A Service of

[ ) [ J
(] [ )
J ﬂ Leibniz-Informationszentrum
° Wirtschaft
o Leibniz Information Centre
h for Economics

Make Your Publications Visible.

Son, Kyung-Bok

Article

Is greater generic competition also linked to lower drug

prices in South Korea?

Health Economics Review

Provided in Cooperation with:
Springer Nature

Suggested Citation: Son, Kyung-Bok (2020) : Is greater generic competition also linked to lower drug
prices in South Korea?, Health Economics Review, ISSN 2191-1991, Springer, Heidelberg, Vol. 10, Iss.

30, pp. 1-9,
https://doi.org/10.1186/s13561-020-00289-6

This Version is available at:
https://hdl.handle.net/10419/285179

Standard-Nutzungsbedingungen:

Die Dokumente auf EconStor durfen zu eigenen wissenschaftlichen
Zwecken und zum Privatgebrauch gespeichert und kopiert werden.

Sie dirfen die Dokumente nicht fiir 6ffentliche oder kommerzielle
Zwecke vervielféltigen, 6ffentlich ausstellen, 6ffentlich zugénglich
machen, vertreiben oder anderweitig nutzen.

Sofern die Verfasser die Dokumente unter Open-Content-Lizenzen
(insbesondere CC-Lizenzen) zur Verfiigung gestellt haben sollten,
gelten abweichend von diesen Nutzungsbedingungen die in der dort
genannten Lizenz gewahrten Nutzungsrechte.

-. https://creativecommons.org/licenses/by/4.0/

WWW.ECONSTOR.EU

Terms of use:

Documents in EconStor may be saved and copied for your personal
and scholarly purposes.

You are not to copy documents for public or commercial purposes, to
exhibit the documents publicly, to make them publicly available on the
internet, or to distribute or otherwise use the documents in public.

If the documents have been made available under an Open Content
Licence (especially Creative Commons Licences), you may exercise
further usage rights as specified in the indicated licence.

Mitglied der

Leibniz-Gemeinschaft ;


https://www.econstor.eu/
https://www.zbw.eu/
http://www.zbw.eu/
https://doi.org/10.1186/s13561-020-00289-6%0A
https://hdl.handle.net/10419/285179
https://creativecommons.org/licenses/by/4.0/
https://www.econstor.eu/
https://www.leibniz-gemeinschaft.de/

Son Health Economics Review (2020) 10:30

https://doi.org/10.1186/513561-020-00289-6 Health Economlcs ReVIeW

RESEARCH Open Access

Check for
updates

ls greater generic competition also linked
to lower drug prices in South Korea?

Kyung-Bok Son

Abstract

Background: Although the association between the price of generic drugs and market competitiveness has been
explored in various high-income countries, this association has not been empirically evaluated in South Korea. We
aim to determine the association between the prices of generic drugs and market competitiveness in South Korea.

Methods: A list of originator drugs approved by the national authority from 2000 to 2019 and their corresponding
generic drugs were grouped along with the baseline information. The market was categorized into four groups
based on the number of manufacturers: duopoly (2 manufacturers); low- (3—25 manufacturers); medium- (26-75
manufacturers); and high-competition (more than 76 manufacturers) markets. Price variance, calculated as the
difference between the maximum price and minimum price divided by the maximum price, was obtained. A
multivariate regression model was applied to regress price variance on the characteristics of market
competitiveness, controlling for the characteristics of the originator drugs and their price level in the market.

Results: A total of 986 originator drugs were identified and then divided into duopoly (31%), low- (56%), medium-
(9%), and high-competition (4%) markets; the median of the price variance for these markets was 0.013, 0.077, 0.200,
and 0.228, respectively. In a multivariate regression model, price variance was associated with the characteristics of
the originator drug, including the Anatomical Therapeutic Chemical classification, the route of administration, and
the approval year. Controlling for the characteristics of the originator drugs, market competitiveness was positively
associated with price variance.

Conclusions: The positive association between price variance and market competitiveness is still consistent in
South Korea, where rare price competition among a large number of generic manufacturers has been reported.
However, no significant price variance was observed between medium- and high-competition markets. These
findings support policies for managing a large number of generic manufacturers in South Korea.

Keywords: Generics, Competition, Drug price, Market, South Korea

Background

When a pharmaceutical patent or statutory exclusivity
expires, manufacturers can be granted marketing
authorization for generic substitutes and penetrate ori-
ginator markets [1-4]. In principle, generic drugs con-
tain exactly the same active ingredient as the originator
drugs, and generic drugs are certified by authorities to
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be perfect substitutes for the originator [5-8]. Thus, the
entry of a perfect substitute, or a generic drug, will trig-
ger price competition, bringing to an end the monopoly
rent enjoyed by the originator manufacturer [9-13].
Price competition in pharmaceuticals, particularly for
prescription drugs, matters in high-income countries
[14-17]. Prescription drug expenditures in the United
States have increased at a pace far beyond that in other
sectors of the health system [18-20]. More specifically,
manufacturers of originator drugs set prices as high as
the market will bear during the limited period of patent
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or statutory exclusivity. To address these issues, govern-
ments have established several ways to negotiate lower
prices for originator drugs and to expand the use of
health technology assessment for reimbursement deci-
sions [21-23]. Furthermore, governments are assessing
how they can lower pharmaceutical expenditures
through generics [14, 24].

Generic drugs can be used for discounted price com-
pared to the originate drug. The role of generic drugs or
the number of generic manufacturers in reducing drug
prices has been well documented in the previous litera-
ture [11, 12]. The price of generics with 2 or fewer man-
ufacturers is more likely to be increased compared to
that of generics with 3 or more manufacturers. Some-
times, price hikes occur for generic drugs in markets
where an insufficient number of generic manufacturers
exist. The price of pyrimethamine, albendazole, and
praziquantel increased by 5433%, 1920, and 356%, re-
spectively [15, 25, 26]. These cases demonstrate that the
number of generic manufacturers and the introduction
of generics are critical in managing drug prices and
pharmaceutical expenditures.

Although the association between the price of gen-
eric drugs and market competitiveness has been
explored in various high-income countries, this asso-
ciation has not been empirically evaluated in South
Korea. The pharmaceutical market in South Korea is
characterized by a large number of generic manufac-
turers, specifically 416 manufacturers, with rare price
competition among generics [16, 27]. Thus, South
Korea is an ideal case to test the association between
the price of generics and market competitiveness. In
the present study, we used a whole list of reimbursed
medicines under the National Health Insurance Ser-
vices (NHIS) to investigate the association between
competition and lower drug prices in South Korea.

Methods

This study is interested in investigating the association
between the price of generics and market competitive-
ness in South Korea. To this end, a list of originator
drugs approved by the national authority from 2000 to
2019 and their corresponding generic drugs were
grouped along with the baseline information. We com-
piled the originators and their corresponding generics as
the subjects of the study, counted the number of avail-
able drugs, and retrieved their price under the NHIS. In
this study, an originator is defined as a drug that was the
first to be granted marketing authorization, while
generics are defined as drugs that have the same active
ingredient, strength, and route of administration as the
originator and that were granted marketing
authorization after the originator.
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Data sources

The list of reimbursed medicines under the NHIS, pro-
vided by the Health Insurance Review and Assessment
Services (HIRA), was retrieved. The list contains infor-
mation on drugs such as the generic and proprietary
name of the drug and its strength, route of administra-
tion, manufacturer, and reimbursed price. Information
on all drugs approved by the Ministry of Food and Drug
Safety (MFDS) from 2000 to 2019 was also extracted. In
particular, the Korea Pharmaceutical Information Service
(KPIS)" provides information on drugs such as the gen-
eric and proprietary name of the drug and its strength,
route of administration, Anatomical Therapeutic Chem-
ical (ATC) classification, type (including chemicals and
biologics), date of marketing approval, and manufac-
turer. With the information on the generic name of the
drug and its strength and route of administration, the
list of originator drugs and their corresponding generics
were grouped.

Study design

Dependent variables

We used price variance, calculated as the difference be-
tween the maximum price and minimum price divided
by the maximum price in the originator-generic set, as
the dependent variable to measure the price
competition.

Control variables

We chose a set of variables, specifically the characteris-
tics of the originator drug and its manufacturer, to con-
trol for their effects. First, we categorized the
characteristics of the originator drug based on the drug’s
ATC classification, route of administration, year of mar-
keting authorization, and type. Second, we grouped the
manufacturers of the originator drugs into domestic and
overseas manufacturers based on the origin of the man-
ufacturers. In particular, the dataset provided by the
Ministry of Trade, Industry and Energy was used to
identify the origin of the manufacturers.’

Independent variables

The characteristics of the market were used to deter-
mine the association between the price of generics and
market competitiveness. First, we counted the manufac-
turers of a certain drug, including both the originator
and generics, and categorized the market into four
groups based on the cumulative number of manufac-
turers: duopoly, low-, medium-, and high-competition
markets. In a duopoly market, only two manufacturers

! Available at https://biz.kpis.or.kr/kpis_biz/index.jsp
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exist: one is the originator manufacture, and the other is
the generic manufacturer. A low-competition market is
defined as a market with more than two and less than
26 manufacturers, while a medium-competition market
is defined as a market with more than 25 and less than
76 manufacturers. Similarly, a high-competition market
is defined as a market with more than 75 manufacturers
participating in the market. Second, we gathered infor-
mation on the maximum price in the set to understand
the characteristics of the drug in the market and catego-
rized the maximum unit price into five levels. Level I in-
dicates low-cost medicine that is under 1000 KRW
(approximately 0.86 USD), while Level V indicates high-
cost medicine, which is above 1 million KRW (approxi-
mately 864 USD). Finally, we retrieved information
regarding the designation of new drug applications by
the MEDS.

Statistical analysis

Descriptive analyses were used to present the differences
between the four markets, including the duopoly, low-,
medium-, and high-competition markets. In particular,
the chi-squared test was applied for the categorical vari-
ables, and analysis of variance was conducted for the
continuous variables to examine whether the variables of
interest differed across the four markets.

A multivariate regression model was applied to exam-
ine the factors that affected the price variance, particu-
larly for market competitiveness. The variables were the
characteristics of the originator drug, manufacturers,
and the market. In a simple model, the characteristics of
the originator drug and manufacturers were included.
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Then, we added the market variables (new drug
designation, market competitiveness, and maximum
reimbursed price) in the expanded model. We used
heteroscedasticity-consistent standard errors for the
analysis to obtain the correct standard error against
heteroscedasticity. Data management and analysis
were performed using R statistical software (version
3.4.3). Statistical significance is noted by p-values less
than 0.05.

Price variance; = 5, + B;ATC; + ,Route; + f5;Year;
+ B, Types; + s Manufacturer; + ¢;

Price variance; = 5, + B;ATC; + 3,Route; + f5;Year;
+ B, Types; + BsManufacturer;
+ BsCompetitiveness; + f3,Price;
=+ ﬁSNDAl —+ &

Results

Subjects of the study

During a 20-year period, a total of 986 sets of originator
and corresponding generic drugs were identified. Note
that a monopoly market, in which generic drugs are not
available, was excluded from our model. Figure 1 pre-
sents the cumulative number of sets and the number of
drugs in the set, indicating that one-third of sets are du-
opoly markets. Interestingly, 39 sets (4%) include more
than 75 generic manufacturers.

Descriptive analysis
Table 1 presents the descriptive statistics of the
dependent and explanatory variables in our model. The
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Table 1 Characteristics of the subjects in this study
Variables All Duopoly Low-competition Medium- High- p-value
(2) (3-25) Competition competition
(26-75) (76-)
N =986 305 554 88 39
Price variance
Mean 0.1167 0.0683 0.1160 0.2268 0.2566 < 0.0001
Median 00714 0.0130 0.0774 0.2004 0.2286
SD 0.1416 0.1000 0.1366 0.1782 0.1693
ATC
1 (/D) 168 58 97 1 2 < 0.0001
2 (A/B/Q) 302 100 140 41 21
3 (M/N) 239 57 148 24 10
4 (Others) 277 90 169 12 6
Route
Oral 635 156 354 86 39 < 0.0001
Injection 206 103 101 2 -
Others 145 46 99 - -
Year
Mean 2007 2008 2007 2006 2005 0.0001
Median 2006 2007 2006 2006 2005
SD 53662 52816 55529 4.5851 3.8231
Types
Biologics 50 28 9 9 4 < 0.0001
Chemicals 936 277 545 79 35
New drug application
Yes 154 34 96 13 Il 0.0142
No 832 271 458 75 28
Manufacturers
Domestic 623 187 372 49 15 0.0008
Overseas 363 118 182 39 24
Price
I (< 10% KRW) 502 120 283 67 32 < 0.0001
(10> << 10% 269 86 159 17 7
(10" << 10°) 154 67 83 4 -
IV (10° < < 109 55 26 29 - -
Vv (10°9) 6 6 - - -

subjects were categorized into four markets based on the
cumulative number of manufacturers in the market.
Approximately 31, 56, 9, and 4% of the markets are du-
opoly, low-, medium-, and high-competition markets, re-
spectively. The mean and median of price variance
among all sets were 0.1167 and 0.0714, respectively, in-
dicating that generics are available in the market dis-
counted by 11.67 and 7.14%. When we separated the
markets, increased trends were observed in the mean
and median of price variance. The mean of price

variance was 0.0683, 0.1160, 0.2268, and 0.2566 for
duopoly, low-, medium-, and high-competition markets,
respectively. Similarly, the median of price variance for
the same markets was 0.0130, 0.0774, 0.2004, and
0.2286.

In a similar vein, Fig. 2 presents the cumulative num-
ber of sets and their price variance. The first graph in
Fig. 2 shows the curve for the whole market, while the
remaining graphs present the curve for the duopoly,
low-, and medium- and high-competition markets. The
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Fig. 2 The cumulative number of sets and their price variance sorted by market types

majority of sets in duopoly and low-competition markets
present a small price variance, while a large number of
sets in medium- and high-competitive markets present a
large price variance. More specifically, 89, 80, 45, and
41% of sets in the duopoly, low-, medium-, and high-
competition markets, respectively, show a price variance
less than 0.2. Interestingly, the difference between the
duopoly and low-competition markets (89% versus 80%)
and the difference between the medium- and high-
competition markets (45% versus 41%) were marginal.
The characteristics of the originator drug, its manufac-
turer, and the market are also presented in Table 1. Sig-
nificant differences were noted among the four markets.
In particular, the ATC classification, route of administra-
tion, year of marketing authorization, type of originator,
designation of new drug applications, characteristics of
the manufacturer, and reimbursed price were different
among four markets. Note that 39 out of 986 sets (4%)
include more than 75 generic drugs. The majority of sets
in the high-competition market were chemical drugs
(90%), belonging to the alimentary tract and metabolism
(A), blood and blood forming organs (B), and the cardio-
vascular system (C) in the first level of the ATC classifi-
cation (54%). Additionally, all sets in the high-
competition market were oral forms, including tablets
and capsules, and their price was less than 10,000 KRW.

These observations imply that low-priced chemical
drugs used to treat chronic disease were more likely to
be included in the high-competition market.

A regression analysis

Table 2 presents a multivariate regression for the price
variance in the 986 sets. Note that price variance was
calculated by the difference between the maximum price
and minimum price divided by the maximum price in
the sets. Thus, increased price variance indicates price
competition in the set. Two models, including the sim-
ple model and the expanded model, are presented in
Table 2.

The route of administration and the approval year of
the originator were significantly associated with price
competition in the simple model. More specifically,
drugs in injection and other forms were less likely to ex-
perience price competition than drugs in oral forms. In
a similar vein, drugs approved recently were less likely
to experience price competition. However, the type of
originator (chemicals or biologics) was not significantly
related to price competition.

In the expanded model, we observed consistent results
for the variables on the route of administration and ap-
proval year. However, the type of originator was signifi-
cantly related to price competition in the expanded
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Table 2 Adjusted association between generic competition and drug prices

Variables The Simple Model The Expanded Model
Estimates Standard Error P-value Estimates Standard Error P-value
ATC (reference J/L)
2 (A/B/Q) -0.0193 0.0131 0.1409 0.0017 0.0133 0.8974
3 (MW/N) 0.0220 0.0149 0.1415 0.0395 0.0156 00114
4 (Others) —-0.0498 0.0151 0.0010 -0.0254 0.0150 0.0904
Route (reference Oral)

Injection —0.0342 0.0117 0.0035 —0.0309 0.0138 0.0255
Others -0.0444 0.0133 0.0009 -0.0337 0.0139 0.0153
Year —0.0066 0.0007 < 0.0001 —0.0045 0.0007 < 0.0001

Types (reference Chemicals)
Biologics -0.0175 0.0186 0.3475 -0.0457 0.0180 0.0114
Market (reference Duopoly)
2 (3-25) 0.03% 0.0080 < 0.0001
3 (26-75) 0.1473 0.0198 < 0.0001
4(76 ) 0.1650 0.0259 < 0.0001
New drug application (reference No)
Yes 0.0430 0.0141 0.0024
Manufacturers (reference Domestic)
Overseas 0.0087 0.0100 0.3836
Price (reference < 10> KRW)
(10> << 10% 0.0418 0.0108 0.0001
(10" << 10°) 0.0422 00158 0.0076
IV (10° < < 109 00799 00271 00033
V (10°<) 0.1023 0.0371 0.0060

model. Furthermore, market competitiveness and the
price of the originator were significantly related to price
variance. Drugs in the low-, medium-, and high-
competition markets were more likely to experience
price competition than drugs in the duopoly market.
Similarly, drugs in Levels II, III, and IV (high-cost drugs)
were more likely to experience price competition than
drugs in Level I (low-cost drugs). Finally, the designation
of new drug applications (NDAs) was also significantly
related to price competition.

Discussion
Governments and payers believe that there should be
opportunities for cost savings in drug markets [14, 28,
29]. Based on this belief, governments have applied mea-
sures to introduce generic drugs in a timely manner, to
stimulate price competition among generic drugs, and to
increase generic penetration in various clinical settings.
Meanwhile, several studies provide insights into compe-
tition, particularly the number of manufacturers, and its
effect on lowering drug prices [11, 12, 26].

In the previous literature, the number of generic man-
ufacturers for specific blockbuster markets in South

Korea has been reported, with conclusions that the
South Korean market is extraordinary compared to the
number of generic manufacturers in other high-income
countries and rare price competition among a large
number of generic manufacturers [16, 27]. We aimed to
test the association between competition among manu-
facturers and drug prices in South Korea. To this end, a
list of originator drugs approved by the national author-
ity from 2000 to 2019 and their corresponding generic
drugs were grouped along with the baseline information.

Number of generic manufacturers in South Korea

A total of 986 sets of originators and their corresponding
generic drugs were identified in this study. Among them,
127 sets (13%) include more than 25 generic manufac-
turers. Furthermore, 39 sets (4%) include more than 75
generic manufacturers. These results are surprising
when we directly compare the number of generic manu-
facturers in South Korea with the number in the United
States. Li et al. (2018) categorized the topical dermato-
logic generic drug market in the United States into four
groups [12]: 1-2, 3-4, 5-6, and more than 6 generic
manufacturers. Similarly, Alpern et al. (2017) provide
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information on the number of oral antibiotic drug man-
ufacturers in the United States [26]. In their study, the
number of manufacturers for cefuroxime 250 mg was 9,
and this number was the maximum among other oral
antibiotic drugs. For the same drug, however, the num-
ber of manufacturers in South Korea is 38. This situation
is even more surprising given that the pharmaceutical
market in South Korea represents only 1.5% of the glo-
bal market [30].

It is also noteworthy that 305 sets (31%) are in the du-
opoly market. In this market, the mean and median of
price variance were 0.0683 and 0.0130, respectively, indi-
cating that generics discounted by 6.83 and 1.30% are
available. These figures, particularly the median (0.0130)
of price variance, imply scarce price competition in the
duopoly market. Furthermore, a number of expensive
drugs (10.5%), which are above 100,000 KRW, belong to
the duopoly market. Thus, policies to encourage
marketing competition in duopoly markets should be
formulated. In particular, off-patent drugs with few man-
ufacturers should be prioritized areas to be addressed,
and the MFDS’s role in marketing authorizations for
generics, including a timely review process for generic
drug applications in the duopoly market, should be
established.

Association between competition and generic prices
Given the characteristics of the South Korean market,
we categorized the groups into four markets: duopoly,
low-, medium-, and high-competition markets. In the
descriptive analysis, we found that the majority of sets in
duopoly markets present a small price variance, while a
large number of sets in high-competitive markets
present a large price variance. In the regression model,
we found a positive association between price variance
and the number of generic manufacturers, controlling
for the ATC classification, route of administration, and
type of originator drug. These observations are consist-
ent with the experiences in other countries. It was well
documented that market competition levels were associ-
ated with a price change in generic drugs in the United
States. However, in interpreting these observations, the
differences in health systems between the United States
and South Korea should be noted.

The United States has a market-based health system.
Approximately half of health care spending is publicly
funded, but the beneficiaries of the funded program ob-
tain health care services via private markets [31, 32]. In
the pharmaceutical sector, tighter pricing and reim-
bursement schemes do not exist, not even for generic
drugs, and few generic manufacturers participate in the
market [18]. On the other hand, the South Korean
health system is financed by the National Health Insur-
ance Services to cover the entire population [33]. In the
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pharmaceutical sector, there is a positive list system in
which only drugs included in the formulary that demon-
strate cost-effectiveness can be reimbursed [23]. Further-
more, tighter pricing and reimbursement schemes exist
for generic drugs as well as new medicines, and a num-
ber of manufacturers participate in the market.

Given these differences, the United States is interested
in a price increase for a certain drug. Specifically, price
hikes have occurred for generic drugs on the market
where an insufficient number of generic manufacturers
exist. Thus, researchers are more interested in price in-
creases in generics for which few manufacturers exist.
On the other hand, many manufacturers produce gen-
eric drugs in South Korea. It is reasonable to anticipate
fierce price competition among a large number of gen-
eric drugs. However, it has been reported that the in-
creased number of generic manufacturers have not
triggered price competition in reality [16, 23]. Thus, we
are interested in price variance among a large number of
originator-generic sets.

This study demonstrates the association between the
price of generics and market competitiveness in South
Korea. However, in our observations, the association was
not linear: the difference in the mean and median of
price variance between the medium- and high competi-
tion markets was marginal (0.0298 and 0.0282, respect-
ively) in Table 1. Furthermore, the estimates for the
medium- and high competition markets were similar
(0.1473 and 0.1650, respectively) in Table 2. These find-
ings suggest that policies for managing the number of
generic manufacturers fewer than 76 manufacturers
could be introduced in the market without limiting price
competition.

Limitations

This study includes the entire list of originator drugs ap-
proved by the national authority from 2000 to 2019 and
their corresponding generic drugs. Thus, the study find-
ings might be generalizable to all types of drugs in the
South Korean market. However, our study has limita-
tions. While we attempted to capture all drugs approved
from 2000 to 2019, information on their sales was not
included. In a similar vein, this study used price vari-
ance, calculated as the difference between the maximum
price and minimum price in the sets divided by the max-
imum price, to measure price competition. However, the
market share of the minimum priced generic drug might
be marginal, implying that the effect of price competi-
tion might have less implications in managing pharma-
ceutical expenditure.

Conclusions
The positive association between price variance and
market competitiveness is still consistent in South
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Korea, where rare price competition among a large num-
ber of generic manufacturers has been reported. How-
ever, no significant price variance between medium- and
high-competition markets was observed. These findings
suggest that policies for managing the number of generic
manufacturers fewer than 76 manufacturers could be in-
troduced in the market without limiting price competi-
tion. Furthermore, it should be noted that the majority
of drugs are in a duopoly market without price competi-
tion in South Korea. Thus, policies to encourage market-
ing competition and to address rare price competition
issues should be formulated for the duopoly market. In
particular, off-patent drugs with few manufacturers
should be prioritized areas to be addressed, and the
MEDS’s role in timely marketing authorizations for ge-
nerics should be established.
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