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FDA Approves More Generic Drugs,
but Competition Still Lags

FY 2012-17 program achieves mixed results

Overview

The Generic Drug User Fee Amendments (GDUFA), passed by Congress in 2012, were intended to speed

U.S. Food and Drug Administration approval of new generic drugs, which create competition for brand drugs
and reduce drug prices for consumers. GDUFA created a five-year program to provide FDA with industry

user fees to support regulatory review of new prescription generic drugs and to address a growing backlog of
applications for new generic drugs. The legislation was reauthorized for another five years in 2017 as GDUFA II.

Generics—lower-cost versions of brand drugs that compete both with the original drug and with subsequent
generic versions as they come to market—can significantly reduce prices. For example, a generic equivalent of
a statin used to lower cholesterol levels in the blood typically costs many times less than the brand version of
the same drug.



This brief examines how FDA's review of generic drug applications changed during the first GDUFA period,
including review times and GDUFA's potential impact on competition. It also discusses the implications for
FDA as it implements GDUFA II. Among the findings:

e Over the five years of the first GDUFA program, from fiscal years 2013 through 2017, FDA approved 2,700 new
generic drugs, compared with 2,309 from fiscal 2008 through 2012, an increase of 16.9 percent. However, the
median approval time did not significantly decline.

e Theincrease in approved drugs was largely driven by approvals of the fourth, fifth, sixth and even later
versions of generics. Costs generally decline most significantly once second and third generics enter the
market, but versions after the third generic usually reduce prices less effectively.?

e Approval times are slowed when drug applications go through multiple review cycles, which are triggered
when FDA finds deficiencies in the drug application.

e Despite the increased approvals of generics overall, more than 500 brand drugs still lack competition, even
though there are no patent protections or periods of exclusivity that would prevent the approval of competing
generic versions.® These “sole source” products are most at risk for price spikes.

GDUFA 1 is designed to build on the successes and shortcomings of the first five years of the program and
includes a range of provisions intended to reduce multiple review cycles and prioritize FDA review of generic
applications for drugs that have little competition. However, a number of factors outside the GDUFA program can
affect the generic marketplace, and it is unclear whether the current regulatory framework can ensure adequate
competition in the prescription drug marketplace. Policymakers seeking to reduce drug spending may want to
consider approaches beyond FDA review to increase competition.

Impact of generic competition on prices

The Drug Price Competition and Patent Term Restoration Act of 1984,* also known as the Hatch-Waxman Act,
created an abbreviated pathway to bring generic drugs to market. While new brand drugs must undergo lengthy
clinical human trials, the legislation allowed approval of generic drugs after a period of brand exclusivity that
typically spans five or more years—once the manufacturers of generic equivalents produce scientific evidence
that the generic drug is “bioequivalent” (meaning that it acts in the same way when administered in the same
form and dosage as the brand drug). Since then, FDA has approved more than 16,000 generic applications,

and the use of generic drugs has risen sharply.> Generics comprise a large majority of prescriptions dispensed

in the U.S. and account for a relatively small share of spending compared with brand drugs. In 1984, less than
20 percent of prescriptions were for generic drugs;® today, generics account for approximately 90 percent of
prescriptions, yet only a quarter of drug spending.’

This competition from generic drugs significantly reduces overall spending on prescription drugs. Once
competing generics are approved, they are sold at lower prices than the brand drug; prices generally decline
further as more generic equivalents for the same drug enter the market.

While the relationship between a drug's price and the number of generic competitors, as well as between the
price and the timing of generic availability, may vary among different drugs, an FDA analysis of retail prescription
drug sales between 1999 and 2004 found that, on average, the first generic version of a drug produces limited
cost savings, while the second generic competitor sells for about half the price of the brand drug.® Additional



generic competitors can lead to even lower prices: By the sixth entrant, generic prices are a quarter of the brand's
price.'® Another analysis found that within a year of the loss of brand exclusivity, generic drugs cost less than half
as much as the brand drug; within three years, generics are a third of the brand's price."

In general, competition and lower prices lead most patients to switch to generic versions of prescription

drugs soon after they become available, which lowers overall spending on drugs. The Association for
Accessible Medicines, the trade association for generic manufacturers, estimates that generics generated

$1.7 trillion in savings over the past 10 years.”? However, recent research has shown that significant competition
still does not exist in many cases. In 2016, research that categorized each prescription drug into a drug market
(defined as including all drugs that have the same molecule and dosage form) found that such markets with

at least one generic available had a median of two generic manufacturers, and nearly 40 percent had just one
generic manufacturer.®

Additionally, FDA listed nearly 550 brand drugs' in 2018 that had no exclusivities or blocking patents—those
held by the manufacturer of a brand drug that prevent generic versions from coming to market—but that are
nonetheless produced by only one manufacturer and are therefore at risk for price spikes.”™ In some cases,
incentives to create and market a generic may be limited by the small number of people who need the drug,

as is the case with medicines that treat rare diseases. In other cases, potential competitors may have difficulty
developing generic versions of a drug due to the complexity of the product or may lack access to samples of
the brand drug needed to conduct FDA-required testing.’® Manufacturers also face challenges in demonstrating
the bioequivalence of complex products, which can require additional technical guidance from FDA.”

Generic Drug User Fee Amendments of 2012

In the early 2000s, FDA's review of generic drug applications, known as abbreviated new drug applications
(ANDASs), was not keeping pace with submissions.”® A growing backlog awaited agency review,” reaching nearly
3,000 applications by October 2012.2°

In response, the generic industry and FDA worked to develop a user fee program to address the growing backlog,
improve application review times, and increase inspections of foreign manufacturing facilities.?’ (The legislation
was preceded by the 1992 Prescription Drug User Fee Act, which set fees for drug manufacturers to support the
more complicated review and approval of new brand drugs.) Congress authorized GDUFA from October 2012

to September 2017 and reauthorized it as GDUFA Il for an additional five years starting in October 2017. FDA
anticipated receiving 750 new generic applications each year over the initial GDUFA time frame.??

Under GDUFA, the review time depends on when FDA takes regulatory action on each application.Z Upon
review and completion of manufacturer facility inspections, if necessary,?* FDA can issue an approval; a tentative
approval, when brand patent or exclusivity periods have not yet expired and the manufacturer must wait to
market the generic equivalent;?® or a “complete response letter,” which outlines the deficiencies manufacturers
must address before the agency can approve the application. A complete response letter requires a response
from the application sponsor, which initiates a new review cycle.?® These multiple reviews can add significant
time to the process.

GDUFA set separate goals for the review both of backlogged applications and of new generic applications
received by FDA from fiscal 2015 through 2017,% requiring the agency to complete its reviews of a progressively
larger share of applications within a specified time frame for each of the three years. FDA achieved its GDUFA



goals for review of backlogged applications and new generic applications (see the appendix below). By the end of
the five-year program, the agency had succeeded in reviewing at least 90 percent of the backlog of applications
that it had received before Oct. 1, 2012, and had met its goal of reviewing 90 percent of new generic applications
within 10 months of submission in fiscal 2017.28

Subsequent generics comprised a larger share of FDA approvals

FDA's "Approved Drug Products With Therapeutic Equivalence Evaluations” (also known as the “Orange Book”
database) identifies generic approvals for each unique drug market—which it defines as all drugs with the
same active ingredient and route of administration, regardless of dosage size. The August 2018 version of the
“Orange Book" revealed that, compared with 2,309 applications approved from fiscal 2008 through 2012,
FDA approved 2,700 ANDAs from fiscal 2013 through 2017 (the period of GDUFA I)—an increase of

16.9 percent. The number of ANDAs receiving FDA approval—those eligible for immediate marketing—

was relatively stable in each year before GDUFA implementation, ranging from a low of 413 in fiscal 2010 to a
high of 511 in 2012. Approvals were relatively stable in the first two years of GDUFA (fiscal 2013, 433 approvals;
and 2014, 401 approvals), but increased markedly in fiscal 2015 (483 approvals), 2016 (629 approvals), and
2017 (754 approvals), as shown in Figure 1. In 2017, FDA reported that 25 percent of all ANDAs ever approved
were approved during the GDUFA period.?°
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To assess what share of generic applications approved under GDUFA were early generics (which usually result in
greater price reductions than subsequent versions), this analysis relied on approval dates in the “Orange Book”
database to determine the number of first, second, third, and subsequent generics approved in a unique drug
market each fiscal year of GDUFA. When multiple applications were approved in a market on the same day, each
was randomly assigned as the first, second, or third generic (submission dates for applications are not publicly
available, so the order of submission could not be used). Any application approved after the third ANDA in a
unique drug market was classified as a subsequent generic. No tentative approvals were included.

The analysis found that the increase in generic approvals in the latter two years of GDUFA was almost entirely
due to subsequent generics rather than early entrants. Subsequent generics were responsible for 92.3 percent
of the increase in FDA approvals during the GDUFA period (Figure 1), potentially limiting the price impact of the
increase in approvals during this period—since subsequent generics are less effective in driving down average
prices in a drug market.3° Compared with the fiscal years 2008 to 2012, FDA approved a total of 30 more first,
second, and third generics during the GDUFA period—an increase of 4.2 percent. During the same period,

361 more subsequent generics were approved—an increase of 22.6 percent. By fiscal 2017, subsequent generics
made up 78 percent of all ANDA approvals, a substantial increase over the 67 to 71 percent of approvals

made from fiscal 2008 to 2012.

At the same time, FDA prioritized first generic application reviews during GDUFA®' and updated its policy in
2017 to also prioritize the review of second and third generics.?? It is unclear whether any other agency
considerations influenced prioritization of applications, and information on individual application submission
dates is not publicly available. However, the volume of early ANDA applications (i.e,, first, second, and third
generics) is probably driven largely by factors unrelated to FDA's review of these applications, such as the
number of branded products that become eligible for competition through successful patent challenges, the
market size of those products, the complexity of determining bioequivalence, the end of patent terms, and
the expiration of FDA-granted exclusivities.

However, FDA approval times and prioritization of early generic drug equivalents alone may not be sufficient to
spur adequate competition. The list of nearly 550 drugs eligible for additional competition may help developers
understand market opportunities, but policymakers should examine other options to encourage robust generic
development. These could include new incentives to submit generic applications to FDA and addressing barriers
that may inhibit generic drug development, such as lack of access to samples of the brand drug.?

A limitation of this analysis is that it does not include information on which drugs are actively marketed, which
in turn can affect competition and pricing; not all approved generics are actively marketed and available to
purchasers. For example, ongoing patent litigation3* can delay the market introduction of approved generic drugs.

Application approval times were longer under GDUFA but trended down in
program's final years

While FDA met its review and other performance goals and increased the number of approvals under GDUFA,
overall generic application approval times did not decline. Median approval times for all ANDAs, including
backlogged applications from before October 2012, increased each year until fiscal 2014 and then declined
slightly in both 2016 and 2017 (Table 1). Before GDUFA (see fiscal 2012), the median approval time was

31.75 months, but median approval time was 36 months in fiscal 2013. Median approval time increased to

42 months in fiscal 2014 and 2015 before declining to 39.42 months in 2016 and 37.26 months in 2017.



Table 1
Median Review Times From ANDA Receipt to Approval
Reported annually to Congress in budget justification reports

- 2010° 2011 2012 2015° 2016" 2017#

Median review
time from

ANDA receipt 27.85 29.52 31.75 36 42 42 39.42 37.26
to approval

(months)

Note: Includes all approved applications (backlog and Generic Drug User Fee Amendments cohort abbreviated new drug applications).

*  Food and Drug Administration, “FDA Budget Summary,” https://wayback.archive-it.org/3920/20150326110431/http://www.fda.gov/
AboutFDA/ReportsManualsForms/Reports/BudgetReports/ucm388251.htm.

1T Department of Health and Human Services, “Fiscal Year 2015 Food and Drug Administration Justification of Estimates for
Appropriations Committees.”

1+ Department of Health and Human Services, “Fiscal Year 2016 Food and Drug Administration Justification of Estimates for
Appropriations Committees,” https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/BudgetReports/
UCM432322.pdf.

un

Department of Health and Human Services, “Fiscal Year 2017: Food and Drug Administration Justification of Estimates for
Appropriations Committees,” https://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/BudgetReports/ucm559364.htm.

Il Department of Health and Human Services, “Fiscal Year 2018 Food and Drug Administration Justification of Estimates for
Appropriations Committees,” https://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/BudgetReports/ucm603309.htm.

# Department of Health and Human Services, “Fiscal Year 2019 Food and Drug Administration Justification of Estimates for
Appropriations Committees,” https://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/BudgetReports/ucm617122.htm.

© 2019 The Pew Charitable Trusts

An FDA analysis comparing the first 5 percent and 10 percent of applications approved from fiscal 2010 through
2016 found that approval times were faster for applications received in 2015 and 2016 compared with previous
years.® Exact figures are not available,3 but the median approval time for the first 5 percent and 10 percent of
approvals in both fiscal 2015 and 2016 was approximately 15 months, down from a 2013 median approval time
of approximately 25 months for the first 5 percent of approvals and nearly 30 months for the first 10 percent

of approvals.3” While this includes only a portion of applications and is not representative of all applications
received each year, the analysis suggests that approval times for applications received in fiscal 2015 and later
may be growing shorter.

While FDA reports the share of applications it reviews within GDUFA goal time frames, as well as the median
time to approval for all applications approved in a given fiscal year, it does not publish complete data on time to
approval by year of application submission. There is no public information on what share of approvals each year
was backlogged applications and what share was ANDAs submitted after GDUFA implementation. Similarly,
there are no public data on average approval times by year for backlogged applications. Thus, it is not possible to
determine precisely the impact backlogged applications had on approval times reported during GDUFA, nor is it
possible to determine how the impact of backlogged applications changed throughout the GDUFA period.


https://wayback.archive-it.org/3920/20150326110431/http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/BudgetReports/ucm388251.htm
https://wayback.archive-it.org/3920/20150326110431/http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/BudgetReports/ucm388251.htm
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/BudgetReports/UCM432322.pdf
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/BudgetReports/UCM432322.pdf
https://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/BudgetReports/ucm559364.htm
https://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/BudgetReports/ucm603309.htm
https://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/BudgetReports/ucm617122.htm

However, backlogged applications comprised the large majority of ANDA approvals overall during the full

five years of GDUFA. As of Oct. 1, 2016, four years into the five-year program, less than 20 percent of ANDAs
approved during GDUFA had been submitted since the beginning of the program; the large majority of approvals
were received before October 2012.38 Their inclusion in metrics on median approval times resulted in higher
overall approval times reported by the agency. Because submission dates are not public, it is not possible to
determine whether a larger share of backlogged applications comprised subsequent generics compared with
applications submitted during the GDUFA program.

FDA approval times for second generics were steady

The most substantial reductions in average generic prices typically occur when a second generic manufacturer
begins to produce a drug, which reduces the average generic price to nearly half the brand price.> This analysis
estimates the time to approval of second generics both before and during GDUFA, with the caveat that while
FDA approval is an indicator of likely market availability, other factors may prevent a generic drug from coming
to market. The analysis does not take into account whether a drug was actually made available for sale by the
manufacturer after approval, which would affect price competition.

The analysis again used approval dates from FDA's “Orange Book” database to identify all unique drug markets
that had an exclusive first generic approved (i.e., drug markets for which the first generic approved was not
accompanied by another generic approval on the same date)*° during pre-GDUFA, from fiscal 2008 to 2012,
and during GDUFA, from fiscal 2013 to 2017. The date of approval for any second generic was then determined,
along with the number of days between approval of the first and second generic applications. If the second
generic was approved during a different fiscal year than the first, both were grouped into the earlier year.

The analysis estimates how often second generics were approved by FDA and able to compete with a first
generic as soon as possible. Because first generics often receive 180-day exclusivity, blocking approval of
subsequent generics for six months, the analysis determined the share of second generic applications that
were approved within 210 days of the first generic—composed of the 180-day exclusivity period and an
additional 30 days, an arbitrary period used to account for any holiday, weekend, or other administrative
delays that might prevent FDA from issuing the second generic approval on the 181st day.

The total number of exclusive first generics was relatively stable between fiscal 2008 and 2017 (Figure 2),
ranging from 38 ANDAs in 2009 to 56 ANDAs in 2012 and 2015. During the pre-GDUFA period, 30.3 percent

of exclusive first generics had a second generic approved within 210 days. During GDUFA, 27 percent had a
second generic approved within 210 days (Figure 2). The number of exclusive first generics for which no second
generic was approved increased during the latter three years of GDUFA, from 11 in fiscal 2014 to 23 in 2017, likely
driven in part by the fact that less time had passed since the first generic was approved in the latter years of
GDUFA. Manufacturers may still submit additional generic applications, ultimately reducing the number of drug
markets with only one generic.



Figure 2
Time to Second Generic by Fiscal Year, 2008-17
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Approval times delayed by multiple review cycles

Applications often undergo several review cycles before approval. In March 2017, FDA reported that an
application historically goes through nearly four review cycles, on average, before it is approved (Figure 3).4
Before GDUFA, the first-cycle approval rate was less than 1 percent. That had increased to 9 percent by
March 2017,% but multiple review cycles continue to pose challenges to reducing approval timelines.



Figure 3
Number of Review Cycles to ANDA Approval, 2009-July 2014
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Source: Reauthorization of the Prescription Drug User Fee Act, Medical Device User Fee Act, Generic Drug User Fee Amendments, and
Biosimilar User Fee Act, before the Senate Committee on Health, Education, Labor, and Pensions (March 21, 2017) (statement of Janet
Woodcock, director, Center for Drug Evaluation and Research, Food and Drug Administration), https://www.help.senate.gov/download/
testimony/woodcocktestimony34
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When FDA takes any regulatory action other than approval or tentative approval, such as issuing a complete
response letter or refusing to receive the application,* a new review cycle is triggered—requiring the sponsor
to act. Although new generics are determined to be bioequivalent to the original product about 70 percent

of the time,** FDA may find other deficiencies in the application that require a response from the sponsor.
Most frequent deficiencies are for inadequate “chemistry, manufacturing, and controls” and “inadequate
facilities."* In calendar year 2017, about 12 percent of complete response letters were issued solely because
of a facility deficiency.*¢

FDA also received more applications than anticipated during GDUFA, which may have contributed to longer
review times.” GDUFA included an assumption that the agency would receive approximately 750 ANDAs a
year, but sponsors submitted more than 2,500 applications in fiscal 2013 and 2014 alone. Fiscal 2015 was the
only year in which the number of applications did not exceed 750.48


https://www.help.senate.gov/download/testimony/woodcocktestimony34
https://www.help.senate.gov/download/testimony/woodcocktestimony34

Effects on drug costs

Additional generic approvals can increase competition and reduce prices, but it is not possible to determine
exactly what role GDUFA played in drug pricing, since many other factors can affect it. One study found a slight
inflation-adjusted increase in generic prices during GDUFA compared with previous major policy changes with
the potential to affect drug markets—including implementation of the Medicare Modernization Act and the
Affordable Care Act.*° FDA examined the impact of 2017 approvals in the U.S. market and found that by the
end of February 2018, approvals in 2017 had resulted in $11.8 billion in savings to U.S. drug purchasers, without
accounting for any off-invoice discounts or rebates.>®

New goals and program changes under GDUFA II

Congress passed GDUFA Il as part of the FDA Reauthorization Act of 2017, which took effect in fiscal 2018.>
GDUFA Il includes a range of goals agreed to by FDA and industry for the agency’s review of applications for
generic drugs.>

Under GDUFA I, FDA has 10 months to review 90 percent of standard applications and eight months to review
90 percent of priority applications.>® Applications for drugs with three or fewer competitors are eligible for
priority review, if certain requirements are met;>* prioritized products include sole source drugs as well as drugs
with a single manufacturer at risk for drug shortages or price spikes.>®> GDUFA Il also created a competitive
generic designation program, which extends priority review and pre-application support to applications for drugs
with a single manufacturer.® In some cases, a drug designated as a competitive generic may also be eligible for
six months of market exclusivity.>’

Despite GDUFA II's review timeline goals, several factors that can affect the time-to-approval rates remain
beyond FDA's control. For example, if a complete response letter identifies major deficiencies in manufacturing
facilities, it could be several months before the sponsor is able to take corrective action.>® Additionally,
exclusivities or blocking patents may inhibit FDA from granting approval after an application has been
tentatively approved.”®

GDUFA 1l also includes provisions intended to avoid multiple review cycles and improve the number of first-
cycle approvals—one of the primary ways to shorten review times. To receive an eight-month priority review
timeline, sponsors must provide FDA with information about manufacturing facilities at least 60 days before
submitting the ANDA application.®® FDA can use this information to determine whether a facility inspection is
necessary, which may lead to a faster review.®' As of July 2018, which is still early in GDUFA I, FDA had approved
or tentatively approved 153 applications on the first cycle, representing 18 percent of approvals or tentative
approvals in the GDUFA Il period.®?

FDA is conducting additional meetings with sponsors of complex products under GDUFA ll, including pre-
application and midreview-cycle meetings.®® These meetings are intended to help clarify regulatory expectations
for sponsors even before development begins.®* FDA also is publishing product-specific guidance for complex
products at least two years before the earliest lawful ANDA filing date, giving sponsors clarity on FDA's approach
to determining bioequivalence.®®

At a March 2, 2017, congressional hearing, Dr. Janet Woodcock, director of FDA's Center for Drug Evaluation
and Research, stated that while GDUFA II's new initiatives will be labor-intensive for the agency, additional
communications and outreach activities will enable more first-cycle approvals.®
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GDUFA Il also requires FDA to publicly report information related to generic application review, including the
volume and status of priority applications, approval times, and number of review cycles before approval.®’
Additionally, FDA will publish a list of drugs with limited competition twice yearly, and collect and publish
information on drugs withdrawn from the market monthly.®® These reporting enhancements may enable
developers to better understand FDA review activities and adjust to evolving market needs.

Conclusion

Generic drugs generate competition and reduce overall drug spending. FDA review time for generic applications
is an important indicator of how long it takes new generic drugs to reach the market and how quickly payers and
patients may realize savings.

During GDUFA, FDA met its application review time and other programmatic goals. The number of generic
applications approved increased significantly during the GDUFA period. FDA also completed review of a
substantial backlog of pre-GDUFA applications. The total time from generic application submission to FDA
approval initially increased under the program but started to decline in the latter years. While public data
do not allow for a quantitative analysis of the impact of backlogged applications on approval times, these
older applications represented a significant share of FDA workload during GDUFA, which increased median
approval times.

While the number of generic products approved for marketing is important, the distribution of these products
across drug markets and whether they lack significant competition is most relevant for assessing the likely impact
on competition and drug spending. The increase in ANDA approvals during GDUFA was driven almost entirely

by subsequent generics, which have less of an effect in driving down prices than second and third generics,
approvals of which did not significantly increase during GDUFA. GDUFA Il includes a range of provisions intended
to prioritize FDA review of generic applications where there is little competition and thus the most potential to
bring down prices.

Multiple review cycles for applications is a main driver of overall application review timelines. Predictable review
processes and policies can help minimize risk to generic developers, increase the share of applications approved
in the first cycle of review, and encourage market entry. GDUFA Il places increased emphasis on improved
communications and guidance, and includes a range of provisions intended to reduce multiple rounds of review
and improve the rate of first-cycle approvals.

While GDUFA [l seeks to build on lessons learned from the first GDUFA program to increase competition in drug
markets, a number of factors can affect the generic marketplace—including purchaser consolidation, market size,
the complexity of determining bioequivalence, and patents on brand-name drugs. In particular, small market size
may be a significant barrier to additional manufacturer entry. Policymakers seeking to reduce drug costs should
consider approaches beyond FDA review to stimulate competition.®® They should also consider policies that have
the potential to address drug spending through other means, such as changes in coverage and reimbursement
policy, particularly in markets where generic or biosimilar competition is blocked by patents or exclusivities.

11



Appendix: FDA met GDUFA goals

FDA met its GDUFA goals (Table A1). The agency reviewed and acted on 90 percent of backlogged applications
by June 2016—15 months ahead of its goal.”® The agency had not published final information by May 2018 on
whether it met its performance goals for cohorts fiscal 2016 and 2017, and the 2017 applications did not mature
until July 31, 2018, but the 2017 performance report suggested that it was on track to achieve them. As of the end
of September 2017, the agency had taken first action on 82 percent of fiscal 2016 applications and 25 percent of
2017 applications.”

Table Al
Cohort Review Goals and Outcomes

Cohort Review goal

Review and act on 90% of backlogged
Backlog (before Oct. 1, 2012) applications by end of GDUFA program
(fiscal 2017)

As of Oct. 1, 2017, FDA had taken action on 98% of
backlogged applications’

Fiscal 2013 No formal review goal None reported

Fiscal 2014 No formal review goal None reported

Review and act on 60% of ANDA
Fiscal 2015 submissions within 15 months of
submission

Reviewed and acted on 97% of ANDAs within 10
months of receipt’

Though all fiscal 2016 submissions did not mature
until Dec. 31, 2017, for those actions that FDA had
taken as of Oct. 1, 2017, 100% were taken within
15 months of submission*

Review and act on 75% of ANDA
Fiscal 2016 submissions within 15 months of
submission

Though all fiscal 2017 submissions did not mature
until July 31, 2018, for those actions that FDA had
taken as of Oct. 1, 2017, 99% were taken within
10 months of submission®

Review and act on 90% of ANDA
Fiscal 2017 submissions within 10 months of
submission

*  Food and Drug Administration, “FY 2017 Performance Report to Congress for the Generic Drug User Fee Amendments,”
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/UserFeeReports/PerformanceReports/UCM607654.pdf.

t  Ibid.
1 Kathleen Uhl, director, Center for Drug Evaluation and Research, Food and Drug Administration, “State of OGD: Pivoting to GDUFA 11"

(presentation, Association for Accessible Medicines 2017 Fall Technical Conference, North Bethesda, Maryland, Nov. 6, 2017), https.//
www.accessiblemeds.org/sites/default/files/2017-11/Kathleen%20Uhl.pdf.

§ Ibid.
© 2019 The Pew Charitable Trusts

In addition to review timeline goals, GDUFA included other programmatic goals achieved by FDA. The agency
anticipated hiring about 1,000 people for the generic drug program but had hired over 1,500 through fiscal
2016.72 The agency created more guidance documents and commissioned research to develop guidance for
complex generics, products that are not easily demonstrable as bioequivalent and require additional FDA
technical guidance.” The agency created or revised nearly 200 guidance documents in fiscal 2017.74

12


https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/UserFeeReports/PerformanceReports/UCM607654.pdf
https://www.accessiblemeds.org/sites/default/files/2017-11/Kathleen%20Uhl.pdf
https://www.accessiblemeds.org/sites/default/files/2017-11/Kathleen%20Uhl.pdf

Endnotes

1

20

Food and Drug Administration, “Generic Competition and Drug Prices,” 2010, https:/www.fda.gov/AboutFDA/CentersOffices/
OfficeofMedicalProductsandTobacco/CDER/ucm129385.htm; Chintan V. Dave et al., “High Generic Drug Prices and Market Competition:
A Retrospective Cohort Study,” Annals of Internal Medicine 167, no. 3 (2017): 145-51, https://www.ncbi.nlm.nih.gov/pubmed/28672324.

Food and Drug Administration, “Generic Competition.”

Food and Drug Administration, “List of Off-Patent, Off-Exclusivity Drugs Without an Approved Generic,” https:/www.fda.gov/
downloads/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/GenericDrugs/UCM564441.pdf. Accessed, April 1, 2018.

Drug Price Competition and Patent Term Restoration Act, S. 1538, 98th Cong. (1984).

Sue Sutter, “FDA Aims to 'Pierce the Rhetoric’ on Generic Application Backlog” (The Pink Sheet, Oct. 31, 2016), https:/pink.
pharmamedtechbi.com/PS119418/FDA-Aims-To-Pierce-The-Rhetoric-On-Generic-Application-BackLog.

Congressional Budget Office, “How Increased Competition From Generic Drugs Has Affected Prices and Returns in the Pharmaceutical
Industry” (1998), https://www.cbo.gov/publication/10938.

Association for Accessible Medicines, “Generic Drug Access & Savings in the U.S." (2017), https://www.accessiblemeds.org/sites/
default/files/2017-07/2017-AAM-Access-Savings-Report-2017-web2.pdf.

IMS Institute for Healthcare Informatics, “Price Declines After Branded Medicines Lose Exclusivity in the U.S." (2015), https:/
www.igvia.com/-/media/iqvia/pdfs/institute-reports/price-declines-after-branded-medicines-lose-exclusivity-in-the-us.
pdf?la=en&hash=642B9A40F3F176CE93E8EOF791EE2BE4975C8580.

Food and Drug Administration, “Generic Competition”; Dave et al., “High Generic Drug Prices.”
Food and Drug Administration, “Generic Competition.”

IMS Institute for Healthcare Informatics, “Price Declines.”

Association for Accessible Medicines, “Generic Drug Access & Savings.”

Ernst R. Berndt, Rena M. Conti, and Stephen J. Murphy, “The Landscape of US Generic Prescription Drug Markets, 2004-2016," National
Bureau of Economic Research (2017), https://www.nber.org/papers/w23640.

Food and Drug Administration, “List of Off-Patent, Off-Exclusivity Drugs without an Approved Generic,” https://www.fda.gov/drugs/
developmentapprovalprocess/howdrugsaredevelopedandapproved/approvalapplications/abbreviatednewdrugapplicationandagenerics/
ucm142112.htm

Methodology notes: First, the list generally does not differentiate between different strengths of a given drug product. However, we
included a drug product of multiple strengths on the list if there is not an approved ANDA for one or more of the strengths (even if there
is an approved ANDA for one or more other strength). Second, the FDA product list is organized by drug products, not active ingredients,
meaning an active and approved NDA for a particular active ingredient and dosage form is included on the list if there are no approved
ANDAs for at least one drug product for that active ingredient and dosage form approved in the NDA, even if there are approved ANDAs
that reference a drug product in a different NDA with the same active ingredient and dosage form.

Examining FDA's Generic Drug and Biosimilar User Fee Programs, before the House of Representatives Committee on Energy and Commerce,
Subcommittee on Health (March 2, 2017) (statement of Janet Woodcock, director, Center for Drug Evaluation and Research, Food and
Drug Administration), https://docs.house.gov/Committee/Calendar/ByEvent.aspx?EventID=105631.

Laura Karas et al., “Limited Distribution Networks Stifle Competition in the Generic and Biosimilar Drug Industries,” American Journal of
Managed Care 24, no. 4 (2018): e122-27, https.//www.ajmc.com/journals/issue/2018/2018-vol24-n4/limited-distribution-networks-
stifle-competition-in-the-generic-and-biosimilar-drug-industries.

Food and Drug Administration, “GDUFA Reauthorization Performance Goals and Program Enhancements Fiscal Years 2018-2022"
(2016), https://www.fda.gov/downloads/ForIndustry/UserFees/GenericDrugUserFees/UCM525234.pdf.

Reauthorization of the Prescription Drug User Fee Act, Medical Device User Fee Act, Generic Drug User Fee Amendments, and Biosimilar User
Fee Act, before the Senate Committee on Health, Education, Labor, and Pensions (March 21, 2017) (statement of Janet Woodcock, Center
for Drug Evaluation and Research director, Food and Drug Administration), https://www.help.senate.gov/download/testimony/
woodcocktestimony34.

Bob Pollock, “The Backlog at OGD—A Historical Look,” Lachman Consultants, July 16, 2015, http://www.lachmanconsultants.
com/2015/07/the-backlog-at-ogd-a-historical-look.

Food and Drug Administration, “FY 2016 Performance Report to Congress for the Generic Drug User Fee Amendments,” https:/www.fda.
gov/downloads/AboutFDA/ReportsManualsForms/Reports/UserFeeReports/PerformanceReports/UCM541886.pdf.

13


https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm129385.htm
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm129385.htm
https://www.ncbi.nlm.nih.gov/pubmed/28672324
https://www.fda.gov/downloads/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/GenericDrugs/UCM564441.pdf
https://www.fda.gov/downloads/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/GenericDrugs/UCM564441.pdf
https://pink.pharmamedtechbi.com/PS119418/FDA-Aims-To-Pierce-The-Rhetoric-On-Generic-Application-BackLog
https://pink.pharmamedtechbi.com/PS119418/FDA-Aims-To-Pierce-The-Rhetoric-On-Generic-Application-BackLog
https://www.cbo.gov/publication/10938
https://www.accessiblemeds.org/sites/default/files/2017-07/2017-AAM-Access-Savings-Report-2017-web2.pdf
https://www.accessiblemeds.org/sites/default/files/2017-07/2017-AAM-Access-Savings-Report-2017-web2.pdf
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/price-declines-after-branded-medicines-lose-exclusivity-in-the-us.pdf?la=en&hash=642B9A40F3F176CE93E8E9F791EE2BE4975C8580
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/price-declines-after-branded-medicines-lose-exclusivity-in-the-us.pdf?la=en&hash=642B9A40F3F176CE93E8E9F791EE2BE4975C8580
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/price-declines-after-branded-medicines-lose-exclusivity-in-the-us.pdf?la=en&hash=642B9A40F3F176CE93E8E9F791EE2BE4975C8580
https://www.nber.org/papers/w23640
https://www.fda.gov/drugs/developmentapprovalprocess/howdrugsaredevelopedandapproved/approvalapplications/abbreviatednewdrugapplicationandagenerics/ucm142112.htm
https://www.fda.gov/drugs/developmentapprovalprocess/howdrugsaredevelopedandapproved/approvalapplications/abbreviatednewdrugapplicationandagenerics/ucm142112.htm
https://www.fda.gov/drugs/developmentapprovalprocess/howdrugsaredevelopedandapproved/approvalapplications/abbreviatednewdrugapplicationandagenerics/ucm142112.htm
https://docs.house.gov/Committee/Calendar/ByEvent.aspx?EventID=105631
https://www.ajmc.com/journals/issue/2018/2018-vol24-n4/limited-distribution-networks-stifle-competition-in-the-generic-and-biosimilar-drug-industries
https://www.ajmc.com/journals/issue/2018/2018-vol24-n4/limited-distribution-networks-stifle-competition-in-the-generic-and-biosimilar-drug-industries
https://www.fda.gov/downloads/ForIndustry/UserFees/GenericDrugUserFees/UCM525234.pdf
https://www.help.senate.gov/download/testimony/woodcocktestimony34
https://www.help.senate.gov/download/testimony/woodcocktestimony34
http://www.lachmanconsultants.com/2015/07/the-backlog-at-ogd-a-historical-look
http://www.lachmanconsultants.com/2015/07/the-backlog-at-ogd-a-historical-look
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/UserFeeReports/PerformanceReports/UCM541886.pdf
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/UserFeeReports/PerformanceReports/UCM541886.pdf

21 Food and Drug Administration, “Generic Drug User Fee Act Program Performance Goals and Procedures” (2012), https:/www.fda.gov/
downloads/forindustry/.../genericdruguserfees/ucm282505.pdf.

22 Ibid.

23 Food and Drug Administration, “"GDUFA Glossary,” https:/www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/ucm385500.
htm#refuse. A regulatory action is a determination made by FDA at the end of a review cycle; this includes approvals, tentative approvals,
and complete response letters. Before a review, FDA can issue a "refuse to receive” regulatory action for an application if it is deemed
inadequate or if GDUFA fees are outstanding. Food and Drug Administration, “FY 2016 Performance Report.”

24 A complete review is a full division-level review from all relevant review disciplines, including inspections, and includes other matters
relating to the ANDA and associated Drug Master Files as well as consultations with other agency components.

25 Food and Drug Administration, “"GDUFA Glossary.”

26 Food and Drug Administration, “Complete Response Letter Final Rule,” last modified Feb. 9, 2018, https://www.fda.gov/Drugs/
GuidanceComplianceRegulatorylnformation/LawsActsandRules/ucm084138.htm.

27 Food and Drug Administration, “Generic Drug User Fee Act.”

28 Ibid.

29 Kathleen Uhl, "GDUFA,” Food and Drug Administration, video, https://www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/
ucm580458.htm#overview.

30 Food and Drug Administration, “Generic Competition.”

31 Food and Drug Administration, “Generic Drug User Fee Act.”

32 Food and Drug Administration, “Manual of Policies & Procedures 5240.2 Rev. 3: Prioritization of the Review of Original
ANDAs, Amendments and Supplements” (2017), https:/www.fda.gov/downloads/AboutFDA/CentersOffices/
OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM407849.pdf.

33 The Pew Charitable Trusts, “Policy Proposal: Improving Generic and Biosimilar Developer Access to Brand Pharmaceutical Samples”
(2017), http://www.pewtrusts.org/en/research-and-analysis/fact-sheets/2017/05/policy-proposal-improving-generic-and-biosimilar-
developer-access-to-brand-pharmaceutical-samples.

34 Nicholas Florko, “Generic Lobby Head: Generic Approvals on Own Won't Lower Drug Prices,” Inside Health Policy (2018), https://
insidehealthpolicy.com/inside-drug-pricing-daily-news/generic-lobby-head-generic-approvals-own-won%E2%80%99t-lower-drug-
prices.

35 Food and Drug Administration, “FY 2017 Performance Report to Congress for the Generic Drug User Fee Amendments,” https://www.fda.
gov/downloads/AboutFDA/ReportsManualsForms/Reports/UserFeeReports/PerformanceReports/UCM607654.pdf.

36 Data presented graphically.

37 Food and Drug Administration, “FY 2017 Performance Report.”

38 Ted Sherwood, director, Office of Generic Drugs, Food and Drug Administration, “ANDA Operations Update” (presentation, Generic
Pharmaceutical Association Fall Technical Conference, Rockville, Maryland, Oct. 25, 2016), https:/www.fda.gov/downloads/
ForIndustry/.../GenericDrugUserFees/UCM531815.pdf.

39 Food and Drug Administration, “Generic Competition.”

40 This analysis excludes any first generics that were approved on the same day. When multiple generic manufacturers file their applications
on the same day, are all considered “first to file.” As a result, if approved, each manufacturer's drug receives 180 days of exclusivity, which
runs concurrently.

41 Woodcock, statement, March 21, 2017.

42 |bid.

43 Food and Drug Administration, “GDUFA Glossary.” Before a review, FDA can issue a “refuse to receive” regulatory action for an
application if it is deemed inadequate or if GDUFA fees are outstanding. Food and Drug Administration, “FY 2016 Performance Report.”

44 Kathleen Uhl, Food and Drug Administration, “Office of Generic Drugs (OGD) Director's Update” (presentation, Generic Pharmaceutical
Association Fall Technical Conference, Rockville, Maryland, Oct. 24, 2016), https://www.fda.gov/downloads/AboutFDA/CentersOffices/
OfficeofMedicalProductsandTobacco/CDER/UCM527918.

45 |bid.

14


https://www.fda.gov/downloads/forindustry/.../genericdruguserfees/ucm282505.pdf
https://www.fda.gov/downloads/forindustry/.../genericdruguserfees/ucm282505.pdf
https://www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/ucm385500.htm#refuse
https://www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/ucm385500.htm#refuse
https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/LawsActsandRules/ucm084138.htm
https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/LawsActsandRules/ucm084138.htm
https://www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/ucm580458.htm#overview
https://www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/ucm580458.htm#overview
https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM407849.pdf
https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM407849.pdf
http://www.pewtrusts.org/en/research-and-analysis/fact-sheets/2017/05/policy-proposal-improving-generic-and-biosimilar-developer-access-to-brand-pharmaceutical-samples
http://www.pewtrusts.org/en/research-and-analysis/fact-sheets/2017/05/policy-proposal-improving-generic-and-biosimilar-developer-access-to-brand-pharmaceutical-samples
https://insidehealthpolicy.com/inside-drug-pricing-daily-news/generic-lobby-head-generic-approvals-own-won%E2%80%99t-lower-drug-prices
https://insidehealthpolicy.com/inside-drug-pricing-daily-news/generic-lobby-head-generic-approvals-own-won%E2%80%99t-lower-drug-prices
https://insidehealthpolicy.com/inside-drug-pricing-daily-news/generic-lobby-head-generic-approvals-own-won%E2%80%99t-lower-drug-prices
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/UserFeeReports/PerformanceReports/UCM607654.pdf
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/UserFeeReports/PerformanceReports/UCM607654.pdf
https://www.fda.gov/downloads/ForIndustry/.../GenericDrugUserFees/UCM531815.pdf
https://www.fda.gov/downloads/ForIndustry/.../GenericDrugUserFees/UCM531815.pdf
https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/UCM527918
https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/UCM527918

46

47

48
49
50

51

52
53
54
55
56
57
58
59
60

61
62

63
64
65

66
67
68
69

70
71
72

73
74

Food and Drug Administration, “CY 2017 FDARA Section 902 Annual Report on Inspections: Facility Inspections Necessary
to the Approval of Specified Human Drugs and Medical Devices,” https://www.fda.gov/downloads/Regulatorylnformation/
LawsEnforcedbyFDA/SignificantAmendmentstotheFDCAct/FDARA/UCM598940.pdf.

Generic Drug User Fee Amendments: Accelerating Patient Access to Generic Drugs, before the Senate Committee on Health, Education,

Labor, and Pensions (Jan. 28, 2016) (statement of Janet Woodcock, director, Center for Drug Evaluation and Research, Food and Drug
Administration), https://www.help.senate.gov/hearings/generic-drug-user-fee-amendments-accelerating-patient-access-to-generic-
drugs.

Food and Drug Administration, “FY 2017 Performance Report.”
Berndt, Conti, and Murphy, “The Landscape.”

Ryan Conrad et al., “Estimating Cost Savings From Generic Drug Approvals in 2017,” Food and Drug Administration, https:/www.fda.gov/
downloads/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/GenericDrugs/UCM609808.pdf.

FDA Reauthorization Act of 2017, H.R. 2430, 115th Cong. (2017).
Food and Drug Administration, “GDUFA Reauthorization.”

Ibid.

FDA Reauthorization Act, H.R. 2430, 115th Cong. (2017).

Food and Drug Administration, “Manual of Policies.”

FDA Reauthorization Act.

Ibid.

Woodcock, statement, March 2, 2017.

Ibid.

FDA Reauthorization Act; Food and Drug Administration. “ANDAs: Pre-Submission of Facility Information Related to Prioritized Generic
Drug Applications (Pre-Submission Facility Correspondence): Guidance for Industry” (2017), https://www.fda.gov/downloads/Drugs/
GuidanceComplianceRegulatorylnformation/Guidances/UCM563507.pdf.

FDA Reauthorization Act.

Food and Drug Administration, “Activities Report of the Generic Drugs Program (FY 2018),” last modified Nov. 9, 2018,
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/Approval Applications/
AbbreviatedNewDrugApplicationANDAGenerics/ucm625314.htm.

Food and Drug Administration, “GDUFA Reauthorization.”
Ibid.

Ibid.; Scott Gottlieb, “Remarks by Dr. Gottlieb, M.D. to FDA Employees on Generic Drug Science Day,” Nov. 28, 2017, https://www.fda.
gov/NewsEvents/Speeches/ucm586643.htm.

Woodcock, statement, March 2, 2017.
FDA Reauthorization Act.
Ibid.

Jonathan J. Darrow and Aaron S. Kesselheim, “Promoting Competition to Address Pharmaceutical Prices,” Health Affairs Policy Options
Paper (2018), https://www.healthaffairs.org/do/10.1377/hpb20180116.967310/full/.

Food and Drug Administration, “FY 2016 Performance Report.”
Food and Drug Administration, “FY 2017 Performance Report.”

Government Accountability Office, “Generic Drug User Fees: Application Review Times Declined, but FDA Should Develop a Plan for
Administering Its Unobligated User Fees” (2017), https://www.gao.gov/products/GAO-17-452.

Food and Drug Administration, “GDUFA Reauthorization.”

Food and Drug Administration, “FY 2017 Performance Report.”

15


https://www.fda.gov/downloads/RegulatoryInformation/LawsEnforcedbyFDA/SignificantAmendmentstotheFDCAct/FDARA/UCM598940.pdf
https://www.fda.gov/downloads/RegulatoryInformation/LawsEnforcedbyFDA/SignificantAmendmentstotheFDCAct/FDARA/UCM598940.pdf
https://www.help.senate.gov/hearings/generic-drug-user-fee-amendments-accelerating-patient-access-to-generic-drugs
https://www.help.senate.gov/hearings/generic-drug-user-fee-amendments-accelerating-patient-access-to-generic-drugs
https://www.fda.gov/downloads/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/GenericDrugs/UCM609808.pdf
https://www.fda.gov/downloads/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/GenericDrugs/UCM609808.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM563507.pdf.
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM563507.pdf.
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/AbbreviatedNewDrugApplicationANDAGenerics/ucm625314.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/AbbreviatedNewDrugApplicationANDAGenerics/ucm625314.htm
https://www.fda.gov/NewsEvents/Speeches/ucm586643.htm
https://www.fda.gov/NewsEvents/Speeches/ucm586643.htm
https://www.healthaffairs.org/do/10.1377/hpb20180116.967310/full/
https://www.gao.gov/products/GAO-17-452

For further information, please visit:
pewtrusts.org/specialtydrugs

Contact: Erin Davis, communications
Email: edavis@pewtrusts.org
Project website: pewtrusts.org/specialtydrugs

The Pew Charitable Trusts is driven by the power of knowledge to solve today's most challenging problems. Pew applies a rigorous, analytical
approach to improve public policy, inform the public, and invigorate civic life.


mailto:edavis%40pewtrusts.org?subject=
http://pewtrusts.org/specialtydrugs
http://pewtrusts.org/specialtydrugs

