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" Dramatic growth.in the use of generic drugs has generated substantial s’avi:ng's for -
American consumers. To examine how the Department of Health and Human Services -

- (HHS) can encourage the use of generic drugs, Secretary Sebelius asked the Assistant B
. Secretary for Planning and Evaluation (ASPE) to examine barriers to, and opportunities
for, expanding the use of generic drugs. In this Issue Brief we summarize the findings of

ASPE’s review of the existing literature on this topic. We begin by briefly reviewing
trends in generic drug use, the legislative origin of generic drugs in the United States, and
the pathways by which generic drugs can reduce healthcare costs. Next, we examine the
literature on generic drug pricing and the associated healthcare savings. We group
information on barriers to generic drug use in three broad areas: state laws on generic
substitution; factors related to availability of generics; and consumer and prescriber
perceptions and behavior. Overall, we found that current levels of generic drug use are
fairly high. There is potential for increased savings from generic drug use both through
increased availability of generic drugs and through increased substitution, particularly
therapeutic substitution as discussed below.

Trends in Prescription Drug Spending and Generic Drug Use

The rate of generic prescribing for all prescriptions reached almost 75 percent in 2009, up
from 57 percent in 2004. Generic drugs cost much less than their branded counterpart, s0
the high rate of generic prescribing resulted in billions of dollars of savings for the U.S.
health care system. In 2010 to 2014, a number of blockbusters are projected to go off
patent representing more than $209 billion in annual drug sales. This trend is projected to
result in a decrease in branded sales of $113 billion'. Maintaining or improving the
generic prescribing rate is an important tool in efforts to control health care costs.

~ Legislative Qrigin of Generic Drugs

Innovative branded drugs seeking Food and Drug Administration (FDA) approval are
required to submit to FDA a new drug application that includes clinical trial data that .

establishes the safety and efficacy of the new drug. Manufacturers of innovative branded
drugs expend considerable time and resources in research and development and the

~ approval of new drugs. Some estimates indicate that bringing a new drug to market costs .
more than a billion dollars and takes 10-15 vye'arsz. Generic drugs are therapeutically .
equivalent to a branded drug. Generic drugs are required to have the same active

ingredient and the same strength, dosage form, and route of administration as the brand
name (or reference) product. Most generic drugs do not need to contain the same inactive
ingredients as the brand product. In addition, a generic drug must be bioequivalent to the

! Paul, SM, Mytelka, DS, Dunwiddie, CT, Persinger, CC, Munos, BH, Lindborg, SR, and Schacht, AL. .
- How to improve R&D productivity: the pharmaceutical industry’s grand challenge. Nature Reviews Drug
' Discovery. 2010;9:203-224.". o e L e
- 2DjMasi. JA and Grabowski. HG, The cost of biopharmaceutical R&D: is biotech different? Managerial -
" and-Decision Economics. 2007:28:469-479. .~ - -~ .. = o . .
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. brarid drug, that is there must be tio significant difference between the 'generic.-_ahd' brand

. product in the rate or the extent to which the active ingredient-is delivered to the patient. . . :
- There can be some variability between brand name and generic drugs, but FDA puts.. R
‘limits on how much variability is acceptable. Drugs approved by FDA as therapeutically .

“equivalent can be substituted with the expectation that the substituted product will.. = .
produce the same clinical effect and safety profile as the prescribed product. ' -

The Drug Price Competition and Patent Term Restoration Act of 1984 (frequently
referred to as the Hatch-Waxman Act) amended the Federal Food, Drug, and Cosmetic =
Act to create an abbreviated pathway for approval of new drugs that are therapeutically. .
equivalent to a branded drug. In addition to the patents that protect new inventions,
Hatch-Waxman granted periods of exclusivity to manufacturers that had new drugs
~approved by FDA. If the branded drug is still in the period of exclusivity or protected
under patent, generic versions of the branded drug can not be brought to market. The
generic manufacturer files an abbreviated new drug application (ANDA) with the FDA.
Once the drug is approved by the FDA and the branded drug is no longer protected by
patent or exclusivity, the generic can be brought to market. Because they can reverse-
engineer an innovator drug, and need not repeat safety and effectiveness studies, generic
manufacturers can bypass the time and costs to develop a new drug and bring a drug to
market with a much smaller investment. The Hatch-Waxman Act also offered incentives
for generic manufacturers to challenge the patents of innovator drugs by offering a 180-
day period of exclusivity for the first generic applicant to challenge the validity of a
patent. The Act also allows exemptions from patent infringement for pre-application
activities by generic drug sponsors.

Most experts agree that the Hatch-Waxman Act greatly increased the availability of
generic drugs in the U.S. market. Prior to the Act, 35 percent of top selling innovator
drugs no longer under patent had generic equivalents. By the late 1990s, almost all had
generic equivalen’cs3 .

Pathways through which Generic Drugs Reduce Health Care Costs

Generic drugs can reduce healthcare costs through multiple pathways. These include
generic substitution of drugs, substitution of drugs in the same therapeutic class, and
reduction in the average branded prices paid by constimers due to generic substitution.
The largest cost savings come from generic substitution of drugs by substituting the less -
expensive generic drug for the therapeutically equivalent branded drug. FDA publishes a
list of drug products that are therapeutically equivalent in its publication Approved Drug
Produicts with Therapeutic Equivalence Evaluations; however, generic substitution is not:
. regulated by FDA. It can be done by the prescriber or the pharmacist, according to state
laws and regulations. Because the generic drug is therapeutically equivalent to the

_ branded drug, this substitution is straightforward.. Generic substitution rates, the rate at
which generic drugs are dispensed in the U.S., are almost 90 percent when there isa .

’CBO. How Increased Gé_né’rié Competition has Affected Diug Prices and Refurns in the Pharmaceutical
Industry. July 1998. ‘Accessed at http://www.cbo.gov/ftpdocs/6xx/doc655/pharm.pdf on 9/30/3010. -~ - - .
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' 'generlc equwalent avallable However restrlctlons on the ab111ty of pharmamsts to carry S
“out generlc subst1tut1on vary by state. - e Lo .

Addltlonal savmgs can result from therapeutlc substltutlon Therapeutlc substltutlon is -
switching to a generic from a branded drugin the same therapeutic class. For example a
. prescriber may switch a patient from the branded hpld-lowerlng statin, Lipitor-(which as
- yet has no generic equivalent) to simvastatin, the generic equivalent of the branded lipid-.
lowering statin, Zocor. This substltutlon has to be done by the prescriber; a pharmacxst
can not subs‘utute between drugs that are not therapeutlcally equivalent. Formularles )
- prior approval prescriber 1ncent1ves and “step therapy”8 create incentives for
prescribers to substitute less expensive generics for branded drugs with the same.
indication. FDA does not regulate therapeutic substitution. Historically, there has been
little evidence of significant savings from this type of substitution, but there is recent
evidence that it is becommg a more important source of savings.- For example, after
introduction of generic simvastatin (therapeutically equivalent to Zocor), a study of
Medicaid drug expenditures found that prescrlptlons of Lipitor declined from 43 percent
of total statin use before the introduction of generic simvastatin to 31 percent a year after
the introduction of generic simvastatin®.

Another possible pathway for savmgs is a reduction in average branded prices paid by
consumers resulting from generic substitution. A study by Rizzo and Zeckhauser found
that a higher share of generic prescriptions result in lower average brand drug prices. The
theory is that consumers are more likely to substitute generics for higher cost branded
drugs and conversely less likely to substitute generics for lower cost branded drugs. This
selective substitution would then effectively lower the average cost of branded drugs by
leading brand name manufacturers to choose lower initial prices. This study found that a
10 percent increase in the generic substitution rate is associated w1th a 15.6 percent
decline in the average price paid for branded drugs . 10 :

Generic Drug Pricing
Generic drug manufacturers face much lower costs to enter the market than

manufacturers of branded drugs. While estimates of the cost to bring a new branded drug
to market are in excess of a billion dollars, the research and development costs for a new

_ *Shepard, Al Generic MedicineS' Essential contributors to the long-term health of eociety.' IMS Health.
2010. Accessed at

http://www.imshealth. com/lmshealth/GIobal/Content/Document/Market Measurement TL/Generlc Medic

ines GA.pdf.
> Formularies are a hst of drugs that a payer will pay for.

© ®Requires the prescriber to obtain approval from the payer before prescrlbmg certain drugs

’ Providing incentives, usually monetary, based on physicians prescribing behavior.

- 8Step therapy is when a less expenswe drug is prescrxbed first and the patlent is moved up to more

-expensive drugs if necessary. '

- ® Shrank, WH, Choudhry, NK, Agnew—Blals, J, Federman, AD Lrbermand JN Liu, J, Kesselherm, AS
- Brookhart, MA, and Fischer, MA. State generlc substltutlon laws can lower drug outlays under Medlcard

Health Affairs. 2010; 29(7): 1383-1390. .

- 1Rizzo and Zeckhauser. Generic script share and the prlce of brand-name drugs the ro]e of consumer :
chorce IntJ Health Care Fmance Econ (2009) 9:391- 316 : C o .
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" generic drug are only 1 to 2 million dollars'", The relatively low costs to entry for

. “generic drugs lead to in’créas__éd competition, which drive prices for generic drugs down -
- dramatically.. Data from the National Association of Chain Drug Stores showed that the . - '

average tetail prescription price for a generic drug in 2009 was $39.73, 76 percent less . .

than $155.45, the average cost for a branded drug'?. The number of generic entrants
appears to affect the price difference between branded and generic-drugs. FDA analyzed -
the effect of generic drug entry on average prices for generics as a percentage of the price
of the branded drug. They found that the first entrant has a relatively small effecton -
price, but subsequent entrants dramatically reduce the average relative price. Figure 1
below shows the average relative 3price for generics relative to branded drugs by number - -
of generic entrants in the market'>. This analysis measures price as the price paid by the
pharmacy, not the consumer. Pharmacies typicall?l have higher markups for new generic
drugs than branded drugs and older generic drugs 4. Also, the FDA analysis does not
account for the fact that the most profitable markets attract the most generic competitors.
As a result, the FDA analysis may overestimate the size of the price-decrease for early

generic entrants.
Figure 1: Average relative price of generic to brand by number of generic competitors

Generic Competition and Drug Prices

m Average Relative Price (avg generic / brand) B

Average Felative Price pet Dose

‘ 2 % » % % B B ¥
, Humber of Generic Manufacturers
Source: FDA analysis of refail sales data from MMS Heslth, IS Hational Sales
Perspactive (TM), 1998-2004, extracted February 2005

Estimates of Savings from Genéric Drugs

Georgetown Public Policy Review 8, no. 2 (2003): 7-24. i

g Grabowski, “Patents and New Product Development in the Pharmaceutical'and‘Biotechnology Industries,”
" 12 prom National Association of Chain Drug Stores. Facts at a Glance. Accessed at
' http://www.nacds.org/wmspa ¢.cfm?parm1=6536 on September 30, 2010. . S o
13 FDA. Generic Drug Prices. http://www.fda.gov/AboutF DA/CentersOffices/CDER/ucm129385.htm -

* " Kina and Wosinka: Pharmaceutical Pricing in Handbook of Pricing Research in Marketing. Edward
" Alger Pub May 2009. - o T
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In 2008, éXpénditufes.oﬁ jﬁr6scriptioh‘ dfug's réached $234 billion 'ar'id'w‘cfé?eipé'étéd to.

" grow 5.2 percent to $246.3 billion in 2009'%. The Congressional Budget Office (CBO)
~ estimated savings from genetic drugs for Medicare Part D in 2007. Total spending by the .

* Part D'program and its enrollees was $60 billion for one billion prescriptions in that year. .-
~ Although 65 percent of prescriptions were filled by generic drugs, those prescriptions -
" accounted for only 25 percent of total drug costs.. CBO estimated that the availability of -

~ generics resulted in $33 billion in savings in 2007'°. A study by IMS Health, .-~
‘commissioned by the Generic Pharmaceutical Association, showed that savings from the
‘use olf generic drugs for the total healthcare system were estimated to be $139.6 billion in

" A number of studies have estimated the potential savings from increasing the rate at
which generics are dispensed. The CBO study found that increasing the generic
substitution rate to 100 percent would result in an additional $900 million in savings'® for
‘the Part D program and enrollees. Haas et al analyzed data from the Medical Expenditure
Panel Survey (MEPS) and estimated that if a generic had been substituted for the

~ therapeutically equivalent branded drugs (increasing the generic substitution rate from 61
to 100 percent) that the total savings would have been $8.8 billion for the heaith care
system in 2000. This estimate was likely an underestimate for 2000, as it did not include
prescriptions for children and did not account for missing data in MEPS 19, Another study
from Fisher and Avorn estimated spending by Medicaid for drugs for 48 states and the
District of Columbia. In 2000, the total amount reimbursed by Medicaid in the studied
states was $20.9 billion for drugs, of which $4.3 billion were for drugs that were
available in generic forms. Fisher and Avorn found that an additional $229 million could
have been saved if the generic substitution rate had been 100 percent. They found
considerable state-level variation in potential savings ranging from 3.3 to 10.3 percent of
total spending on drugs with generics available. However, the authors did not explore
reasons for the variability between states. Another study of Medicaid spending by Alex
Brill found that Medicaid could have saved $271 million of the total Medicaid spending
of $21.8 billion by achieving a 100 percent generic substitution rate for 20 studied drugs.
Across the 20 reference drugs the substitution rate ranged from 44 percent to 99 percent
with an average generic substitution rate of 87 percent. This study found that most of the
potential savings were concentrated in newly available generic substitutes due to a time
lag in prescriber and pharmacist adoption of substitution with the newly available

generic” . ’

_ 15 Andrea M. Sisko, Christopher 1. Truffer, Sean P. Keehan, John A. Poisal, M. Kent Clemens, and
Andrew J. Madison. National health spending projections: the estimated impact of reform through 2019.
Health Affairs Web First, September 9, 2010. . - , I
16 CBO. Effects of using generic drugs on Medicare’s prescription drug spending. September, 2010.

:; GPhA. Savings achieved through the use of generic pharmaceuticals: 2000-2009.July, 2010. - - .
19 Haas; JS, Phillips, K, Gerstenberger, SP, Seger, AC. Potential savings from substituting generic drugs for:.

- bbr'a_.rid-_name drugs: Medical Expenditure Panel Survey 1_997-2000§'Annals of Internal Medicine..
005:142(11):891-897. o v e
,ZO_B'rill,vAf Overspending on multi-source drugs in Medicaid. AEI Health Policy Working Paper _2010-01. - -
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' These studies consider the cost savings from achieving a 1 O_O'Ipercéh’c-'genefié substitution

. rate. This is probably not a realistic or desirable goal. Generic drugs-and their branded
counterparts may-differ in inactive ingredients, such as flavors, colors or binders and for ..

some patients these differences can be. importari_t.‘ For example, a patiént with an allergy
to a certain dye may be limited to using the branded drug or another.generic that.does not .. -
use thatdye. = - - o L

Studies of savings from Medicaid are uncertain due to rebates Medicaid receives from -
manufacturers. By law, Medicaid receives a larger rebate for branded than for generic
drugs. These rebates are based on the average manufacturer price, which is proprietary,
so researchers can not calculate the actual rebate. The difference in generic and branded
drug price may be small in the first six months after introduction of the generic, when the
first generic has exclusivity from other generic manufacturers. Therefore, in some cases
generic drugs can be more expensive for Medicaid than branded drugs due to the larger
rebate for branded drugs. _ : -

Further increases in savings are achievable from increasing therapeutic substitution.

CBO examined seven therapeutic classes identified as having potential for therapeutic -
substitution and estimated that if all of the brand name drugs in those classes had been
switched to a generic drug, prescription drug costs would have been reduced by $4 billion
for the Part D program and its enrollees.

Barriers to Greater Savings from Generic Drug Use

Barriers to the use of generic drugs can occur at a number of points, including state laws
on generic substitution; factors related to availability of generics; and consumer and
prescriber perceptions and behavior.

State Generic Substitution Laws

State Taws regulate the practice of pharmacy. As 4 result, there is variation in
requirements for when pharmacists can or must dispense generics among states. Some
states require a pharmacist to substitute a therapeutically equivalent generic for a brand
name drug, unless the physician specifies that a generic must not be substituted. Other
states take a more permissive approach and allow, but do not require, pharmacists to

~ substitute a generic drug, as long as the prescriber does not specify brand only. Some

- states impose an additional limitation that the pharmacist must get consent from the
patient before substituting a generic. All states also allow the physician to specify that the
‘brand name must be prescribed, although with different levels of effort from the o
physician. Appendix A provides state laws governing generic substitution by pharmacies. -

A vrc‘cient study of the éffeé_t of state gen‘efic sub_stitutibd'n laws on drug spend_ing uﬁder' >

Medicaid found that state generic substitution laws can have a significant impact ondrug -

" spending, The study looked at spending by state on Zocor, genetic simvastatin, and = © *
Lipitor in the first six quarters after the introduction of generic simyvastatin. The study -~ -
found a significant impact of patient consent laws on geneéric substitution. States that’
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- requrre patrent consent had h1gher average prescrlptlon costs for Zocor and generlc _
- simvastatin comblned than states that did not require patient consent. This difference was: -

~ highest in the first quarter after patent explratlon, $15.35,and declined to. $2.68 by.the - »

fifth quarter after patent expiration. Similarly, six months after patent exp1rat1on, 98

_“percent of simvastatin prescriptions were written for generic simvastatin in states that did
not requ1re patient consent, while less than one third of prescriptions were filled by
generic simvastatin in states that did require patient consent. The study did not find -
consistent differences in generlc prescription rates between states that permitted -~
pharmacists to prescrlbe gener1c alternative versus states that required pharmacists to.
prescrlbe a generic alternative". Pharmacists have a financial incentive to prescribe -
generlcs as the mark up received by pharmacles is largest for new generics.

The study also looked at the impact of state laws and Medicaid pol1c1es like prior

~ authorization, on prescriptions for Lipitor, another statin in the same therapeutlc class,
but not therapeutically equivalent to simvastatin. Lipitor use declined from 43 percent of
statin use before the introduction of generic simvastatin to 36 percent six quarters after
the introduction of generic simvastatin. In states that requlred prior authorization for the
prescrrpt1on of Lipitor, Lipitor use was 31 percent lower than in states that did not. Other
state generic substitution laws did not affect the levels of Lipitor use.

These findings for statin use in Medicaid may not be generalizable. The analysis of state
laws for the introduction of a single generic drug, simvastatin, may differ from results for
other drugs Evidence from other studies suggests that savings vary by drug®. More
generics are likely to enter when the market for the branded drug is larger and more
profitable. Also, drugs used by patients that are more responsive to price changes are also
more likely to have generic comlaetltors such as drugs that are delivered in an inpatient
setting or for chronic conditions™

There are also significant differences in the Medicaid and non-Medicaid populations. A
_survey on patients’ perceptions of generic medications found that patients that are older,
patients that are poorer and patients with self-reported | poor “health were more likely to
believe that brand name drugs are safer than generic drugs®*. Additionally, differences in
co-pays between branded and generic drugs are much smaller in Medicaid than for most
private insurance plans. Medicaid co-payments for retail drugs vary by state, but
typically range from fifty cents to three dollars with lower amounts for generic and higher

amounts for branded drugs®. In the private insurance market, the average co-pay fora

2! Shrank, WH, Choudhry NK Agnew-Blais J, Federman AD, Libermand JN, Liu J, Kesselheim AS,
Brookhart MA, and F 1scher MA. State generic substltuuon laws can lower drug outlays under Medxca1d
Health Affairs. 2010;29(7):1383-1390, - -~
2 Bnll A. Overspending on multi-source drugs in Medlcard AEI Health Polrcy Workmg Paper 2010-01.
3 Scott Morton, F. (1997), ‘The strategic response by pharmaceutical ﬁrms to the Medlcald most—favored
customer rules’, RAND Journal of Economics, 1997: 28(2):269-90. : -
24 Shrank, W, Cox E, Fischer, MA, Mehta, J, Choudry, NK Patrents perceptlons of genenc medxcmes
. Health Affairs, 2009;28(2):546-556. , .
. * - ®Kaiser Family Foundation. ‘Medicaid Benefits: Online Database 2008. .
L http //medlcaldbeneﬁts kff org/servxce 1sp"vr—4&so=0&cat—5&sv—32&gr—off&x—87&y—18
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‘generic drug _i_si$1_(), while the ;;ivéfage cdrﬁa;y for a preferred branded drug is $25 and for

~ anonpreferred brande_d drug the average co-pay is $43%,

A few states also limit generic substitution by th_é_- pharmacist for drugs With a Narrow - "
- Therapeutic Index (NTI). Drugs with a narrow therapeutic index require careful titration -

- ‘and patient monitoring because there are relatively small differences between the -

effective dose and a toxic dose. NTI drugs include some anti-epileptic drugs, warfarin, -
and digoxin. FDA’s policy regarding NTI drugs is that the generics are therapeutically -
equivalent to the branded drugs. However, some states require that generic versions can

* not be substituted for NTI drugs without the prescriber’s consent. No studies were
“identified that specifically address the impact of the state-level limitations on NTI drugs. -
Relatively few states impose this restriction and the impact of the state law would be

difficult to disentangle from prescriber concerns about NTI substitution.
Availability of Generics

The most important factor for whether consumers purchase generic drugs is the
availability of a generic. Innovator drugs are protected from generic rivals by patents and

by exclusivity.

Patents are issued by the U.S. Patent Office and offer 20 years of protection from
competition. However, sponsors typically apply for a patent early in the drug
development process and so many of the years of patent protection will be expended
before the drug reaches the market. The Hatch-Waxman Act offers restoration of some
of the years of patent protection expended during clinical testing and FDA review. Upto
five years of patent term may be restored, with the total patent time after FDA approval
limited to 14 years. The patent owner has to apply to the U.S. Patent Office for the
restoration of patent life. : ’ -

The Hatch-Waxman Act also provides innovator manufacturers with different periods of
marketing exclusivity, depending upon the novelty of the drug. Marketing exclusivity is

~ independent of patent protection. Some of the exclusivity periods delay the submission
of an ANDA to the FDA for review, while others delay approval of an ANDA.

Legal Séttlément “Pay-for-Delay”

In some instances, a brand-name drug company may settle a patent challenge from a

~ generic competitor by paying the generic company to delay entering the generic into the
‘market. ‘These settlements, called pay-for-delay or reverse payments, delay generic

~ competition and the availability of generics. The FTC reports that there were 19 such..
agreements in fiscal year 2009, with each agreement on average delaying the availability

~ of cost-saving generics by 17 months. The FTC also reported that, in January, 2010, such
. “agreements were protecting at least $20 billion in sales of branded drugs from genetric -

% Phaimék_sy Beriefit Mariagement Institute. Prescription Drug Benefit Cdst-a’nd’Plaﬁ Design, Online - X
Report, 2010-11, 2010, - T o TR

‘http;//wWw.’ben‘eﬁtdesignr_ep‘ort.c_,;om/_Cés.t_Sha_rithighlights_/Retai_1CopvaYmentvs_/tabid/84/Défault.aspx_. '
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L compet1t10n The FTC estlmated that pay-for-delay agreements cost Amerlcan R
" consumers'$3.5 billion per year — _ $35 billion over the next 10 years ‘The FTC has o
attempted to prosecute pay-to-dela 2/ agreements; however, these efforts have not been FE
unlforrnly upheld in federal courts™>,. The FTC has continued to litigate pay-for-delay RS
cases in the courts and has recommended Congress pass leglslatlon to prevent pay-for- -~
delay agreements o : :

Speed of Generlc Drug Appllcatlon Approvals

As of June 2010 FDA has 2,136 ANDAs pendlng, of these 850 are for generics not
blocked by patents”. This has resulted in a median approval time of 27 months for new .
- generic drugs which includes time awaiting responses to information requests to
sponsors. Because the average ratio of generic to branded drug price continues to
decrease as additional generic drugs enter the market, delays for additional market
entrants even beyond the first generic equivalent may reduce cost savings. However,
delays in generic drug approval may not necessarily result in lost cost savings. First
generics are rarely delayed by FDA review; most first generics are available when the
patent expires. Often generic drug manufacturers submit applications to the FDA in
advance of patent expiration or in anticipation of resolution of a patent dispute. These
generlc drugs even if approved, will not be able to enter the market until the patent
expires or is found invalid. ANDASs in the FDA “backlog” may also not be delayed by
FDA review, as ANDAs pending at FDA could include ANDAs that have been returned
to the sponsor with an information request. It is difficult to assess the economic
significance of the pending applications not blocked by patents without analysis of the
markets for the drugs that have pending applications. To speed generlc approvals, FDA
has requested authority to collect user fees for the review of generic drugs in the FY2011
President’s Budget.

Availability of Biosimilar Biologic Drugs

Another area of potential cost savings is the abbreviated pathway for approval of
biosimilar biologic drugs under the Biologics Price Competition and Innovation Act of
2009 (BPCIA), within the Patient Protection and Affordable Care Act (PL 111-148).
‘These biological drugs, regulated under the Public Health Service Act, are not eligible for
the abbreviated approval pathway for generic drugs under the Hatch Waxman Act. The
U.S: had $59 billion in sales in biologics in 2008, A recent estimate in December 2008
by the CBO suggests that the federal government, primarily Medlcare will save between
$9 b11110n and $12 bllhon over 10 years by creatmg an abbrev1ated approval pathway for

27 Jon Leibowitz, Chalrman Fed. Trade Commlssmn, “Pay -for-Delay” Settlements in the Pharmaceutzcal
Industry How Congress Can Stop Anticompetitive Conduct, Protect Consumers’ Wallets, and Help Pay
for Health Care Reform (The $35 Billion Solution) at 8 ( June 23, 2009), avallable at’ _—

http://www.fic. gov/speeches/le1bow1tz/090623payfordelaysgeech .pdf.
® “Pay-for-Delay: How Drug Company Pay-Offs Cost Consumers Bllhons,” FTC Staff Study (J an, 2010)

- hitp:/fwww.fic. gov/0s/2010/01/ 10011 ZDavfordelavrpt pdf.
" M EDA. FDA-TRACK CDER Office of Generic Drugs Dashboard. Accessed at:

. _ http://fwww.fda. gov/AboutFDA/Transparency/track/ucm206235 htm '
: 3°1Ms Blologlcs Webinar. 2009. * , o




31 CBO. Budget OpﬁOns Vohﬁne’ 1: Health Care, 2008'

: 'bios‘irni_laf biblogic’drugssfll The FDA 1scu1‘rently working tdi'mplérﬁér'_l.t thé?‘pf6V'i:si'6ns of =
CheBPCIA.

.+~ Consumer Perceptions of Generics

- Although physicians and pharmacists act as patients’ agents in selecting appropriate
- drugs, patients have discretion in choosing whether to use generic drugs. Patients can
~ communicate to their physicians or pharmacists their preference for branded drugs.
. Whether patients communicate a preference for branded drugs may depend on a number
“of factors, including drugs the patient is now using or has used in the past, knowledge
about the specific generic or branded drugs, general knowledge about generics.and

branded drugs, and financial incentives to use generic drugs. .

A recent survey of 2,500 com'mercially insured beneficiaries of a large, national
* pharmacy benefits manager found that although most consumers believe that generic.

drugs are a better value than branded drugs and are equally safe, this did not necessarily

‘transfer into a preference for purchasing generic drugs. Fifty-six percent reported that

Americans should use more generics, but only 36 percent of those surveyed preferred to

take generics32.

A study of the impact of alternative interventions on eneric drug use examined claims
level data from Blue Cross Blue Shield of Michigan®. The authors examined a number
of interventions: communication to plan members about generic drugs, statewide
advertising, physician incentives, generic sampling, and doubling the co-pay for branded
drugs. The study found that only the change in co-pay had an effect on the generic
dispensing rate. However, the lack of impact of the physician incentives may be due to
the sample of physician groups chosen for the study. The program targeted physicians in
well-managed practices, which may have had little room to improve in the generic.
dispensing rates.

" Prescriber Behavior |

Physician prescribing behavior is important to high generic prescription rates. Physicians
may not prescribe generics due to habit or out of concerns about safety and efficacy of

‘generic drugs. A study analyzing data from the National Ambulatory Medical Care
‘Survey found that the majority of physicians referred to drugs by their brand name rather

than generic name>*. This means physicians when_ prescribing may prescribe the branded
drug out of habit rather than intention.” In these cases, permitting pharmacists to
substitute generic drugs can be an important factor in maintaining high generic .

| substitution rates.. .

32 Shrank, W, Cox, E, Fischer, MA, Mehta, J, Choudry, NK. Patients ‘I.Je‘rceptions of generic medicines.

. Health Affairs, March/April 2009;28(2):546-556."

B O’Malley, A, Frank, RG, Kaddis, A, Rothenberg, BM, and Mchei-l;BJ . Ifnpact of Alternative - . -
" Interventions on Changes in Generic Dispensing Rates. Health Services Research, 2006;41(5):1876-1894..
34 gteinman, MA, Chren, MM, Lendefeld; CS. What’s in a name? Use of brand-name versus generic drug - - -

names in United States outpatient practice. J Gen Intern Med. 2007;22(5):645-648. -~
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~Differences between branded and generics exist that may compel the physicianto SN
* prescribe the branded drug. The generic drug can differ from the branded in inactive” ~ -

_ ingredients, as long as this does not interfere with therapeutic equivalence. Patient =~
sensitivities or allergies to inactive ingredients may necessitate using the branded-version.

Physicians may also believe that there are safety or efficacy differences between the -

- branded and the generic. For example; some health care providers are unwilling to

substitute NTI drugs. The American Academy of Neurology’s official position is that

"The AAN opposes generic substitution of anticonvulsant drugs for the treatment of

. epilepsy without the attending physician's apperval3 3. In these cases the physician

chooses deliberately to prescribe the branded drug. Physician education may have some

influence on physician behavior, but this is likely to be difficult to change.

Unlike substitution of therapeutically equivalent generics for branded drugs, substitution
of a generic drug for a branded drug that is not therapeutically equivalent, but has the
same indication for a branded drug, requires that the physician make a decision to
prescribe a generic. Physician education, incentives, and use of e-prescribing may
influence physicians to change their behavior. E-prescribing is theorized to increase
generic drug use by making information about available generics, formularies and cost
information available to physicians at the time of prescribing. One study found that in
the BlugGShield of California system that e-prescribing increased generic drug use by 5.9
percent™.

Conclusions

The rapid increase in generic prescribing makes estimates of savings and potential
increases in savings from generic drug use a fast moving target. There is a clear
consensus that generic savings are now a large and important source of health care
savings. Increases in cost savings from greater substitution of generics for
therapeutically equivalent drugs appear possible, though these increases are likely to be
small relative to total spending on drugs. Limited evidence indicates that state
prescribing laws that allow consumers more choice in whether to use generics reduce
generic drug use. ' ' '

Setting mechanisms to increase substitution of generic drugs for branded drugs that are
not theérapeutically equivalent, but have the same indication, has more potential for

increasing cost savings. Increasing cost savings in this area relies most on educating
physicians and setting mechanisms in place to encourage substitution. However, because =~ -
in these cases the generics are not therapeutically equivalent, substitution must be done -
. appropriately to ensure efficacy and patient safety. - .. R ’ '

- % Liow, K, Barkley, GL, Pollard, JR, Harden, CL, Bazil, CW. Position Statement on the coverage of -

anticonvulsant drugs for the treatment of epilepsy. Neurology. 2007;68:1249-1250. - s
% Chang, C, Nguyen, N, Smith, A, and Huynh, D: Impact of electronic prescribing on. outpatient.

“prescription drug use and adherence in a network-model health plan. Presented at: Academy of Managed

* Care Pharmacy 22™ Annual Meeting and Showcase: April 9-10; Sani Diego..- -
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Inéreased avéilabiiity_»cf genérié 'dru‘g‘s_'byfe}ﬁrr.l_in_.at.i_r‘ig_péy-fbr-déléy agrééﬁlénfs and *

o  speeding ANDA reviews by FDA also shows promise for increasing savings. The FIC
- estimates that American consumers-could save.$35 billion over the next ten yearsdueto - . -~

' earlier access to generic drugs if pay-for-delay agreements were eliminated. Although - -
FDA ensures that reviews of ANDAs for first generics are not delayed, speeding reviews .

-~ of subsequent generic competitors may further decrease generic prices, as research shows -

~ that more generic competitors lead to lower prices. H_'owever; without analysis of the,
pending ANDAs, the economic significance of the review delays can not be assessed.

' The greatest and most ceitain potential for increased savings in the near future liesin -
~ increased availability of generic drugs through patent expiration for current blockbuster .
drugs. The high level of acceptance of generic drugs and mechanisms set in place to
encourage generic substitution should result in continuing increases in savings from this
avenue. : :
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