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ABSTRACT

The pharmaceutical industry is one of the most important and
critical industries due to its link to public health. This industry
requires huge investments for research and development
(R&D) of new drugs for treatment of various diseases.
Multinational companies are leaders in this industry as they
possess science, money and technology are leaders in this
industry. In an effort to recoup investments in R&D
multinational companies usually seek not only for higher
levels of patent protection but also for extended protection
through applying for multiple patents that cover different
aspects of the same invention. This is known as “evergreening
of patents”. The patent linkage system is another example of
evergreening by which the regulatory authority links the drug
marketing approval to the patent status of the originators.
This paper discusses the linkage system in different
jurisdictions, and how it affects the entry of generic products
into the market. It also discusses the situation in Egypt as a
model example for developing countries.
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1. INTRODUCTION

Patents are one of the most important branches of
intellectual property (IP), as it is linked to several industries
that rely on technology, and sensitive sectors such as
medicine and public health.! Patent system gives the inventor
the legal protection for his invention so that the he has the
right to exclude others from making or using his invention
without his consent.? This protection is limited, in most
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countries it extends for 20 years from the filing date of the
patent application.?

It is well known that developing a new pharmaceutical drug
or new chemical entity requires testing the new compounds
in assays and animal model.* If the preclinical studies ensure
that the new compound is safe and effective, it is subjected
to clinical studies.® Clinical trial phases are steps in research
to determine whether the new chemical entity is safe and
effective to humane or not.®

Companies spend tens to hundreds of millions of dollars to
develop a single new chemical entity. Therefore,
multinational companies that are leaders in this industry
usually seek for higher levels of patent protection.

From the economic point of view, these companies often
prefer to perform slight modifications on an old patented
molecule and apply for multiple patents that cover different
aspects of the same product allowing for an extended patent
protection, rather than developing a new compound; this is
known as “patent evergreening”.’

“Patent evergreening” is very common in the pharmaceutical
industry and it can take many different forms to extend the
term of patent including; applying patent applications for
methods of treatment, mechanism of action, isomeric forms,
packaging, dosing regimen and screening methods.® Patent
term extension, data exclusivity and patent linkage systems
are other types of patent evergreening.’

Patent evergreening is considered a defensive patenting
strategy that innovator companies usually follow to create
obstacles for generic competitors to enter the market. One of
these obstacles is the “patent linkage system” which involves
linking drug marketing approval with the originator’s drug
patent status and refusing marketing approval until the
relevant patent expires.’® In other words, the regulatory
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authority will not allow the generic drug!! to enter the market
if there is a valid originator patent for that drug. As a result,
the availability of generic versions of the drug with affordable
prices will be delayed.

Patent linkage is considered one of the higher standards of
protection negotiated in the post-Trade Related Aspects of
Intellectual Property Rights (TRIPS) era known as TRIPS-PLUS
commitments, as it goes beyond the minimum standards of
the TRIPS agreement.? This article discusses the appearance
of the patent linkage system in developed countries and how
it spread to developing countries. It also sheds light on the
effect of this system on access to medicines, with a particular
focus on the situation in Egypt and its application in that
context.

2. PATENT LINKAGE IN DEVELOPED COUNTRIES

2.1. Patent linkage in US and Canada

The patent system has existed for more than 500 years.'* By
contrast, the patent linkage system developed with the
passage of the Drug Price Competition and Patent Term
Restoration Act (Hatch-Waxman act (1984)) in United States
and the Canadian Patent Medicines (Notice of Compliance)
Regulations (NOC Regulations).'*

In the US the Food Drug Administration (FDA) ° lists the
pharmaceutical products and medicinal uses, which are
under patent in “Approved Drug Products with Therapeutic
Equivalence Evaluations”, commonly known as the Orange
Book.'® When a generic company files for approval of an
Abbreviated New Drug Application (ANDA), it must certify
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one of the following four grounds: that the drug is not
covered by a valid patent; the patent has already expired; the
generic drug will not be released into the market until the
expiry of the patent; or the patent is invalid or is not
infringed.'” These grounds are referred to as paragraphs |, II,
Il and IV certifications.'® In the first two paragraphs, the FDA
grants the approval immediately.'® In case of paragraph lll,
the FDA grants approval after the expiration of the patent.?°
Concerning paragraph IV, when there are claims of invalidity
or non-infringement, the patent holder is notified and given
forty-five days to file an infringement action ( under section
271(e)(2)(A) of the US patent linkage system, which held up
the approval of generic drug for thirty months.?! The first
generic company that succeeds to invalidate the patent or
proves that it is not infringing the patent is given 180 days of
generic exclusivity.??

Canada is considered the second country that applied the
“Patent linkage system" after the US.2® The linkage
regulations in Canada are based on the US patent linkage
system with a stay time of 24 months that is shorter than that
in the US regulations.?* Under the regulations of this system,
Canada does not allow a generic company to enter the market
until it proves that all of the relevant patents have expired.?®
The generic company has to send a Notice of Allegation to the
originator claiming non-infringement of the patent. Then, the
patent holder will have 45 days to file an application in the
Federal court of Canada to prevent Health Canada from
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issuing a Notice of Compliance (NOC) to the generic company
for 24 months.?®

2.2. Patent Linkage in the European Union

Generic medicines play a crucial role in providing high quality
and affordable prices throughout the EU.?” The EU legislation
states that granting of marketing authorization should be
based solely on quality, safety and efficacy data and not on
other criteria.?® However, generic medicines access to the
market in EU faces many obstacles e.g. evergreening tactics.?®
To overcome these obstacles the European Generic Medicine
Association (EGA) was actively engaged to the European
Commission's follow up initiatives in the pharmaceutical field,
to promote generic medicines and increase the access of
medicine in affordable prices.3° As a result, one of the main
objectives of EGA was to abandon any pathway that leads to
patent linkage which acts as a barrier to generic medicine.
This objective was justified by the EU law which stated that
"It is not allowed to link marketing authorization to the patent
status of the originator reference product".3! Therefore, the
patent linkage system, which is an obstacle to the availability
of generic medicines in the pharmaceutical market, is not a
part of EU pharmaceutical legislation.3?

Nevertheless, there are some countries in EU which apply the
patent linkage system such as Italy, Hungary, Portugal and
Slovak Republic.33

In Italy, the patent linkage system has been standing as a
barrier in front of the generic medicines.3* The Industrial —
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Property Code 2010 stated that "a generic applicant could
only start the registration procedure one year before the
expiration of any protection on the active substance" which
was not conformed to Directive 2001/82/EC. 3° In November
2012 Italy's new "Balduzzi Decree" Article 11 (1) allowed the
generic drug manufacturers to register their products even
during the patent term of the reference product, but the
generic product cannot be classified as a reimbursable drug
by the Italian National Healthcare System (SSN) as long as the
patent of the reference product is still valid.?® This is
considered a form of patent linkage which delayed the entry
of generic medicine into the market.?’

In Hungary, Article 7(9) of Decree 52/2005 of the Ministry of
Health needs the generic manufacturer which is seeking for
marketing approval to state that he is not infringing any
patent or will market his product after the expiration of the
patent of the originator. 38 In case the generic company has
the marketing approval the originator company can take legal
action against generic company.3°

2.3. Criticism of the Patent Linkage System

The objective of drug approval-patent linkage system in some
countries is to facilitate research and development, and to
encourage innovation by providing effective protection
system for the patent owner.*®*However, this system gives
one sided protection to the patent owner which resulted in
abuse of the patent rights.*!
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The United States adopted the patent linkage system to
reward pioneer pharmaceutical companies, facilitate the
entry of generic medicine into the market, and to produce a
kind of competition between generic companies to gain the
180 days of marketing exclusivity.*> However, due to costly
and timely litigations before marketing approval is granted,
generics entry to the market is delayed®®, and the high
litigations cost may be passed indirectly to the consumer,
through increasing the cost of generics. So, what is the value
of 180 days of generic exclusivity compared to investment in
costly and time-consuming litigation?

Generally, the median time for the regulatory authorities to
approve a generic drug is about 4 years, e.g. it is 47 months
for the FDA to approve a generic product.** As a result,
applying patent linkage system which involves refusing
generic drug marketing approval until the relevant patent
expires, will delay the entry of the generic drug into the
market for about four years which are required for the
generic drug to be approved by the regulatory authorities.

Therefore, patent linkage system is highly effective in
protecting the innovator products from competition with the
generics and delaying the entry of generic drugs into the
market.*> Moreover, it extends market monopoly beyond
patent protection of the innovator product.*®

Contrary to the aim of the patent system, the patent linkage
system does not encourage innovation, as the
pharmaceutical companies often prefer to file follow-on
patents evolving from single original patent.*’ This follow-on
patents are listed in patent registers in the regulatory
authorities to delay generic entry under the patent linkage
system.*®This results in extended monopolies and ultimately
delays access to generic medicines at affordable prices.*®
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The negative effect of the patent linkage system on access to
generic medicine appears greatly in those countries whose
patent office’s grant low quality patents, including the United
States.* In the US, sometimes pharmaceutical companies file
additional low-quality patents with the FDA to be registered
in the Orange Book, which, according to the US law, grants 30
months stay extending the originator’s monopoly.>!

This problem clearly appears in the case of the FTC v. Bristol
Myers Squibb (2003)°2, in which the Federal Trade
Commission (FTC) announced that the Bristol-Myers Squibb
company has been engaged in a series of anticompetitive acts
to prevent or to delay the entry of low-price generic
products:>3 two anti-cancer drugs, namely, Taxol and Platinol,
and Buspar the anti-anxiety product. Bristol-Myers filed
several patents for the three drugs that did not meet the
criteria for listing in the orange book.>*

3. SPREADING OF THE PATENT LINKAGE SYSTEM

The generic entry to the market is affected not only by the
patent system but also by the patent linkage regulations that
has spread very rapidly in some countries, especially
developing countries, after it was limited to the US. The year
2011 is considered the year of the spreading of the patent
linkage system on a global level including developing
countries through bilateral and multinational free trade
agreements (FTAs).>

3.1. The Role of FTAs in Spreading the Linkage Regime

Before the TRIPS Agreement, pharmaceutical products were
not protected by patent systems in most developing

(2011) Minnesota Journal of Law, Science and technology
https://scholarship.law.umn.edu/mijlst/vol12/iss2/3> accessed
11 May 2019.
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<https://www.ncbi.nlm.nih.gov/pubmed/21151030> accessed 1
June 2018.

50 Gaétan de Rassenfosse, Adam B. Jaffe and Elizabeth Webster,
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Multiple Examiners’ (2016) Center for Transformative Innovation
Working Paper 1/16
<https://www.swinburne.edu.au/media/swinburneeduau/resea
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countries.>® With the adoption of the agreement, all country
members were obliged to incorporate the TRIPS
requirements into their national legislations. This includes
patent protection for all fields of technology without
discrimination.

Although TRIPS agreement sets out minimum standards for
protection of intellectual property, including patents for
pharmaceuticals, it offers some flexibilities to remedy
negative effects of patent protection or patent abuse, and
decrease the barriers for access to medicine.’

The main flexibilities built in TRIPS agreement are:
Compulsory license (Article 31)8, parallel importation (Article
6)°° and Article 30 of the TRIPS agreement allows the member
states to provide limited exceptions to the exclusive rights
conferred by a patent, provided that such exceptions do not
unreasonably conflict with a normal exploitation of the
patent and do not unreasonably prejudice the legitimate
interests of the patent owner, taking account of the
legitimate interests of third parties.®°

The Bolar exception is one of these exceptions that is
consistent with Article 30 in TRIPS agreement.5!

Bolar provision compromises between the innovator and
generic pharmaceutical manufacturers.5? As it permits any
drug manufacturer to seek regulatory approval while the
relevant patent still in force.®® However, if a generic or
biosimilar manufacturer waits until the last day of the
expiration of the term of protection of the patent covering
the pharmaceutical product, the owner of expired patent will
enjoy additional period of protection, until a generic
manufacturer obtains market permission from the regulatory

5 P Boulet, J Perriens, F Renaud-Théry, Policy G Velasquez,

‘Pharmaceuticals and the WTO TRIPS Agreement: Questions and
Answers’ (2000) UNAIDS/WHO document
<http://apps.who.int/medicinedocs/pdf/whozip18e/whozip18e
.pdf> accessed 11 May 2019.

7 Ellen F. M. 't Hoen, ‘TRIPS, Pharmaceutical Patents and Access
to Essential Medicines: Seattle, Doha and Beyond’ (2003)
Economics of AIDS and Access to HIV/AIDS Care
<https://www.who.int/intellectualproperty/topics/ip/tHoen.pdf
>accessed 11 May 2019.
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59 Article 6 of the TRIPS Agreement provides that nothing in the
Agreement will be considered to address the subject of
exhaustion of IPRs for purposes of dispute settlement. This
article didn't oblige the Members to apply certain type of
exhaustion however it gives the freedom to the Members to
adopt its own policies and rules on the subject of national and
international exhaustion.

S0 TRIPS agreement, art 30.
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authority. During this period expired patent may continue to
charge a monopolistic price.®*

While the developing countries were adapting to the new
TRIPS agreement's obligations and trying to get benefits from
the TRIPS flexibilities to manage the negative effect of these
obligations on access to medicine, a wave of bilateral
agreements emerged. These free trade agreements (FTAs)
often require higher levels of protection that include TRIPS-
PLUS standards that go beyond the TRIPS agreement.5>

“Patent linkage system” is considered one of the TRIPS-PLUS
standards that were rapidly spread through free trade
agreements. United States FTAs are considered the first to
export such system to other countries like Canada (1993),
Mexico (2003), Australia (2005) and some Arab countries like
Jordan, Oman and Morocco.%®

3.2. Patent Linkage in Jordan

The Jordan-United States FTA (2001) was the first free trade
agreement between the US and an Arab country.®” The patent
linkage system in this agreement is less aggressive than any
linkage system in any other country as it requires notifying
the patent owner only.?® However, other drug regulatory
authorities are prohibited from registering generic versions of
the medicine until after the patent has expired.

3.3. Patent Linkage in Morocco

The US signed a free trade agreement with Morocco in June
2004 which entered into force in 2006.%° This agreement
included the linkage system in Article 15.10.4. Unlike the
Jordanian linkage system, the drug regulatory authority
should not authorize the marketing approval of a generic
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context=ripl> accessed 15 May 2018.
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product until the expiration of the patent term of the
originator and should also notify the originator of such an
application.”®

3.4. Patent Linkage in Korea

The Korea-US FTA came into force in 2012 after 6 years of
negotiations.”> The patent linkage system of the
Pharmaceutical Affairs Act was revised on 15 March 2015 for
the enforcement of the Korea-US FTA.”2 The system
comprises: listing of drugs on the Green list (which is
equivalent to the Orange Book in the US system); and
applicants for generic products must notify patent holders
that an application has been submitted to the Ministry of
Food and Drug Safety (MFDS) within 30 days from filing this
application.”> When the patent holder receives the
notification, he can request a stay of sale of generic drugs.”*
If the request is accepted, sales of generics will be stayed for
9 months.”> The first generic company that applies for
marketing approval and succeeds in challenging the patent
will receive 9 months market exclusivity.”®

The Korean Pharmaceutical industry relies on generic
manufacturers.”” Therefore, it was important for the Korean
patent linkage system to facilitate much faster and easier
entry of the generic drugs to the market. As a result, the
patent linkage system was designed to be more tailored to
the situation in Korea as it tried to compensate the delay of
the generics by giving them an easier system to obtain generic
market exclusivity than that in the US system.”®
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4. PATENT LINKAGE IN SOME DEVELOPING COUNTRIES
4.1. India

“Pharmacy of the developing countries”: this is the title that
India has gained due to its development of a strong and
vibrant generic industry producing safe, effective and
affordable generic medicines that have been exported to
other developing countries.”? The generic pharmaceutical
products dominate the Indian market and reached up to 90%
of the sales.8°

The Indian government succeeded to make a balance
between patent protection and its own generic drug
production. Generally, the Indian patent law intended to
control evergreening of pharmaceutical patents under
section (3d)®* making use of the TRIPS flexibilities and
including Bolar provision in section 107 A and the compulsory
license in section 84 (1) of the Patents Act 1970. &

India does not apply patent linkage system as it is not a part
of drug approval process under the Health ministry or within
its patenting process and it cannot be read in the Patents Act
1970.8% This was assured since the courts have rejected
attempts by big pharmaceutical companies to create such
system. As an example, the court rejected Bayer’s argument
against Cipla and confirmed that there is no “patent linkage”
regulation in India.?*

4.2. Brazil

The Brazilian government encourages generic medicines
industries in order to provide better access to medicine in
affordable prices.®®

81 Section 3(d) in the Patents Act, 1970 ' the mere discovery of a
new form of a known substance which does not result in the
enhancement of the known efficacy of that substance or the
mere discovery of any new property or new use for a known
substance or of the mere use of a known process, machine or
apparatus unless such known process results in a new product or
employs at least one new reactant. Explanation: For the purposes
of this clause, salts, esters, ethers, polymorphs, metabolites,
pure form, particle size, isomers, mixtures of isomers,
complexes, combinations and other derivatives of known
substance shall be considered to be the same substance, unless
they differ significantly in properties with regard to efficacy.'

82 Aditya Kant, ‘Section 3(d): 'New' Indian Perspective’, (2009) 14
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When the TRIPS agreement came into force in 1994, several
challenges emerged which threatened the Brazilian’s policy of
the access to generic medicine at affordable prices especially
the country's policy of universal access to AIDS medicines.%®
Therefore, the Brazilian Intellectual Property Law (BIPL)
included some of the TRIPS flexibilities that are related to
public health such as compulsory licenses, parallel imports,
Bolar exception, experimental use and health sector
participation in analyzing pharmaceutical patent claims.®”
Moreover, there is no patent linkage system in Brazil
according to Law 10,603/2002, art 13 and Industrial Property
Law, article 43, VI1.88

4.3. South Africa

As a member of the WTO, South Africa was obliged to uphold
minimum standards of IP protection as mentioned in the
TRIPS agreement.® South Africa used depository system for
granting patents, which requires only correct formalities and
paying the required fees to get a patent.®°

As a result, South Africa gave the opportunity for the
pharmaceutical companies to gain multiple patents on an
individual product which may be rejected by other countries
in the same region.’* This granting of excessive number of
patents resulted in evergreening of monopoly periods and
hindrance of access to medicine in affordable prices.

In a comparative study between the number of granted
pharmaceutical patents in Argentina, Brazil, Colombia, India
and South Africa, it was found that in South Africa 2442
patents were registered in 2008, however, in Argantina 951
pharmaceutical patents were granted in 2000-2007; in Brazil,
278 patents were granted in 2003-2008; in Clombia 439, in
2004-2008 and in India, 2347, in 2005-2008.%% This study
revealed that in South Africa patents are simply registered
without sustentative examination and this explains the large
number of patents issued in one single year in comparison to
other countries which perform substantive examination.*
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The Patent Act and its regulations as well as the judgments of
the Court of the Commissioner of Patents (CCP) are biased to
the patent owner.®*

However, in August 2017, the situation began to change and
the department of Trade and Industry published a draft of the
IP National Policy.®> This IP Policy sets out a number of
proposals related to the patent law and public health, which
encourage substantive search and examination and highlight
the flexibilities which are in the Patent Act for example;
parallel importation, Bolar provision and compulsory
license.®®  Moreover, the South African Medicines and
Related Substances Act avoids patent linkage, and it cannot
be read in view of the South African's Patent Act.”’

5. THESITUATION IN EGYPT

5.1. Pharmaceutical Industry in Egypt

In the early sixties, the pharmaceutical industry in Egypt
passed through several stages. Currently Egypt’s domestic
pharmaceutical industry has flourished, with the presence of
about 120 pharmaceutical companies; most of them are
generic companies.®®

Like many other countries, the pharmaceutical products were
excluded from patentability before the TRIPS agreement. In
January 1995, the agreement on Trade Related Intellectual
Property Rights became into force. From this moment
member states including Egypt were obliged to adapt their
national IP laws to comply with the TRIPS requirements.

The TRIPS agreement gave all countries transitional period to
adapt their laws to the minimum standards of the agreement.
And it provided the developing countries additional period for
five years from 2000 to 2005, for patent protection of the
products in areas of technology that had not been protected
before the TRIPS agreement, like pharmaceutical products.”®

This put an obligation on Egypt to protect pharmaceutical
products as well as the process using the patent system by

<http://apps.who.int/medicinedocs/documents/s21395en/s213

95en.pdf> accessed 12 May 2019.
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January 2005. This obligation was an alarm to the Egyptian
pharmaceutical industry that depends mainly on generic
medicines.

Egypt made use of the transitional period and modified its
National Legislation to implement the TRIPS agreement and
to include TRIPS flexibilities and safeguards to manage the
negative effect of the TRIPS obligations on the availability of
generic medicines.°

Bolar provision in the Egyptian IP law no. 82/2002 article
10/5, is one of the TRIPS flexibilities which stated that “The
following shall not be considered as infringements of that
right when carried out by third parties: 5- Where a third party
proceeds, during the protection period of a product, with its
manufacturing, assembly, use or sale, with a view to obtain a
marketing license, provided that, the marketing starts after
the expiry of such a protection period.”0!

This provision allows the generic producer to obtain the
marketing license which usually takes long time even if the
patent of the originator product still in force. This gives the
opportunity for the generic producer to release its generic
product immediately after the expiration of the patent.
However, if the generic producer waits until the patent
covering a pharmaceutical product has expired, the owner of
the expired patent will enjoy extra period of monopoly
power, until the generic product obtains market approval
from the Ministry of Health (MOH). 102

Exhaustion is another TRIPS flexibility that limits the rights of
the patent holder in controlling the importing, exporting and
distribution of the patented product.’®® This flexibility is
included in the Egyptian IP law no. 82/2002 Article 10, which
states that the patentee's right in excluding others from
importing, exporting, using, selling, or distributing the
product "shall be exhausted if the patentee marketed or
licensed said product to third party/others."04

Moreover, article 23 in the Egyptian legislation applies to
compulsory licensing under certain circumstances and

<https://www.who.int/medicines/areas/policy/AccesstoMedici

neslPP.pdf?ua=1> accessed 12 May 2019.

10 Mahmoud Diaa, ‘Egypt Pharmaceutical Country Profile’
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criteria.’% Compulsory licensing is a mechanism used by the
governments to allow third parties to produce a product that
is protected by a valid patent under certain circumstances.%

5.2. Patent Linkage in Egypt

Although the Egyptian IP law no.82/2002 does not include a
patent linkage provision, some multinational companies are
trying to put pressure on the MOH to prevent the registration
of the equivalent generic products during the patent term in
an attempt to apply the linkage system.1%”

There are some court cases between generic companies and
innovators that are still pending. We are waiting for
adjudication that ensures that there is no patent linkage
system in Egypt and it cannot be read in view of the present
law.

5.3. Problems with Patent Linkage in Egypt

Firstly, the role of the patent offices is to register and issue
patents!®®, while the regulatory authorities are responsible
for ensuring safety and efficacy of the pharmaceutical
products.’®® Applying the patent linkage system, will make
the MOH responsible for detecting patent infringement. This
will be problematic, as the MOH lacks the resources and the
expertise to assess the validity of the patents whether it is
infringed or not.*?

Secondly, patent rights are private rights; they should be
enforced by the right holders not by the government!!! but
the patent linkage system will make the MOH responsible for
detecting the infringement.!!?

Thirdly, the linkage system will undermine Bolar provision as
it will inhibit the registration of generic products before the
expiration of the patent of the equivalent originator.!'* As a
result, this will delay the entry of the generic products for 2
or 3 years after the expiration of the equivalent patent and
will extend the patent protection term.
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Fourthly, if a generic medicine is manufactured under a
compulsory license, it will not be registered before the
expiration of the patent.*'*

6. CONCLUSION

The patent linkage system began in US then spread to other
countries through free trade agreements. It varies from
country to country. Linkage system strengthens the rights of
the patent owners and the abuse of these rights has negative
implications on access to generic medicines at affordable
prices especially in developing countries.

Egypt as the model example of developing countries in this
paper (although it is not a member of any FTAs and does not
have a patent linkage provision in the present IP law), is
subjected to pressure from the multinational companies to
prevent generic medicines from entering the market during
the patent term.

By analyzing the current Egyptian IP legislation, it was found
that it includes many of the TRIPS flexibilities like Bolar
provision and the compulsory licensing which balance the
situation between the rights of the patent holder and the
rights of the public to access affordable drugs. Therefore, the
patent linkage system cannot be read in view of the current
law.

Egypt can learn from the Indian experience in which the court
final decisions assured that India has no patent linkage
system. There are some court cases which are still pending
and if the Egyptian courts don’t manage to appropriately
react to the pending cases in which the originator’s
companies want to prevent the generics from entering the
market, Bolar provision and the compulsory licensing will be
undermined, and the generic drugs will be delayed for at least
2 years after the expiration of the equivalent patent.
Ultimately, the patients will be the victims of this system as
they will not be able to get the more affordable generic
medicines until much later.

14 Anshul M (n 63).
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