out-of-pocket cap are indexed to assure that the same 
percentage of beneficiaries receive benefits as with the initial $250 deductible and 
$1000 cap. About 58 percent of beneficiaries are expected to meet the deductible 
each year. 

o Low-income beneficiaries receive the same financial assistance for out-of-pocket 
drug costs as other cost-sharing amounts. 

COVERAGE 

o The Medicare drug benefit covers all drugs, biological products and insulin approved 
by the Food and Drug Administration (FDA) for all labelled indications and certain 
off-label indications. 

o Current coverage of home infusion drugs and parenteral and enteral nutrition would 
be subsumed under the new Medicare outpatient drug benefit. Similarly, current 
limited coverage of outpatient drugs under Medicare such as immunosuppressive 
drugs would be incorporated into the drug benefit. 

o The Secretary has the discretion not to cover certain pharmaceutical products listed 
in Section 1927(d) of the Social Security Act. Examples include fertility drugs, 
medications used to treat anorexia and drugs used for cosmetic purposes. However, 
benzodiazepines and barbiturates would be covered under the Medicare drug benefit. 
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COST CONTAINMENT 

o Rebate Agreements. As a condition of participation in Medicare, drug 
manufacturers would sign rebate agreements with the Secretary. Once a rebate 
agreement is signed, all the manufacturer's currently marketed drugs are covered. 
Rebates apply only to single source and innovator multiple source drugs (brand 
name drugs). Drugs used by beneficiaries in managed care plans and the working 
aged are not subject to rebates. 

o Basic Rebate. Manufacturers pay a basic rebate to Medicare for each drug 
based on the difference between the average manufacturer retail price 
(AMRP) and the weighted average manufacturer non-retail price (AMNRP) 
or 17 percent of the AMRP, whichever is greater. The Secretary has the 
authority to verify the AMRP and AMNRP reported by manufacturers. If 
manufacturer price increases exceed the rate of inflation, the rebate would 
include the increase above the rate of inflation. 

o Negotiated Rebate for New Drugs. In the case of new drugs that the 
Secretary determines are excessively or inappropriately priced, the Secretary 
has the authority to negotiate an alternative rebate with the manufacturer. 
Such a determination by the Secretary would be based on such factors as the 
prices of other drugs in the same therapeutic class, cost information supplied 
by the manufacturer, prices of the drug in industrialized countries, and other 
relevant factors. If a manufacturer refuses to negotiate or the Secretary is 
unable to negotiate a rebate that the Secretary determines to be reasonable 
within six months, the Secretary may exclude the new drug from coverage 
under Medicare. 

o Generic Incentives. The drug benefit encourages the use generic drugs. Unless a 
brand name drug is specifically requested by the physician, payment will be based 
on the cost of the generic substitute. 

o Prior Approval. Finally, the prescription or dispensing of certain drugs may 
require prior approval from Medicare. Drugs subject to prior approval could also 
include drugs subject to inappropriate use or clinical misuse and new drugs for 
which the Secretary has not yet negotiated a rebate. In addition, the Secretary may 
require that physicians obtain prior approval before prescribing brand-name drugs if 
a generic substitute is available. 

PHARMACY REIMBURSEMENT 

o Brand Name Drugs. For brand name drugs, payment is the lower of actual 
charges, the 90th percentile of actual charges in a previous period, or the estimated 
acquisition cost (EAC) plus a dispensing fee. 
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o Generic Drugs. For generic drugs, payment is the lower of actual charges or the 
median of all generic EACs in the same therapeutic class times the number of units 
aispensed plus a dispensing fee. 

o Estimated Acquisition Cost. The Secretary has broad discretion to determine the 
EAC. The EAC may equal a percentage of the published Average Wholesale Price 
(A WP) or the Secretary may determine the EAC by surveying pharmacies and 
wholesalers. However, the EAC cannot be established at greater than A WP minus 7 
percent. 

o Dispensing Fee. The dispensing fee is initially established at $5, annually indexed 
to the Consumer Price Index (CPI). All pharmacies that receive Medicare payment 
would be required to accept assignment on all prescriptions, answer beneficiaries' 
questions regarding medication usage, and submit drug claims on behalf of 
beneficiaries. 

DRUG UTILIZATION REVIEW 

o The drug benefit includes a program for Drug Utilization Review (DUR) to assure 
quality and contain costs. The program would include prospective and retrospective 
components. 

o Prospective DUR. Prospective DUR involves screening the incoming claim 
against previously paid prescriptions to determine whether any potential drug 
therapy problems exist before dispensing the medication. Prospective DUR 
will identify the following potential drug therapy problems --

o Drug-drug interactions -- a prescribed drug will adversely interact 
with other drugs taken by the beneficiary; 

o Therapeutic duplication -- a drug duplicates the effect of drugs 
currently taken by the beneficiary. 

o Early refills -- a beneficiary returns to the pharmacist for a refill 
prescription before his current prescription is less than 75 percent 
depleted. · 

In addition, prospective DUR systems may also alert the pharmacist or claims 
processors to potential fraud and abuse situations. 

o Retrospective DUR. Retrospective DUR is a screening process that will 
occur after the medication has been dispensed. Retrospective DUR attempts 
to identify patterns of inappropriate prescribing, medically unnecessary care, 
fraud and abuse. 
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o If it is determined that the medication prescribed or dispenS;.ed was 
inappropriate and there is no suspicion of fraud or abuse, some type of 
educational intervention directed at the physician or pharmacist may 
be initiated by Medicare. Interventions could include a letter or phone 
call to the physician or pharmacist. 

CLAIMS PROCESSING 

o Claims will be processed electronically by pharmacists at the point-of-sale. This 
electronic claims system will be used to determine eligibility, process and adjudicate 
claims, and provide information to the pharmacist about the patient's drug use under 
the Medicare drug program. 

EQUAL ACCESS TO DISCOUNTS 

o As a condition of participation in Medicare, manufacturers would have to offer the 
same discounts to all purchasers on equal terms and conditions. 

o Manufacturers would not be permitted to offer discounts to purchasers based solely 
on their class of trade. 

o The intent of this provision is NOT to require manufacturers to give all purchasers 
the same discounts regardless of the impact of the purchasing terms. Rather, the 
intent is to require manufacturers to offer the same discounts to those that purchase 
under the same terms (including single site delivery, volume purchases, use of 
formularies, and other terms that reduce manufacturers' costs). 
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IMPACT OF MEDICARE OUTPATIENT DRUG BENEFIT 
ON THE PHARMACEUTICAL INDUSTRY 

I Calendar Year I 1996 I 1997 I 1998 I 1999 

TOT AL INCREASE IN $7.7 $8.2 $8.8 $9.4 
DRUG SALES1 

To manufacturers of brand 4.1 4.3 4.6 4.9 
name drugs 

To manufacturers of 1.3 1.4 1.5 1.6 
generic drugs2 

To pharmacists 2.3 2.5 2.6 2.8 

REBATE AMOUNTS 

Basic 2.5 2.7 3.0 3.2 

CPI-Penalty 0 .2 .2 .2 

Total Medicare Rebates 2.5 2.9 3.1 3.4 

Medicaid ( 1.1) (1.7) (1.5) (1.9) 

NET REBATES $1.4 $1.2 $1.7 $1.5 

NET IMPACT ON 

Manufacturers of brand 2.6 3.1 3.0 3.4 
name drugs 

Manufacturers of generic 1.3 1.4 1.5 1.6 
drugs 

Pharmacists 2.3 2.5 2.6 2.8 

TOTAL $6.2 $7.0 $7.2 $7.8 

NOTE: Totals ma im. not add c iue to rounc y g 
SOURCE: Office of the Actuary, Health Care Financing Administration 

($ billions) 

I 2000 I 
$10.1 

5.3 

1.8 

3.0 

3.4 

.2 

3.7 

(2.3) 

$1.4 

4.0 

1.8 

3.0 

$8.8 

Assumes that approximately 70% of the increase in sales will go to 
the manufacturers of drugs and 30% will go to retail pharmacists, 
wholesalers and distributors. 

2 Assumes that generic substitution would continue at the same rate, 
25%, under the proposed Medicare drug benefit as it does under the 
current Medicaid drug benefit. 
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