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Why The Focus On Drugs? 


u.s. Healthcare 
Expend,itures 

16% 

~ 14% 

120/0, 

-Hospital100/0CD 
en 
ca 
CD 8%.... 
(.) -Physician-s:: 6% 
~0 

4% - Prescription 
Drugs20/0 


00/0 


1970 1980 1990 1997* 


~~f~. Source: Katherine R. Levit et aI., "National Health Expenditures in 1997: More Slow Growth," 
PCOHealthSyslems' Health Affairs, November/December 1998. "Most recent year availabie; 
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.. Industry Tension 


Capitalization: 


PE Ratio: 


1998 Profit: 


R&D: 


Value Base: 


Rewarded On: 


PHARMACEUTICAL 

COMPANIES. 


$830 billion 

37 

$20 billion 

14% of sales 

Intellectual capital 

.Cure diseases 

MANAGED CARE 

ORGANIZATIONS 


$36 billion 

18 

$290 million· 

Is ·it affordable? 

Cost containment 

Manage budgets 

~f.a.f ... . . 

rr' . Source: SalomonSmithBarney, "Pharma Almanac," March 11; 1999; Company Annual Reports. Based on top 

puHealthSySlems· eight U.S. pharmaceutical firms and PCS analysis of YE1998 top eight U.S. public managed care organizations. 



What the Payer Sees 


u.s. Retail 
$94 Billion Rx Spend. '. 

$100 
.-.. 
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$30
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~ $20 ... 
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$0 

~~f~. 
....HealthSystem.· 

49 Billion 
/ 

1992 1993 1994 1995 1996 1997 1998 

Source: IMS America NPA+; includes cash payments, excludes mail order prescriptions . 



Why More Drugs Now? 


Consumer Price Inelasticity 

? 3rd party coverage . 
? Flat, low copays 

Pharmaceutical Marketing 

? 48% sales force t in . 
past three years 

? Direct-to-consumer 
advertising: .120% t in . 
two years· 

Aging Population 

? t life expectancy 
.? 1m new 65 yr olds I year 
? 350/0 of all Rx spend 

New Drugs, New Protocols 

? Rich product pipelines 
? Doubling of new drug 

approvals 
.? New diabetes treatment 

standards 

!'b 

Source: Various sources including PCS estimates; PCS Database· claims analysis; Competitive f+~. Media Reporting and IMS America Ltd.; Wall Street Journal, 1/28/98; IMS Health, press release, 

PaHealihSystems- 9/15/98; Novartis, Pharmacy Benefit Report, Facts &Figures, 1997. 



What Could Change the Curve? 
, 	 ' 

.. 	The Cost of New Technologies 
" 

, New Drug , Predecessor" 

SSRI (Prozac)" $2.36 ," amitriptyline " --$0'.17 

.. Lipitor $1.80 . gemfibro;z.il $1.04 

'... $3.59Prilosec 	 cimetidine $1.60 

. '; 	 Celebrex' . $2.42 NSAIDs $1.20 

Rezulin "$2.98 . glucophage , , $1.90 

Claritin, $1.23 . chlorpheniramine $0.96 

Viagra $8.75 - ,yoh.imbine $0.50 ' 
-

~~+~. 
PClHealthSystems- Source: First Databank; PCS Claims Database, 1998. Cost expressed as AWP by day of therapy; 

http:gemfibro;z.il


What Could Change the Curve? 

New Product Development 
1998 1999 2000 2001 

Cardio 

Central 

Nervous 


Diabetes 


Respiratory 
(Asthma) 

Arthritisl 
Chronic Pain 

Women's 
Health 

~~4 

Avapro 

Ataeand 


Reduetil 

Maxalt 


Prandin 


Singulair 

Atrovent* 


Enbrel 
Arava 
Evista 

Teveten 


Exelon 

Memrie 

Relpax 


Edronax. 

Klonpin* 


Avandia, Aetos 

Glueophage* 


Ultair 

Beelovent* 


Celebrex 

Vioxx' 


droloxifene 

idoxifene 


Imidapril 

Cardura*, 


Vasotee*, Cozaar* 

Tamoxetine 


BuSpar* 

Neurontin* 


A-4'166 


Asmanex 

Mobie 

Prinvil* 

Zestril* 


Mevaeor* 

MK-869 


Inhaled 

Insulins 


MK-663 

Drug names in pink 
and noted with an

Aetonel asterisk (*), represent 
drugs with patent levormeloxifene 

expirations. 

~. Sources: Various analyst reports and industry literature; NOTE: Drug launches listed in table are best estimates based on current information. 
_HealthSyslems' 
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Industry Watch: Pain 

Monthly U.S. Retail Prescriptions 

(Rx inTho~sands) 


1,600 Celebrex 
1,400 I ~~ (launched 1/99) 

1,200 I .... ..' 

1 ,000 I ,f ,f """"'-= ,Lipitor 
(launched 1/97) 

800 I J I ~ ~ 

600 If ,f :aJII"""'= .Viagra 
400 1 ....1[ ~ 

. (launched 4/98) 

200 I ff ~ 

oFl. 

Month 1 Month 2 Month 3 Month 4 Month 5 Month 6 Month 7 

Months Post Drug Launch 

~~+~. 
oaHeallhSystems- Source: IMS Health. 



What Could Change the Curve? 


Growth of Legislative Initiatives 


• Demand for Choices 
... -More benefits security 


-More flexibility and plan cov~rage 


• Access tolnformation 
-Focus on quality 
-Detailed reporting; key source = Internet . 

• Legislative Initiatives 
-Patient "Bill of Rights" 
-"Length of Stay" Legislation 
~Enterprise Liability 

+~+.~ 
•ClHealthSystems· 



Who Will Pay? 


-Client vs Member Share 


1200/0 

100% 

800/0 

60% 

400/0 

200/0 

00/0 

1960 1980 

-t- Out-of-Pocket 

..... Private Health 
Insurance

'" 

..... Public Funds 

1990 1996 

Source: Goldman Sachs, "Healthcare: Managed Care, U.S. Research", "Managed Care Overview, April 9, 1998. 
PClHe.lthSy.tem.­

~~f 
~-



Evolution of PBMs 

. 1990's & Beyond 


1960's - 80's 

1980's - early '90's . 

PBM Covered Lives 
25 Million (e) 85 Million 160+ Million 

~~+~. 
puHealthSystems' 



Intel.ligent Drug Management 


;l[;:rriflf&~~;i~~i::':~~I~i~~c~#lj 
~~+
~-. 

oaHealthSystems­



Intelligent Drug Management 


>,,"~.,'Util i:zation:Management· 
• DroglJtjli~~tion'Re"iew (OUR)" 

'. .... . ... < " .. 

+ Dispensing Limits, Prior Authorizations 
'.~Complia'ri,ceiprogra"ms ." 

" ':,Mergirlg Medical & DrUg Information 
;"~i Disease ManagemenfPrograms .' '-, 
,,~•...High Riskarid"i-Ugh¢o,stPop,ulations',' 
'+':casE!Mahagement .' , , . . .,., 

), '.".': ~ , . '.~ . ,""'. . 

,,~~+ 

~. 
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Trading Cost Savings· 

with Member Impact 


High 

." 
C) 

.-c: 
>
C 
en 

Pain /Gain Index 
Long Term Impact 

/ 
I 
I * Benefit Cap (5-50%) 
I * Co-Insurance (5-30%)I 
I 

* Raise Cppayments (2-30%) 
I * Closed Formulary (1 0-15%)I 
I 

* Narrow Network (2-19%) 
------------------------~--------~-~------------~----

I 
* NDC L4)ckout (3-15%) 

t 

* -MAC-A (3-9%) 

* PA/MDL (2-3%) 

* MD Education (1-3%) 

* Performance Rx (1-3%) 

* Member Education (Complimentary) 

Low· HighMember Noise / Pain 

~~+-~-
. PClHealthSystems­



HMO Trends in Formulary Cost Controls 


-­ - ­ - . - i ­

1996 
-; 

1997 1998(e) . 1999(e) 

Generic Substitution _ 
- . 
95.5% 97.7% 95.50/0­ 93.20/0 

Prior Authorization 81.80/0. 90.90/0 93.20/0 90.90/0 

Preferred Status 63.60/0 75.0.0/0 77.30/0 . 75.0% 

Therapeutic 
Interchange 

.. 

31.80/0 47.70/0 54.5% -61.40/0 

Restricted Use 59.10/0 65~9% 65.9% -63.6% 

VariableCopayments 52.30/0 -63.60/0 81.8% 86.4% -

Significant 

Increases 


~~+~ - Source: Novartis Pharmacy Benefit Report Trends and Forecasts 1998 
_HealthSystems' 



PCS.Savings Example: 

Three TierCopay Plan Design 


Old .Design: $5 Generic / $10 Brand Copay Plan 


*Final savings will vary based on drug mix, generic policy, geographic 
+:~ area and other factors 

_HeallhSystems- Source: pes Data Warehouse and models 



pes Savings Example: 

Managed Drug Limitation on Imitrex 


• Amount paid decreased.330/0 . 

•. Quantity per member decreased by. 320/0 for oral me~s and by 450/0 for injectabl~s 

• . Quantity per Rx decreased by 25% for oral meds and by 300/0 for injectables 

Intervention started 11/97 

I'­ I'­ I'­ I'­ .1'­ ex) ex) ex) ex) ex) ex) 
en en en en en en en en en en en 
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....HealthS}'lllems· Source: pes Data Warehouse and models 



Pharmacy Substitution 

and Interchanges 


WalMart 

RiteAid 
CVS"· 

Eckerd 

Walgreen 

,Independents 

. 	 ' , 

'All PCS 

+~+, ' 
~~ 

paHealthSystems" 

'Gen'. G-en. 

Sub Rate :' . " Disp. Rate 


87% 430/0 . 


' 	890/0 '460/0 


84°A,· ' 40% 


850/0 41% 

860/0 42% 


.820/0 '" 	 ,400/0 


'840/0 	 410/0' 


' Ther. Int~ , 


Success Rate 


18% 
30% 
16°A, 

15% 
00/0 


.17% 


18% 




What Could Change the Curve? 

Coverage Limitations 
• I ncreased Use of Restrictions 
. -Viagra 

-Standard of 6 pills per month 

-Celebrex 


.• Restricted use (Wellpoint, Aetna) 
• Low reimbursement level (UHC, Kaiser) 

• Aligning Financial Responsibility 

-Three Tier Co-Payment Structures 


• $5 to $5 / $1 0 to $5 / $1 0 / $25 . 

• Decreasing Popularity of Closed 
Formulary 

~~+
~-
PClHealthSystems' 



Precursors to Success 


• Align Incentives for Healthcare Delivery 

- Medical, Rx, Diagnostic Coverage 

-. Adoption of Standards of Care 

• Consumer Education 
-Awareness + Knowledge =Decision Maker 

- Behavioral Compliance 

• Availability and Integration of Data 
- Rational Patient Confidentiality Policy 

- Patient Centric Focus 

~~f 
~-
paHeahhSystems­



Obstacles to Success 


• Fragmentation of ... 

- Healthcare Data 

- Delivery Systems 

- Population Demographics 


• Rational Decisions on ... 

. -Incentives for Integration of Patient Care (e.g., 
preventive care) 

- Who Pays for What 
- Patient / Data Confidentiality 

~~+
~-
....HealthSystems­



... 


. Developing a Drug Management 

Strategy 


• Evaluate your medical and prescription 
drug needs: demographics 

• Understand the Rx environment 
~Products, marketing efforts, future promises 

• Understand the performance of your 
delivery system-
-Pharmacies, MD's, etc. 

• Determine what and how much you can 
control 

~.~~+ • Determine what you are willing to do 
_HealthSyslem." 



'4 

Payer Strateg ies 
• Increased cost sharing 

.Generic - Preferred Brand - Brand 

•.Enmination of coverage for "discretionary" or 
"cosmetic" products 

• Narrower formularies and pharmacy networks 

• Advanced Rx management tools 
. • Prior Authorization 

• Managed Drug Limitation 
• Refill-Too-Soon 

• Increased manufacturer rebates, risk sharing 
+:E- and financial support 

PClHealthSystems· 



... 

Who WiII Pay for What? 

Life Saving 
-Antibiotics 

-Cancer treatments 

-Asthma ,. 

-Diabetes , 
 Life Enhancing/Lengthening 

-High cholesterol 
-High blood pressure 
-Allergies 
-Depression ~ . 
-Migraine .Life Style . -Arthritis 

-Fertility-Obesity . 
-Sexual dysfunction 

~ 
Cosmetic 
-Wrinkles 
-Baldness 

~ .. -Short stature 
if· ~-

PClHeolthSystems­



PPI - Pharmaceutical Preparations, NSA 

COMMODITY WEIGHTED CC 0635 

1982 = 100 

Twelve 

0635 Month 

Month Index Change 

PPI - Pharmaceutical Preparations 

INDUSTRY WEIGHTED - SIC 2834 #1 

06/81 ': 100 

Twelve 

28341 Month 

Month Index Change 

All Finished Goods, NSA 

1982 = 100 

All 

Finished 

Month Index 

Twelve 

Month 

Change 

Dec:'96 267.9 2.0% Dec-96 302.1 2.1% Dec-96 132.7 2.8% 

Jan-97 270.2 3.0% Jan-97 304.6 3.0% Jan-97 132.6 2.5% 

Feb-97 271.0 3.4% Feb-97 305.7 3.40/0 Feb-97 132.2 2.2% 

Mar-97 271.9 3.3% Mar-97 306.7 3.4% Mar-97 132.1 1.5% 

Apr-97. 271.6 3.1% Apr-97 306.3 3.1% Apr-97 131.6 0.8% 

May-97 272.7 2.7% May-97 307.5 2.7% May-97 131.6 0.4% 

Jun-97 273.2 2.6% JUFl-97 308.1 2.6% Jun-97 131.6 -0.1% 

Jul-97 273.4 2.4% Jl,!I-97 308.4 2.4°70 Jul-97 131.3 -0.2% 

Aug-97 273.5 2.5% Aug-~7 308.4 2.5'% Aug-97 131.7 -0.2% 


Sep-97 273.9 2.8% Sep.,97 308.9 2.8°70 Sep-97 131.8 0.0% 


Oet-97 275.7 3.4% . 6tt~97· 311.0 3.4% Oct-97 132.3 -0.3% 
. - , 

Nov-S7 277.1 3.9% J-!ov-'97 312.5 3.9% Nov-97 131.7 -0.7% 

Dec-97 277.5 3.6% [)ec-97 313.0 ' : 3.6°70 Dec-97 131.1 -1.2°70 

Jan-S8 278.4 3.0% Jan-98 313.9 3.11lJo Jan-98 130.3 -1.7% 

Feb-98 282.7 4.3% Feb-98 318.9 4.3"70 Feb-98 130.2 -1.5% 

Note: PPI is Mar-98 284.1 

Apr-98 287.9 

May-98 319.3 

4.5% Mar-98 320.5 4.5°70 Mar-98 129.7 -1.8% 

subject to 6.0 Yo Apr-98 324.7 Apr-98 130.0 -1.20/0 

4 month revision 17.1°0 May-98 360.4 May-98 130.4 -0.9% 

Jun-98 328.8 20.4% Jun-98 371.3 Jun-98 130.6 -0.8% 

\ 
\ 

Source: Bureau of Labor Stati~tics, 1998 
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lfOS., Senator Ron WyJen 

PM TRANSMISSION 


516 Hart: Senate Office Building 

Washington, D.C. 20610 


(202) 224-5244' 
(202) 228-2717 (Fax) --

Date: ,'1::) (~"d- I<;''9 \ 

COMMENTS: 




.!.VI LLI Ui1 j,·i'\.~.t..;;.. "i":t l''{\A L.VL. -t~U U"i"'''') rJ.\.I:..~~ vl'l'.l.vC. 

a20~ l28 2111 . SBK RO~ WYDEN - DC IOlZU99 11:21 
,. , 

u.§. S<en.:1l.i60Jl"§ Ron WyJeJlJl & 
o li-YJOO.]plJic& §nowe 

FOR IMlVIEDIATE' LEASE . Contacts: Lisa Finkel (Wyden). 2021224-5244 
September 24, 1999 Dave Lackey (Snowe), 2021224-5344 

WYDEN,SN WE TO LAUNCH GRASSROOTS CAlYIPAIGN 
FO PRESCRIPTION DRUG COVERAGE· 

Senators Take to the Senate Floor to Urge Seniors to Send in Their Bills 

WashingtOll, DC - u.s. Senators Ron Wvdctt{D-Ore.) and OlYmpia StllJwe CR.-Me.) win address 
t e U.S. Senat to laJnch thei:r:..wssroots c.1lmpaign for pt'es~tiptioD dro1; cQverageog Tuesdav, 
September ZS. 

Snowe and Wyden ar~ the aud:iOrs of the SeIlloIs Prescription Insur1lIlce Coverage Equity (SPICE). Act 

•.. I.lnly biparcisan Jill to provide prescription dreg benl:!firs co all Medicare recipienrs. 

\Vydcn and Snowe, wlito earlier this year won 54 votes in the Senate for a budget amendmenr m direc[ 
tobacco (ax revenues tbward a prescription dn~g benefit, will discuss their Legislation and urge seniors 
to send copies of their iorescription dru.s biU§ to rheir Senators to draw attenrion to the cause. . 

Wyden and Snowe's rLIlarkS will be broadcast on C-SPA.!"'l 2. The coordinates are Sat Com C--J.; 
Transponder 19_ 

U.S. Sen~t()r Ron Wyden (V-Ore.)WHO: 
U.S. Sem\tor Olympia Snowe (R-Main.e) 

Sens. to Lallnch Grassroots Prescription Drug Coverage Campajgn 
Bipartisan Duo to Urge Seniors to S~nd in Their Bills 

'WHEN: Tuesday, September 28, 1999 

TIME: TBD 
(:4./1 rimes are subject to changes In. the legislalive. schedule.) 

Senate Floo.. , The Capitol 
#-## 

http:vl'l'.l.vC
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W~'d~:1 :md I ~ave Ofcen uni"ced in the belie~;:hat, '.ve O\VC u: i'O :;e:lior~. ~o dC\o':lop die best anti most 
praCliCi:1.l salunon.. spreE represenr.s ~ StrughctocwTlId. comprehenslve. ana re:>pon::ilblc approtlch 
thaI should appe:1! 0 <lr1yone who <l~:oees that seniors nt::td coveroge of prescription drugs. 

"CyTJics arYlsking,'Can the coumry afford to -:over pre$criprion drugs?'. i hcll<!Ve ',ve 
Crln'[ afford not to.:! lr's flO( pie-in-the-sky. bur a reasonable ide:l thar s.cmaJly provides covc:r<ly:~ 
ror Lle::dy seniors Lfugh:l. deliyery syS[e:n that's senior-friendly and US!;!!) m:rrketplace 
cOIT1!Jetition anci. co .stlmer choic:~ to hold down co:sts," Wyden said. . 

Snowe J..nd yden said that their approacb otters an uaffordable, realistic" app'iotlch [0 

covering presc:riptiIDn dmg coSts, and said they would rely for funding on (he 55 CI!!r1t inCret~5e 

lobac.::o ta:"e~, and kcelerarlon of a 15-c~nt mc:rea!e 011reJ.ciy lU law, as proposed in Presidenr 
C limon1 S 0ll:dget. .} special reserve fillld tor prescripnun cirugs, created during S~nare 
considerarion of the fisca12000 Budge! Resolution through an amendmenr offer~d by Sno\ve 
und Wyden. wlli prbvide a. portion or the S505 billion from the non-Social Se::u..--iry on~budgeT 
surplus if necessary{. clley said. The budget reserve fund is rriggereci ifth.e $C!nare Flnance 
C,;rnmirree (eporrs ·Iegi.sla.tion signific:ln[ly extending the solvency of fie Mt:!dlc3re prog:rmn. 

Gnder (he Sbow~~V;/vden SpreE Act. beneficiarids will choose /1mC..InQ: comore~ens!ve 
'.::av.::rage options f~t the:'. p;escriptlon drug needs under guidelines set rmd u.;~roveci by Ul1 

lfldependent board. The board '.v111 establish a mod;;;I plan. and 3. cap on om-of-pod::e[ spe~l(iing 
for prescriptioc. dru expen.se:s, and beneficiaries w-ill be responsible for a co-pay o.nd :mnu<:!.! 
cietluctibles. The b~ner1t will be adminisrered by an indepcmlem agency. reporting. to ;:n.; 
$ec;:'erary of He:llth' md Human S~'!':'Vices. 



1012219911:l2 
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SENIOR PRESCRIPTION INSUR.<\NCE COVERAGE EQUITY (SPICE) ACT 
Senators Olympia Snowe and Ron Wydeu . 

E1igibiHty: All g~ors who are eligible for Medicare Pans A acd B wiJI be eligible foT.' a SprCE 
drug plan. SeniorS) will choose from competing benefit plan.s. which will pay for prescription . 
dnlg costS with ~iAg deductiblesand copays. In this way, seniors may choose the plan that 
best fits !:heir needS. 

Financial ASsistaL~e! Seniors earning below 150 percent ofthe poverty level ( cllIT'ently 
$12,0751 singie, $1~275lcouple) will pay no premiums for prescription drug insurance plan of 
their choice. For r&ose eam.ing berween 150 percent: of poverty and 175 percent ($14088/51ngle, 
$ 1 8988/couple) will have their premium assistance phased down from 100 percent co 25 percent. 
All other seniors :1:1 have 25 perc::ent of their premiums subsidized.. The poiicies will all meet R 

threshold standard.lieveloped by the SPICE . 

Plan Options; Thj SPICE Board would work iiVitb. the National Association of Insurance 
Conunissioners (0 .~evelop the threshold drug benefit llSing the FEHBP program and large group 
market plans as a gp.ide. Plans would then compete to after plans at either tbe threshold level or 
better so seniorS co~d have a choice of plans. NAle will also make recornmendarions to the 
SPICE Board concerning offering a. drug plus other benefits policy through SprCE. . 

In addition, be~fiJiaries in Medicare +Choice pians thar charge premiums for a drug benefi, 
would receive sorn~ assistance. . , 

:1 . 
Administration: 'qhe program would be administered by the SPICE Board that would be 
separate from the Health Care Financing Administrarion, bm report [Q me Secretary of HHS. 
The 8C1ard would ~rovide information. make sure consumers have choice of plans, and repon: to 

Congress concero~ the funding and benefic design·adt::quacy for seniors h.ealth eare needs. 

Plans would have Jbe approved at the sta.te level just like CI.IJ.TeIlt. medigap policies is currently, 
and by the SPICE IBoard. Consumer protections that apply to medigap would apply to t..J,.esc 
plans. 

An open annual enrollment: would be available so seniors could change plans Or get coverage 
should their Medicke+choice pLan or private prescription drug plan terminate. 

Financing: SprCE will be funding through the on-Budget, non-Social Security surplus Ilnd a 55 
cent tobacco tax increase and acceleration of a 15 cent increase in tobacco ta.xes already in law. 
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Sel11iOr3 Prescription Insurance Coverage Equity Act 
Senator Olympia Snowei S~nator Ron Wyden 

The SPICE Ace c:reates a voLuntary supplemental drug insurance policy that all 
Medicare eligibl~ i.ndividuals can purchase. These policies will be; guaranteed issue -- on 
one can be rurneq. down. SpreE eligibility will begin When Medicare eligibility begins. 
There will be a p'hnalty for late eo.try: just as there is for those who make a late entrY into 
the Medicare P B program. The penalty fee for late entry win be waived if the late 
entry is based on e loss ofprior drug coverage from a Medicare + Choice plan or a 
retiree group bea th plan., 

. . A.ll seDio9 will receive some premium support assistance on a sliding scale based 
on income. Ever:y senior will receive at least 25% premium support. Those below 1 50% 
of the federal poierty tine will receive 100% premium support. A sliding scale will 
phase down the P1T'cmium supporr from 100% to 25% for those benveen 150% and )75°;') 
of the federal pov.ercy liLe. 

The fedeJ premium support will be used to allow seniors to purchase SPICE 
pol.icif!s from pri1llte providers, $imilar to the Medigap program. The poli~ies \viJI all 
meet a threshold srandard developed by the SPICE Board~ which includes consumers, 
sta.le insurance cdmlnissioners, and insurance representatives. and will be designed with 
seniors needs in ~ind. Medicare+Choice and group health plans which provide drug 
coverage fot" Meqicare eLigible individuals will be able to receive the acruariul value of 
th~ drug benefit fftheir plans meet or exceed the SPICE Board rhreshold benefit plan. 

Seniors Wjl'l be given a choice of plans. Thi.s will ensure competition and help 
keep the costs dO~ and wili aUow seniors to chose [he plan that best meets there needs. 
To provide an idea of the types of choices, plaas may offer coverage for different drugs 
(formularies), co !ays, deducrlbles, and caps. The SPICE Board will disseminate . 
information abou these (:hoices. much like the Federal Employee Benefit Health Program 
(FEHBP) does. 

FWlding S I urces for: the benefit will come from the on-budget surplus, which the 
Congressional BJdget Office (CaO) estimates show to be $505 billion after the $792 
billion tax cut 1e~islation that is currently in conference. Additional funding m'}y come 
from implementiJhg the President's FY2000 budget proposal to raise the tobacco tax by 55 
cents per pack in'laddition to enacting the 15 cent tobacco increase already in law one year 
earlier than ori(;l", ally planned. . 
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!V'Lr. WYDEtV. Mr. President, today Senator SNOVlE and r are 

Lnrrociuci.ng legisla:don to provide seniors with insurance coverage for 

prescription dnks. 111i:o; legislation., the Seniors Prescription insurance 

Coverage Equi{y Act, SPICE, is the only bipartisau., market-based approach. . 

to provide sec.i~rs with choice and access to coverage that is actually paid 


for. It will givelseruors the same kind of coverage that their member of 

Congress has. 


The key is.:~1 fo1:' seniors around oUI.llatioD. wh~n it Comes to the issue n f 
preseription ~g~, is afforciability. Our proposal will assure.that each and 
every setuor wilo vollll:lIal'ily chooses to enroll in a SPICE plan will have the 
bargaining pa,er of fllVlOs and oftlle large insurers whose job h is to gee 
the best price tliey can. At least 13 million seniors have no prescripnon drug 
coverage ar aU.ITnose senjors get penalized twice: they have to pay all their 
coSts, and they ~ay more because dley cau't get the negotiated rate that the 
insurers and myrOs can. Tills bill will level the playing fidd for those seniors 

gi ving iliem 10rdabiliLY ao.d acc~5s. . . 

We know lhe kinds ofdrugs that are corning on the ma.:t:ket now can h.elp 
save lives, bett~r 1;he health status of an old~r person and., in. many insmnces . 

. save dollars bedause seniors taking their prescription drugs as they are told w 
by thei.r docrol:!'11 prevent costly hospitalizations and the progressio!.1 of 
disease. If we ere to create Medicare Laday from scratch, there would be 
noquestioos lOUr. including presc::ription drug coverage_ If we want to assure 
!:hat Medicare qeneficiaries stay healtb.y longer we mtlSr provide prescription 
drug coverage. '~f we WllD.t to be thoughtful, prudent purchasers of health 
care, ...ve must J.nci a way to assure seniors access to the drugs. 

r believe the nowe-Wydeu proposal is. that thoughr.ft11. prudent anti 

reasonable wa It assures a variety of options for c:overage, and it assures 

that we bring real dollars to the table to pay for the program. Tnere is no 

smoke and ~or5. 0.0 lOUs Or other bud!!et oimrniQks in tbis pian.
I ' . ::.­~ 

The S no we-f yden proposal will be funded by funding fro m the 
non-Soci.al Security on..budget surplus and a 55-cent increase in the tobacco 
ta.x. During thi~ bodis deliberations of the budget resolution. an amendment 

I 
!:hat Sen. SNOWE and I offered received 54 votes. including 12 Republiccm 
votes to do jJthiS-fund a prescription drug benefit for sertiors with an 
increase in the. obaceD tax. . 

The SPICE 1 gislation qeates a senior-oriented program using the Federal 

Employees BeJefit Program (FEHBP) as a model to provide benefitS that 
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include presc~ lion drugs and other non-Medicare covered benefits, Thls 

henefit would ~e open to every beneficiary and be voluntary. However, if the 

secior elected ~overage later ruther when they were tirSI eligible. the 

individual wodld pay incremen[aily more rhe longer he or she waited to 

choose a comJirherulive cover.ge option. . 


" The individual senior WQuld be able to selt:!cl from an 3.mlY ofdrug po\lcie,"j 
and Medicar~hoice phws with. prescription drugs coverage. lbis would be 
v·oluntary. No ~enior would have to change whilt their current coverage is if 
they do not chdose to do so. All plan!:! would be offered by private sector 
companies, Fa, beneficiaries under 150 percent of the poverty lev'el-$12,07:5 . 
for a Single, se~or ~ S 16,275 tor a couple, ~e federal government would 
pay the entlre p(errullI!L For those between 1.:>0 percent and 175 percent of 
the federal povfrty level, the amount the federal govemment would pay 
phases down frpm 100 percent ofpreO'lium to 25 percent ofrhe premium 
amount For bt1reficiaries at 175 percent of poverty and over, the federal 
government would pay 25 percent of the premium ilInount. 

Our SpreE Jellefit will be administered by a new Board that would be 

separdte from the Health Care Finandng Adminisaation but report to the 

Secretary OfH{:uth and Human Services. The Board would approve plan 

desift"ns and premium submissions, aoprove and distribm:e COn::lumer 


~ . I • , 
edUC::lrion ma!ep.ai:s, develop eDIollmemprocedures and make 

,ccommendati~hs concerning additional funding, ,further ability to pay 

mechanisms U!l:~ other steps needed to assure continuing availability of ",' 

comprehensive: coverage as seniors' health ne2ds change over time. 


!\IIanv of tIS would pre:fer t:o do an ove~hallJ of Medicare and modernize It
• 'I 


LO include henefits Uke prescription drugs. However, the thirteen miLlion 

Medicare beneficiaries who need coverage and the millious who have 

coverage that &bes not truly bdp them, need a way to get meaningful 

coverage today. This proposal will do that 


.Ir----! 

Source: Government Printing Office 
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MEMORANDUM 

I 

DATE: 10/7/99
I 

TO: CHRIS JENNINGS 
I 

FROM: TONY PODESTA 

RE: ORPHAN DRUG ACT - EVERGREENING 

I am writing to! follow up on our discussions about ~\evergreening" of 
exclusivity periods under the Orphan Drug Act. As we discussed, it now 
appears that OqA exclusivity periods can be extended into infinity by 
multiple, overlapping applications. There is no evidence that Congress 
intended exclusivity periods beyond the initial seven years. The FDA 
should be mindful of the best interests of patients in interpreting the 
statute. 

One class of patients suffering from the FDA's decision to allow 
overlapping exch:.Isivity periods is MS victims. A story in the June 8, 1999 
New York Time~ entitled "Experts Ask Why So Few Take Drugs for M.s.," 
cited a study that showed that "only 18% of the people who could benefit 
from the drugs J.,ere using them". And one of the cruel ironies associated 
with this disease is that patients who need therapies most (because their 
symptoms are s6 severe) are the most likely to be discouraged!

I 

Serono Labs manufactures a drug called Rebif that is easier to administer 
(because it's available in pre-filled syringes) and is safe at higher dosage 

I 

levels. Despite its considerable benefits, Rebif is not available to patients 
in the U.s. Bet:aseron and then Avonex were granted exclusivity under 
the Orphan Dru~ Act (ODA), creating a ten year exclusivity barrier to new 
entrants. Our l1Ieetings with staffers like Joel Johnson, who were present 
at the creation, nave demonstrated that the authors of ODA did not intend 
to create evergreening Situations, where new therapies are barred during 
overlapping exclusivity periods. 

I 

I believe it makes no sense to allow evergreening to bar beneficial drugs 
from reaching MS patients. If you would call Jane Henney and express 
Yol:lr views, YOIfl would be performing a service for thousands of MS 
patients. I 

I 

Thank you for your attention to this issue; please let!11e know if you need 
any additional material. 

I 



'. 


Beta Inte~eron Drugs for Multiple ScJerosis 

SCOP.E AND DUR~TION OF ORPHA~ DRUG EXCLUSIVITY , 
, 
I 

Prior to 1993 FDA designated rtvo beta-interferon druQS - Betaseron and A vonex - as , ­
,orphan drugs for treatment of re,lapsing remining multiple sclerosis, a disease which met 
the statutory test of an orphan si;nce it affected fewer than 200,000 persons in the U.S. 

I 
B~taseron was approved in 199~ and by law became entitled to seven years of marketing 
exclusivity. (\io other beta-interferon could be approved for relapsing remining :vlS 
unless it demonstrated "clinical :supenority" to Betaseron. 

I 

In 1996 the second drug, Avonex. \vas allov,;ed onto the market despite the Betaseron 
exclusivity because as a once p~r \veek intramuscular injection it '.vas discovered to cause 
fewer injection site reactions in i:vIS patients than B~taseron. which requires subcutaneous 
injections every other day. FD,~ regarded Avonex as "clinically superior," a regulator:. 
concept FDA uses to determine~\'.;hether t\VO drugs are the same or different for orphar: 
drug purposes. 

I 

A third dru!!. S~rono' s Rebif. was tested in two dosa!!e strenQths. each administered 
subcutaneo~sly three times per ~veek. FDA rejected Serono'~ argument that, assuming 
safety and efficacy is proved. it~ higher dose should be considered clinically superior to 

the [ViO other druQS based on the Rebif study findinQs alone. The Serono druQ nol.V 
- I " - -, 

awaits final approvaL which should occur in December. However FDA says it will not 
regard it as clinically superior ~ithout head to head evidence. Therefore. Rebihvill be 
witheld from the market until eipiration of exclusivity for both the first and second dr'.lgs. 
. :\ '( ;00'" " I.e. tv ay _ ,]. I ' 

! 
In March ofthis year Serono as~ed FDA. to decide, as a matter of policy. that competition 
for the tirst drug should be allo~ved 'Nhen its exclusivity expires next year. The second 
drug. assuming it is entitled to iny protection at all under the statute, should remain 
protected only as to the innovat~on it introduced into the market. i.e. the once per \veek 
intramuscular injection. To hold othe:""vise \-\lould mean that the market for b~ta­
interferon drugs for relapsing remitting MS will remain closed to competition for a totCli 
of ten years, in effect creating ar '~e'iergreening" 0 f orphan protection. 

, 
I 

The way to avoid this anomalous result is for FDA to allow the market to be open to 
competition against the original drug after its exclusivity expires. This would be 
consistent with the statute. If FDA chooses to award additional exclusivity for improved 
versions, it should be for the particular improvement introduced. not for the entire 
indication. ! 



·; 

i 
I 
! I 
I' 

To require potential competitor~ to demonstrate superiority to bQ[h the original and a 
second product is a virtUally impossible task. Further, if the first company, the originator 
itself, attempted to introduce a qerrer version of its own drug, it would be precluded from 
doing so unless it demonstrated ,clinical superiority to the second drug in a head-to-head 
trial. 

[f FDA's current attitude prevails. the second "improved" drug would actually be 
rec~iving two re\vards, (1) being allowed onto the market despite the pioneer drug's 
exclusivity and en receiving its lown seven year period of exclusivity for the entire 
indication, not just the improveme:1t. This reward is disproportionate to the innovation it 
introduced. 

I 

Finally. the designation of the sJcond "improved" drug as an orphan in 1993 had nothing 
at all to do with its purported cli'nical superiority. At the time the sponsor of the drug 
simply entered a race to approv4l for relapsing remitting MS which \vas won by' 
Betaseron. The improved featu~es of Avonex were discovered much later. after the fac~ . 

.There is no head to head eviden~e comparing A vonex with Betaseron. 

i 
Multiple sclerosis is a neurologic;)l disorder that atTects women by a substantial majority. 
Relapsing/remitting disease evehtually leads to progressive degeneration. where the 
patient no longer returns to no~al functioning following a relapse. The Serono study 
results, published in the British p1edical journal Lancel, contain data showing that the 
higher dose of beta-interferon induced a far better response in patients with more 
advanced illness. The Serono high dose cannot be matched by simply increasing the 
frequency of injection with the currently marketed lovv dose products. 

I 
Serono has been pressing FDA :for a response to its policy inquiry on the scope of 
exclusivity a\varded to the second prodllct. but to date none has been forthcoming. 

91'27/99 
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,I 
BLA #98-0261 - Rebif® (interferon beta l-a.) ;l~ Re: 

DearM~on: 
I 

i 
This is a follow-up to the meeting between Serono Laboratories, Inc. and FDA 

regarding the orphan drug exclusivity granted to Betaseron and A vonex. As you kno'.\.', it was 
suggested that I communicate directly with the Office of Chief Counsel to see whether FDA 'Will 
change the initial interpretation iliat was offered, 'Without waiving any right to a formal appeal by 
my client, Serono Laboratories, Ipc. i 

i 

Background I
I 

On July 23, 1993, :Berlex received PLA appro~al and orphan drug exclusivity for 
its drug Betaseron to reduce the frequency of clinical exacerbations in ambulatory patients with 
relapsing-remitting mUltiple sclerosis. On May 17, 1996 - p~or to the expiration of the seven­
year exclusivity period for Betase.ron - Biogen received apprbval for Avonex as an orphan drug, 
also for relapsing-remitting multiple sclerosis. FDA considerk Avonex to be chemically the 
same as Betaseron for orphan drug exclusivity purposes but nevenheless approved A vonex 
during Betaseron's exclusivity peHod because FDA found thit Avonex was a clinically superior 
product. In contrast to Betaseron,: which is injected subcutanJously, Avonex is injected 
intramuscularly and was found to have fewer injection site reJctions and a lower incidence of 
injection site necrosis than Betasefon, and this difference was! found by FDA to make Avonex 

clinically superior. : . I· . 

Serono's product for multiple sclerosis, Rebif, is currently the subject of a BLA 

pending approval at FDA. Like ~etaseron, Rebifis formulated for subcutaneous injection. 
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I 

I 


Serono does not claim that use ofRebif would result in a reduced incidence of injection site 

necrosis similar to thatof Avon~x' s. 

I
In a letter dated F,ebruary 24, 1999, the Office of Orphan Products Development 

(OPD) concluded that since Rebifis considered chemically the same as Betaseron and Avonex, . 
Rebif cannot be approved during the exclusivity periods ofeither of those products unless Rebif 
is shown to be clinically superio~ to both products. OPD's rationale for this conclusion appears 
to be that any drug which contaiIls the same active moiety as a drug with orphan exclusivity is 
considered to be the same drug, tfnIess shown to be clinically superior. I Thus, since Rebifhas 
the same active moiety as Betase'ron and A vonex, and FDA does not currently view Rebif as a 
clinically superior product, Rebif is considered to be the same as both Betaseron and A vonex 

1 

even though FDA considers Avohex not to be the same drug as Beraseron. 
I 
I 

I Statutory Construction 
I 
I 

As a matter of ordinary statutory construction, the OPD analysis is not a 
reasonable interpretation of the Orphan Drug Act. OPD's position is that Betaseron is the same 

1 

drug as Avonex but that Avonexis not the same drug as Bet:lSeron. In addition. OPD asserts that - ,, ­ ' 

Rebif is the same drug as both B~raseron and A vonex even though A vonex is not the same drug 
as Betaseron. I 

This asymmetrical: de finition of sameness is irrational both as a matter 0 f the 
English language and logical rule~. It is simply not reasonable for OPD to assert that A is the 
same as B when B is not the same as A. Or that C is the same as both A and B even though B is 
not the same as A. 

Moreover, OPD's interpretation, which is based onthe FDA regulations. loses 
sight of the statutory provision that the regulations are implementing. Under section 527(a) of 
the Federal Food. Drug,and Cos~etic Act (FFDCA), if an orphan drug has exclusivity rights. 
FDA is prohibited from approving any other marketing application for l'such drug" for the same 
rare disease or condition during ~e seven-year exclusivity period. There is no asymmetry in this 
statutory term. The statute allows] only the determination that a second drug either is such drug 
previously approved or is not such drug. In other words, the statute establishes a test of whether 
the two drugs are the same or diffbrem. Nothing in the statute allows two drugs to be both the 

. I . . 

I The OPD letter and my letter both use the term "same active moiety" as a shorthand way 
to refer to drugs that are considere,Ci chemically the same Wlder FDA's orphan drug regulations. 
Technically, that term applies onl~ to small molecules. In the case of large-molecule drugs like 
interferon, the definition of chemical sameness in the regulations is more complex, but it is not 
relevant for the purposes of this di~cussion. 
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same and different depending on which drug is the reference drug. as the OPD interpre2tion 
I

does.· I 

I 
; 

To defend an asvTnmetrical definition of sameness as reasonable. FDA would . . 

have to demonstrate, how that d~finition carries out the purposes of the Orphan Drug Act. As set 
forth in the rest of this letter, however, the definition serves no reasonable purpose to implement 
the Act and inste:ld gives rise to jnumerous unreasonable and undesirable effects that are 
inconsistent with the purposes of the Act. 

I 
E:ffects of the OPD Interpretation 

: 

OPD's interpre2(ion of the Orphan Drug Act and FDA's implementing 
regulations would result in severhl serious adverse effects on the adminisrration of that Act and 
on development of orphan drug products. . 

• Extension of Exclusivitv Bevond Seven Years I •• , 

Tne Orphan Drug;Act was intended to provide seven years of exclusivity to an 
orphan drug. but only seven yearF' At the conclusion of that exclusivity period, Congress 
intended that other manufacture~ would be able to enter the market with their versions of the 
drug. Under the OPD interpretation. however, the exclusivity of Betaseron would be extended 
well beyond the statutory seven-*ear period for reasons having nothing to do with Be~eron. I 

Under the OPD interpretation. o¢er manufacturers are prohibited from marketing their versions 
of Betaseron for ten years, until the expiration of Avonex's exclusivity period. This result is on 
its face inconsistent with the sev~n-year exclusivity period. 

! 

Although abbrevi~ted applications for biologics are not available, OPD' 5 

interpretation would. of course, a~so govern drugs for which abbreviated new drug applications 
can be submitted under section 505(j) of the FFDCA. In the case of an orphan drug approved by 
new drug application, the drug w6uld be a reference listed drug for which manufacturers could 
obtain approval for copies by subtnission of ANDAs after the seven-year exclusivity period had 
expired. Under OPD's interpreta~ion, however, the approval ofa clinically superior second 
orphan drug product prior to the ~xpiration of the first product's exclusivity makes the first 
reference listed drug unavailable for copying until the expiration of the second product's 
exclusivity. Any additional clini~allY superior product would extend the initial product's 
exclusivity even further beyond me intended seven years. 

I 

!.
I 

Not only does this [result thwart the congressional intent to set a period of seven 
years exclusivity for orphan drugs, but it would also potentially deter FDA from approving a 
clinically superior orphan drug in :the future. For example, suppose that five years into an orphan 
drug's exclusivity period a secon4 manufacturer seeks FDA approval by NDA of a clinically 

I 
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I 
superior version of a previousI~ approved orphan drug. FDA would face a dilemma. If it 
approved the clinically superior version. generic competition for the first orphafl drug would be 
delayed six or more years. IfFDA denied or stalled approval of the clinically superior drug to' 

avoid delaying generics, it would deny the public the benefits of the clinically superior product. 

It is also notewo~y that, under the OPD interpretation, exclusivity periods that 
have expired can be reinstated. iThe FDA regulations permit orphan drug designation for a drug 
that is found. upon review of th~ supporting data, to be clinically superior to a previously 
approved drug. 21 C.F.R. § 31~.20(a). Thus, even if the exclusivity period of the previously 
approved drug has expired, a clihically superior version of what would othernise be the same 
drug can apparently obtain seve~ years of exclusivity. 'This exclusivity for the second drug 
would effectively reinstate the fI,rst drug's expired exclusivity, since any manufacrure:- seeking to· 
copy the first drug could obtain fDA approval only by demonstrating clinical superiority to the 
second drug. I 

• Everoreening : 
" I 

OPO's interpretation would also allow the manufacrurer ofan orphan drug to 
extend its own exclusivity -- pot9ntially indefinitely -- by making product improvements. 
Although A vonex was developeq by a different company froIT,l the company that deve!oped 
Betaseron. there is nothing in thd,OPD interpretation that would have precluded the manufacrurer 
of Betaseron from developing a clinically superior version of its own product and obtaining an 
additional seven years of exclusivity for that product. Nothing in the FDA regulation defining 
"same drug" limits a clinically superior drug to one made by a company different from the 
sponsor of the comparative drug.: 

I 
I 

For example. the preamble to FDA's orphan drug regulations cited the example of 
a purer product as one that would! potentially meet the standards for clinically superiority. 57 
Fed. Reg. 62076.62079 (Dec. 29; 1992). Under OPO's interpretation. it is easy to imagine that a 
naturally derived orphan drug pr~duct could be made purer in stages, with each successive 
improvement qualifying for seveq years of exclusivity against all drugs having the same active 
moierv and intended for the same:indication. 

• 	 I 

I 

I 

• Threat to Develbpment of Competitive Products 
I 
! 

OPO might be inclined to minimize the issues of extended exclusivity and 
evergreening on the theory that the development of clinically superior versions of orphan drugs is 
relatively rare. Regardless of ho~' often clinically superior products are in fact developed, 

I 

however. the threat that one might appear by surprise will endanger the development of 
competitive products ~or all orphap drugs. The OPD interpretation introduces a major 

I 
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i 
unpredictability factor into development of competitive products and may significantly deter the 
investment necessary to suppor!: such development. . 

I 
, 

In the absence of the OPO interpretation. drug manufacturers can develop a 
generic or other competitive version ofan orphan drug with the expectation that the product can 
be marketed at the conclusion of the innovator's seven-year exclusivity period. Unde: the OPD 
interpretation, however, a company planning a competitive product will have to decide whether 
to risk the investment to develop, a product in light of the possibility that the exclusivi ry will be 
extended - perhaps for many yeb.,rs - by the unexpected appearance of a clinically superior 
versIOn. 

, 

Moreover, the sarhe risk exists even if the company is attempting to develop a 
clinically superior product. A company might risk substantial funds to develop a clinically 
superior version of a protected otphan drug, including head-to-head clinical trials. if it :'"loughr 
that its product could qualify unqer an exception to the innovator's exclusivity. Under ilie OPD 
interpretation. however, that plarining and expendirure could be fruitless if a third par::: 
preempted the potential competitor by introducing a clinically superior version. inclucing 
potentially a version that was c1i~cally superior for an entirely different reason. If that 
happened, the head-to-head trials against the innovator would be worthless to support approval, 
since new trials against the secon!i entrant would also then be required. 

For example, supp:ose that. priorto approval of Avonex, Serono believed that 
\ 

Rebif was more efficacious than Betaseron and conducted head-to-head trials aeainst Beraseron 
to establish that clinical superiority. Even if the trials had been successful, the ;pproval of 
Avonex would have prevented approval of Rebifunder OPD's interpretation. Even though 
Avonex broke Betaseron's exclus:iviry based solely onFDA's judgment of its improved safety, 
Rebif could be approved only if S'erono conducted additional head-to-head trials demonstrating 
that Rebif was clinically superior ',to A vonex in terms of efficacv. This would be an irr:nional 
result in the particular circumstan~e. and the potential for its occurrence will seriously discourage 
companies from attempting to de'~e!op clinica11y superior versions of any orphan drugs. 

I 

i 
• Product Impro~ements Where There Are Two Approved Orphan Drugs 

~PO's interpretation appears to result in perverse and unjustifiable effe~ts on 
product improvements if, as in the, case ofBetaseron and Avonex, there are two orpha."1 drugs 
with the same active moiety that have been approved. Under its regulations, FDA is prohibited 
from approving any marketing application for the same drug during the exclusivity pe:iod. 21 
C.F.R. § 316.31(a). 

If "marketing appli~ation" in this regulation is interpreted to include supplemental 
applications, there could be no improvement made in Betaseron's product, manufacturing, or, 
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I, 

labeling during A vonex's exclusivity period unless Betaseron is shown to be clinically superior 
to A vonex. This would be the re,sult because Betaseron is the same drug as A vonex and, 
therefore, no application for Bedseron could be approved.

I 
I 
i 

Moreover, ifBet($eron did develop an improvement that made the product 

clinically superior, it would apparently have to demonstrate its superiority against A vonex as a 

whole, not just with respect to the improved aspect. Thus, for example, if the manufacmrer of 


I 

Betaseron determined that it coul:d reduce a side-effect by altering its manufacturing process or 
the recommended dosing regimen. it would be blocked from implementing that change unless it 
could show that the modified Betaseron would be clinically superior to Avonex. Under the 
regulations. direct comparative O1als with Avonex might be necessary (and almost ce:-:.ainly 
would be necessary if the propos~d improvement related to effectiveness). Moreover. FDA 
would somehow have to weigh tHe clinical value of the proposed improvement against Avonex's 
advantage in reduced injection site necrosis to assess whether the modified Betaseron had now 
become the clinically superior product. The situation that would ensue from OPD's 
interpretation would seriously ob9tIUc:. if not stop completely, improvements in the fi.:-s! orphan 
drug approved. I . 

I 

Note that. becauselofOPD's asymmetrical interpretation of sameness, the 
obstacles to product improvement affect only Betaseron, not A vonex. Since A vonex is not'the 
same drug as Betaseron. the mantifacrurer of Avonex is apparently fre'e to make any changes in 
its product, manufacruring. or lab~ling even while Betaseron is blocked from making similar 
changes. This would not be a rea40nable interpretation of the Orphan Drug Act. It would 
certainly be a perverse outcome if: the manufacrurer of the first drug, which took the risk of 
developing an unknown drug, is cpmpetitively disadvantaged by being denied the opportunity to 
make product changes while the manufacrurer of the second drug, which may have risked far 
less. enjoys the right to make suc~ changes. 

I 

As indicated above~ this situation would result if the tenn "marketing application" 
in 11 C.F.R. § 316.31(a) includes ~upplementa1 applications. Assume, however, that FDA were 
to exclude supplements from that ~efinition and take the position that the manufacturer of 
Betaseron cm make product impr~vements through supplemental applications notwithstanding 
Avonex's exclusivity. In that case', Betaseron could in theory perfonn the same studies on 
Betaseron that Serono conducted on Rebif and, ifthev were successful, obtain the same oroduct 

" . 
and labeling changes for Betaseroq that Serono is blocked from obtaining for Rebif. Since OPD 
takes the position that Betaseron is the same as Avonex and that Rebif is the same as .-\ vonex, it 

I 

is difficult to see how Betaseron and Rebif could be in such vastly different circumstances with 
respect to being blocked by Avoner:'s exclusivity rights. 

Although the preceding discussion used Betaseron and A vonex as examples, the 
same barriers to, product improve~ent would exist whenever FDA approved two orphan drugs 

1 , 
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with the same active moiety. OPP's interpretation would result in unreasonable obstacles to 
product improvement that cannot Ibe reconciled with the purposes of the Orphan Drug Act. 

; Alternative Interpretation 
i 
I 

The problems outlined above all stem from OPD's implicit determination that an 
orphan drug that has the same acti~e moiety as a previously approved orphan drug, and is 
approved under the clinically superior criterion, should have the same extent and delZree of 
exclusivity against all other drugs :as the first orphan drug. This policy is misguided~ Instead of 
OPD's interpretation, the policy should be that an orphan drug approved as clinically superior 
obtains seven years of exclusivity ~th respect to those aspects of the drug that made it clinically 
superior. Such a policy would paraIlel Hatch~Waxman exclusivity, under which five ye:rrs of 
exclusivity is available for a new chemical entity, and any subsequent three-year exclusivity 
periods apply only to the changes fuade in the producr.Moreover, exclusivity limited to the 
improvement conforms better to the actual risk taken by the second drug' s manufacturer - since 
the drug had already been shovvn t9 be safe and effective by the innovator. seven years' 
exclusivity over the entire product :for a potentially modest improvement is not comme:1surate 
with the efforts deserving of reward. 

This recommended ~esult can be reached under the Orphan Drug Act by 
concluding that the first orphan d.n.lg is not the same drug as a subsequently approved. clinically 
superior orphan drug with the sam~, active moiety. Under this approach. copies of the first 
approved drug could be approved vfhen the exclusivity for the first drug expires, since they 
would be different from the clinical,Iy superior orphan drug. At the same time, no copy of the 
clinically superior drug could be approved until the expiration of its ovvn seven-year exclusivity 
period. In Hatch-Waxman terms. both the first and second drugs would be reference listed drugs. 
and either would be available for copying upon the expiration of its exclusivity period. Thus, for 
example. in this case A vonex could! have seven years of exclusivity for the administration of beta 
interferon by intramuscular injection. reflecting Biogen' s innovation. Subcutaneously 
administered products could, howe~er. be approved at the expiration of Betaseron' s seven years 
exclusivity. I 

This alternative interPretation is not only consistent with the regulations. it is the 
only interpretation that is reasonabl~ under the regulations and the Orphan Drug Act. Once the 
second drug is ~etermined by FDA Qot to be the same as the innovator drug -- not to be "such 
drug" -- then the two drugs should be considered different drugs for all purposes. Accordingly, a 
third drug can be the same as, at mO$!, only one of the two drugs. 

I 
This interpretationnqt only conforms to the common sense understanding of same 

and different, but it also eliminates all of the serious problems with the OPD interpretation 
outlined in this letter. Since Rebif does not claim the clinical superiority shown by A vonex. 

I, 
I, 
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Rebif should be compared to Be~e:on., and its approval should be effective upon the expiration 
of Betaseron's exclusivity. I 

Conclusion 

I 

The question ofw~ether OPD's interpretation is consistent with the statute must 
be assessed by detennining whetller it can be squared with the language of the statute and 
whether it results in outcomes that are consistent with the statute's purposes. As discussed 
above, the asymmetrical interprethrion of sameness fmds no support in the statute or in 
commonsense, and the effects of the interpretation frustrate the development of new and 
improved products. Along the cohtinuum of product development - from improveme;rts in the 
first product. to development of rival innovator products, to approval of generic versions ­
OPD's interpretation creates obs~cles that cannot be properly viewed as intended by. or 
consistent with, the Orphan Drug :Ac~. If the alternative interpretation suggested in this letter is 

I 

adopted. however, FDA can avoid .these unjustifiable outcomes while still rewarding ciinically 
superior products with exclusive iparketing rights to their improvements. 

I 

rwould be happy tb discuss any of these points with you in more detail. Serono 
would like to proceed with a form~ app~al if this informal process appears to be unproductive, 
and accordingly, unless I hear from you sooner, I will call you about March 31 to dete:mine 
where the informal process standsl 

,I 

Sincerely yours. 

)t./~ 
Alan R. Bennett 

Attorney for Serono Laboratories. Inc. 


cc: Michael A. Friedman. M.D. 
Kathryn C. Zoon. Ph.D. 
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September 13. 1999 

rane He.o.ney, M.D. j 
U:nnmissioner Fcod and Drug Adrriinist:-ariou 
HF-I : 
5600 FishC3 Lme i 

Rockville. MD 20857 I. 

De.arDr. Hamey: 

I am writing to follow up on corresPondence directed to the agency last March on a policy 
question regarding Orphan Drug e:tClu.s:ivity. Speci.ficallY. 1refer 1D a letter from our outside 
counsel addres.sf:d to the Office of $llefCounsel dated Ma.rcil 18. 1999. A copy is atta.ched. 

: 
The leU.cr was m.e::rt:i.oned. in a July inect.ing with Dr. Michael FriedJn.an conce:n.i.ng our BLA for 
recombina:at beta iIlte:feron in n:iapsing remitting multiple sclerosis. We understood from the 
meeting that the agency was prep~.ng a response, but 10 date none has hem receivecl 

A5 indicated in the letter, the poud
I 

q:uc::stion deaLs with the ex:tent ofexclusivity that c:m or 
should be awarded to a subsequent Product, which is otherwise the same as the first approved 
drug for m orphan indication. upon 8 finding that the product is "clinically superiQr." 

We hold the view that ifany exclwivrty for the subsequent product is appropriate at all. it should 
be li.mited 10 wha.tcver improvement or feature led to the finding of superiority. Otherwise, the 
result is an unwammted extei:lsion of marlcet e::cclusivity for the entire indi~tion beyond the 
seven y=o specified in the statuIe.1 

We have been advised formally J the agetlC"1 win require additional clinical dAta on oW" bc:til­
iDtl:rle:-on product to overcome the 'exclusivity awarded to previQusly approved orphan drugs tb.a1 
are chemially 1imilar to ours. and 'we 3re proceeding acam:iingly. We still await an answer on 
the a:itic:allega1 and policy question as to whether a product sucll &S au:rs can enter 'the IIllIIket 
aftti:f the iIlitial seven ye:us of orph.a.l:l ex.clusivity protec:ioo as long as it does not duplic8.te those 
particular ~ of a. subseqUently' a:pproved product that have qualified for a. finding ofcUnic.1l 
superiority over the pioneer orphan! drug. . 

I 

I 
I 'WOOld greatJ.y appreciate FDA's r~pouseto the March 131eueroll this issue at the e:s.riiest 
oppot1l.Ulitj'. 

S~ly, 

~>-> 

Eisham Samra, M.D. 

t661tS9£8L: Xl:?.::1 S31aol~1 CtGf3S 

http:ofcUnic.1l
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http:prep~.ng
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April 5, 1999 

Dr. Kathryn Zoon 
Dlredor, Canter for Biologic::s 

Evaluation and Res]earc.., 

Food and Drug AdmiristtatJon 

1401 RocXville Pike, Suite 200 N. 

Rockville, MD 20852 


I 

I 
Dear Kathy: I

! 
i 

Attached is a letter from a nurse at a Multiple Sc!erosis canter, which is one of many 
belonging to the ConSortium of Multiple ScJerosis Centers.. 

. I 

I can answer this 1ett~r easily except for the second paragraph on page 2. For the 
most part, the writer believes that there are superior aspects of Rebif that 'NOuJd be 
important for patients: I can explain that FDA believes its efficacy is equivalent, not 
superior. However, the second paragraph on page 2 infers that it is not appropriate 
to deny availability of:a generic biologic product when Batasaron's exclusivity 
expires next year. 

, 

I recently read a speed, by an FDA offioal who spoke at a meeting of the Generic, 
Pharmacauticallndustty Association (GPIA). He stated that FDA is goinQ to make it 
easier for companies to apply for generic biologic approvals although it w;U not be 
exac-Jy the same procass as an abbreviated application for chemical entities. He 
pointed to a recant approval of gener1c estrogen as a very Important first step by the 
agenc-J that will make igeneric biologics more available to the public upon patent 
expiration. 

In terms ofpub6c heal~ policy, one ot the main fadors tha,t is inflating the cost of 
heaith care Is pharmace!...::Jcal priess, and analys:s often point to the verJ high cos:s 
of biol~iC3. Even tho~gh they may be used by relatively small numbers of people in 
comparison to antiBrthritics or antihypertension medications, one ye~r of traatment 
with a biologic could cost as much as dozens of people treated for one year with a 
cholesterol lowering agent FO( example. EPO costs approximately $8,000 per year, 
human growtn honnon4:l can cost $30.000 per year for a teenager. and both 
Betaseron and Avone~ cost about $12,000 per year. 
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Thus although drua prices are daarfy not J.;thln the regulatory responsibility of i=oA. it is 'Very 

important that the agency understands hoYv important it is to approve generic drugs just as soon as a 

patent - or exclusivity - expires on a drug '.2:( biologic. Competition Jowers prices and makes 

important treatments accessible to more ~tients. 


In this regard, the attached JeHer raiHs tha question of whY 'Betas8rcn's excfusivity will be exter1ded 

beyond saven years because FDA wiD not :approve Rebif unWAvonex' exdusivity expires In 2003. I 

do not have an answer to this ~n. It ~ tnJe that the Orphan Drug Ad was not meant to shieid 

dNgS or biologIcs beyond saven years. Since FDA has decided that Reb" Is the same as Avonex ' 

and Betaseron, It .stands to reason that Betaseron should have competition In the year 2000. 

Moreover, since Rabif"s side elted profile ~ simifar to 8etaseron, It Is reasonable to assume that it is 

the same drug as Betaseron. 


I look rOlWaro to hearing from you. 

Very truJy yours, 

~ 
Abbey S. Meyers 
President 

ASM:aa 

El1c!osure 

cc: Dr. Michael Friedman. AssodateCothmiS3ioner FDA 

"'''a. 

I, 
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Copyright 1999 The New York Times Company 

The New Yor* Times 

8, 1999, Tuesda~, Late Edition - Final , 
I 

SECTION: Section F; Page 7; Column 2; Health & Fitness 

LENGTH: 1238 words 

HEADLINE: Experts Ask Why ~o Few Take Drugs for M.S. 

BYLINE: By 

BODY: I 
I 

Four months ago, Valerie Millerick finally made a decision that she had been putting 
otT for years: She began taking weekly injections of a drug called A von ex, to treat 
multiple sclerosis. 

Ms. Millerick, who is 54, had been living with the illness for about two decades, and 
for most of that time she did not ;think she was sick enough to need regular treatment. 

But multiple sclerosis can be insidious. It often takes a course of remissions and 
relapses, and recent studies have, shown that even during remissions, the disease may 
be silently eating away at the ner,'ous system. It destroys myelin, the protective sheath 
around nerve fibers in the brain ?-ud spinal cord, and gradually begins to damage the 
nerves themselves. Although it i's not commonly fatal, it can cause permanent 
weakness, paralysis, loss of eye1ight and memory and slowing of thought processes. 

I 

Suddenly last year, Ms. Millerick felt herself losing ground to repeated attacks of 
intense fatigue and weakness. B~t she works full time as head of a nursing agency that 
she founded in Valley Cottage, f.Y., and she would not give in to the disease. 

, 

"It was battering me," she said:. "Every time you have an attack, it leaves you with a 
little bit of residual damage." Her right hand and leg were weakened permanently, and 
to walk any distance she needed a cane. 

"I saw myself in a wheelchair.! and that's not where I want to be," she said. "I had to 
do something: to stop it."/ . 

~ I 

There is no cure for multiple ~clerosis, but A vonex and two other drugs, Betaseron 
and Copaxone, can keep it froui getting worse. For most patients, each drug produces a 
30 percent reduction in the frequency of flareups and the progression of the disease. 

I 

Since she began taking A vonex, Ms. Millerick has not had another attack. "I think I 
I . 

made a wise choice," she said, ':'but I wish I had made it a few years ago." 



I 

I 
Even though scientists have !1ailed the drugs as a breakthrough, patients have been 


slow to take them. Last faIL tlW \[ultiple Sclerosis Society reported that onlv 18 
, . 
percent of the people who could benefit from the drugs were using them. 

I 

That is something that the N?tional Multiple Sclerosis Society is trying to change. It 
may be human nature to deny the severity of an illness and to put off taking medicine 
and leave well enough alone. But experts have come to believe that multiple sclerosis 
patients who do so may suffer :irreversible losses that medication might have prevented 
or at least delayed. 

Betaseron has been availablelin this countrv since 1993. and Avonex since 1996. 
Both are forms of beta interfer~n. an artifici~1 version of ~ natural substance made b\' 
the immune system. Copaxone,. \\'hlch also acts on the immune system. \Vas apprO\'ed' 
in this country in 1997. The thtee drugs are the tirst ones ever proven to slow the 
underlying course of multiple sclerosis. which is thought to be the result ofa 
malfunctioning immune syste£tl that turns against the patient's o\vn tissues. 

I 

In November. the society for~1ally recommended that every patient \vith the relapsing 
form of the disease-- the mostlcommon type, affecting 70 percent of the 300.000 to 
350,000 patients in the nation T should start taking one of the three drugs as soon as 
the condition is diagnosed. 

But -doctors also acknowledg~ that the treatments can be difficult. The drugs cost 
S 1.000 a month and must be gi~'en by injection -- daily, every other day or once a 
week, depending on the drug. The course of treatment is indefinite. probably litelong, 
The interferons can cause t1ulike tever. chills and aches, and pain and swelling at the 
injection site. For all that trouble. the drugs do not cure the disease and may not make 
people feel benet. ' 

, 
"People ha\'e to take these tre~tments on faith," said Dr. Stanley van den Noon. chief 

medical ot1icer of the National \i'vlultiple Sclerosis Society and a professor of neurology 
at the University of California *t Irvine. "For a year or two, the drugs don't make them 
feel better. But I've had patients on Betaseron for 5 or 6 years, and you couldn't 
them otT with pliers. They lovel,it." , 

i 
Dr. van den ;'\oort said doctors. patients and insurance companies all contributed w 

the 10\,,,' use of the dru~s. "A lotlof doctors are reluctant to use these drmrs because of . 
side effects," he said. ';;They tell patients. 'You're too mild, you don't ne;d this.' " 

That is what many patients want to hear. And, he added, insurers and health 
maintenance organizations do ~ot promote treatment, either, because they would rather 
not pay for it. Part of the reason the society issued its recommendations was to make it 
clear to insurers that patients ne:ed the drugs, Dr. van den Noort 
said. ! 



I 
Both doctors and patients have to get used to the idea of using a medicine that at 

best. will maintain the status quo. rather than improve it. Mimi Mosher. a 37-year-old 
graphic designer in Mechanic~ville, Va.. who has taken both Betaseron and Avonex. 
said that limited goal can be liard to accept. 

I 

"Initially, I had a misconcep:tion." Ms. Mosher said. "I thought I had pretty well 
educated myself and yet I still, felt. 'I'm not getting any better from this. Why am I 
taking it?' I \vas expecting sorpe radical event. What's carved in your mind is' that 
medicine is supposed to make; you better, even though I was fully aware that's not how 
interferon works. It's a slow-you-down. maintenance kind of drug." 

Ms. Mosher said that after dking Betaseron for two years, she became skeptical about 
it and stopped for about 8 months. "I had more fatigue, and my endurance dropped," 
she said. ·'I.was too tired evenjto spea~, or to listen to my son." 

But when she went back on medication (she switched to A vonex), she regained her 
energy. "I feel that I have basi~ally leveled otf with the disease." she said. 

Other patients remain warv and skeptical of new drugs. sometimes because of bad 
~ I ­

experiences. One, a laVvyer wHo did not want her name printed, said drugs she was 
given years ago for eye proble!TIs from multiple sclerosis were later found to cause the 
very problem they were supposed to treat. 

"It's science like this that makes me cvnicaL" she said. "Thev krlow somethinL!: no\\. 
!.; "" ­

but what will they think in 20 years?" 

She prefers to treat herself with acupuncture, vitamins and other supplements and a 
vegetarian diet that meets the lpw-fat regimen that is recommended for all patients with 
multiple sclerosis. But she will also enter a study of Estriol, a hormone produced by 
pregnant women. It is experim~ntaL but she was encouraged by what she read about 
results in animal tests. and the pat ural aspect of it appealed to her. 

"It's a gut feeling:, I guess." stle said. 
- ..... ' - I , 

Lynn Wilmott, who has multiple sclerosis and runs support groups for the SOllthern 
California chapter of the natio~al society. also had bad experiences with treatments. 
including severe side effects from both Betaseron and Copaxone. But aboLlt a year ago 
she decided to trv Avonex anv~va\.• • I ­

, 

''I'm loving it." she said. "My!memory is much better. I can handle more than one 

project at a time without majoriconfusion. " 

Before taking the drug, Ms. "YUmott had lost some of her eyesight and her ability to 
walk, and she does not expect tb regain them. But she hopes to hold her ground. 

I 



" 
. ... 


"You have to be proactive," ~he said. "You can try one drug, and if it doesn't work. 
try another. This disease causes detinite, permanent nerve damage and brain atrophy', 
Stop it while you can." ' 

hnp://\VWW,Il\'[imes,com 

I 

GRAPHIC: Photos: Valerie Millerick did not think she was sick enough to take a drug 
for her M.S. Now she wishes she had taken it earlier. (Joyce DopkeenlThe New York 
Times); Mimi Mosher said her doubts about taking an M.S. drug were based on a 
misconception about what it vJas supposed to do. (Scott Robinson for The New York 
Times) 
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'TO·, 

THE WHITE HOUSE 

Office of the Press Secretary 
: (N'·ew York, New York) 

Internal Transcript?' 

OF THE PRESIDBNT 
BY 

: J(>RN ROBERTS OF CBS 

Sheraton New 

October 7, 1.9.99 

! New York, New York 

3:40 P.M. EDT 

Q Mr. presidenh, sir. Good to meet you; how are you? 

THE PRESIDENT; G!=,od to Bee you. 

Q So, you know! the issue, sir. You've been trying to 
address it, the idea that there are lS million senior citizens in 
this country who don!t have Medicaid coyerage for prescription 
drugs, Medicare coverage. What does it say about a country, sir, 
where many people have to go outside of the country to buy drugs 
that they can afford? : 

I 

TIlE PRESIDENT~ Wbl:_,it's wrong. And it happens because we 
have about three-quarten; of our senior citizens need 
prescription drugs that t:hey simply can't afford. They don't 
have access to any coverage, or -the coverage they have is too 
expensive and too limi;ted. And in Canada and in many places, 
drugs made in America ~rE:! cheaper than they are here because 
bigger units can. buy dil;mounts. 

- . I 

Now I this proposal :: made to reform Medicare is totally 
voluntary -- no senior has to buy a prescription drug coverage if 
he or she doesn't wanti i1:. But if they do buy it, then a private 
group - - not the governm~mt -- would be able to get the drugs at 
a lower cost because they would be buying them in bulk. And I 
think it's fair. It wil:~ not adversely affect the drug 
companies. It will in'crE~ase their volurne t even though the drugs, 
individually, will be 'chE,aper. They will still come out way 
ahead. And our people; w:_ll be treated more fairly and they won f t 
have to depend upon wh:ether they're on the Canadian border to run 
across the 1 ine to bui w::-ugs they can afford. 

-MORE 
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Q What do you think about the i/dea of allowing pharmacies 
to rep import drugs, patallel importing for senior citizens and 
allow them access to t~e cheaper prices that they would pay in 
Canada? I 

! 

I f'THE PRESIDENT: You're the ~rst person that ever asked me 
that. I don't know. But I'll look into it. It's an interesting 
idea. I never thought;acout it. 

Q That's Congr~ssman Sanders' idea. He has proposed to 
allow pharmacies to re~import drugs from Canada or Mexico. There 
has been some questionias to whether or not that would.be legal 
because of FDA. regulations. But that '.s t::he idea that he is 
proposing.1 

I 
THE PRESIDENT: • Well, if you could preserve their safety and 

quality, that there weie some assurance of that, I would think it 
could be done. And it !mightwork well along the Canadian border 
for Vermont, where Congressman Sanders lives, and for the other 
states along the border. " 

I 
I . 

Then the further you get away from the border, the question 
ie.will the transporta~io:n cost back more than offset the money 
that you would otherwise save. I don't know the answer. YoUlre 

, I ' ,
the first person that's ever asked me that. But I'll look l.nto
.1
1t. I 

i 

Q Now t the drug, Cl,mpanies have been saying that even 
under your plan, which :Would allow Medicare to buy drugs in bulk, 
it would decrease the r:evlanue stream to the point where research 
and development would b:e :;tifled. I meant would you look at the 
profits they've been m¥ing in the last few years -- is that a 
legitimate argument? i 

THE: PRESIDENT; Nol. No, you know ( they said that over and 
over and over again. Ainei:ican drug companies charge American 

. c1tizep.s far more money: fc)r. the same, pharmaceutica.ls than they 
charge Europeans t Canadiruls, Mexicans t anyone else. 

- I 

Q Does that'see~ right?
I 

THE PRESIDENT: No!.
I 

They say they do it because we bear the 
full cost of - ~ the reseal~ch and development cost - - a.nd they 
can't put it off on any I 0:1: the others because the government 
controls the prices. T~at's what they say. 

I 

So I think if thatis true, then the United States and its 
people have been awfully 5foqd to our drug companies. They've 
been willing to pay hig~er prices for drugs made in America than 
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people in other countries: do, and I think they owe it to the 
seniors to get off thi~ high horse and stop trying to beat this 
attempt to extend medicta.J coverage to seniors for prescription 
drugs. i 

I 
People that liVe on fixed incomes ought to be able to get 

the bene~it of discoun~s you get when you buy in bulk. This is 
not government regulatior../ this is market power. A lot of these 
drugs they have long since recovered the research and 

I· •
developments cost, long since. And I just th~nk it'e wrong for 
our people either not to be able to get them at all or to pay so 
much more than others do. And this is one way to sort of split. 
the difference betweenltheir position that they need higher 
profits to invest in research and development, and the very low 
cost that they can get iif they happen to live close enough to the 
Canadian border to cross it. 

I 
So I would like td see Medicare cover prescription drugs on 

a voluntary basis so our seniors can get discount prices. It's 
very important. ! 

I. ,
Q The ideas tha:t haVE? been floated in the Senate, which 

ostensibly are voucher lsystems, would you agree with that type of 
system to pay for prescription drugs?

I. 
THE PRESIDENT: weill, it wouldn't be as effect!veas the 

proposal we've made bec:ause it would be more difficult to get the 
benefit of discounts. ~d, therefore, over a few years it would 
be harder to keep the p'remiurns dQwn. 

• I
But, as I sa~d, I ~ould like to see the members of Congress 

in both parties engage ;with us on this, let's work it through, 
let'e corne up With. some~hing -- you've got three-quarters of our 
~eniors in trouble out fhere and we ought to do something about 
~. I 

I 

Q In terms of national priorities, how important is this? 
I 
I 

THE PRES IDENT : Oh l I think . i tIS. very important. The bigt 

challenges facing our c9u~try right now, at the top of those 
challenges are what to do about the aging of America as more of 
us live longer - that me.:lns we have to save Social Security and 
reform and modernize Meail~arei and the 'children of America - we 
have to give all of our! kids a world-class education with the 
most diverse student population ever. 

I 

Those are the big d::hi3..l1enges WE! face. And tome. this is a 
big part of it. You I re ig()ing to have - - the average 65 year old 
person today has a life:e:~pectancy of 82. The people being born 
today, if the human gli!m9ml~ project works out right, might have a 
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Ilife expectancy of 100;. But if that s true, in order to maintain 
their quality of life ,anCl their health and not bankrupt the 
hospitals, we'll have to keep more and more of them well with the 
proper kind of drug tr;eatment programs. 

So you want the dru~: oompanies to be able to continue to 
pioneer new drugs, but tl:.ey'vegot to be affordable and they have 
to be accessible. ~ 

I 

Q Thank you for your time, sir, I appreciate it. 

THE PRESIDEl\lT: Thar.k you. 

END 3:46 P.M. EDT 

I , ; 
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Vet~r~ns Health Administration 
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OL I l 0 1999 

In Fleply ~efer io: 


The Honorable Thomas Allen 
u.s. House of Representatives , 
Washir.gton, DC 20515 . . i 

I 
I 

Dear Mr. Allen: 
.I 

I 
i 

This letter is intended, to prtivide clarification regarding the Administration's views on 
H.R. 664, which would extend discounts for phannaceuticals to the Medicare population by 
requiring pharmaoeutical manufactUrers to provide: discounts to retail pharmacies. As you know, 
the Federal govemment pays.for phannaceutica1s that 3l'e purchased by a number of different 
agencies, including the Department ofHealth and Human Services (HHS), the Department of 
Defense (DOD), and the Departmept ofVeterans Affairs rvA). 

. There are many ways to ansUyze the direct and indirect impaots ofproposals such as those 
in H.R. 664, and the overall costs qf such a proposal, if' any. are unknown at this ti1!1e. Our prior 
correspondence on this issue arguea that H.a. 664 could have a negatfve impact on VA·s ability 
to negotiate the lowest possible pri~ for drugs listed on the PSS, and other prices negotiated by 
VIt., because drugmanufactu.rers would be unwilling to continue to gnmtus discounts at prior 
levels. Others have argued that m3king dnlgs available to pharmacies at the lowest possible 
price would not undercut VA's ab~lity to negotiate for the lowest price with drug manufacturers. 
The GAO has also concluded that~e effect on schedule prices ofopening up the FSS will 
"ultimately c:1epend on the outcome ofnegotiations between VA and dnlg manufacturers. 
Because of the uncertainties related to these neaotiations. it is not possible to predict how \ \ 
schedule drug prices would chang~..... (GAOIHEH$-97·60, June 1997).

i . ' 

We look forward to working with you and others in Congress on this issue. 


I . 

Sincerely, 


