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INTRODUCTION

The papers in this compilation assessed four regulatory authorities (the CCP,
DRAP, NEPRA and PEMRA), two important government initiatives (Naya Pakistan
Housing and the construction sector package), and policy requirements for an important
sector of the economy (namely, SMEs). PIDE and the authors should be commended for
taking on this wide-ranging challenge and presenting a wealth of information in each
paper. With the exception of the construction and SME sectors, where independent
research was already available, these papers can be said to be pioneers in the evidence-
based assessment of the subjects they have addressed. Many of the observations in the
papers would doubtless resonate with those who know the subject, either as specialists or
those who are affected by regulation and government interventions. An important aspect
of evaluation is the connection between research and policy, which also enhances the
credibility and usefulness of evaluations.

First paper, Market Regulations, Competition Policy and the Role of
Competition Commission of Pakistan (CCP) by Karim Khan and Ahmad Fraz starts
with an introductory section on the importance of competition and the state of markets in
Pakistan. Citing various sources, it concludes that “markets in Pakistan are poorly
organised, with negligible competitive practices prevailing in the marketplace”. It notes,
in particular, that: (i) Domestic competition is constrained by regulatory barriers to entry,
market dominance by a few firms, and lack of effective competition policies; and, (ii)
The level of foreign competition is low due to trade barriers, which are still relatively
high. The paper then describes the Monopoly Control Authority (MCA), which was
established to administer a law dating back to 1970, the limitations of the MCA, and how
it was replaced by the Competition Commission of Pakistan (CCP) under an ordinance
promulgated in 2007, which was passed as an act of parliament in 2010. The paper
conveys the impression that the CCP and the law it administers are aligned with
international best practices and current economic realities. The paper highlights four
essential aspects of the Competition Act that prohibit the abuse of dominant position
leading to anti-competitive practices, prohibit agreements or practices that restrict free
trading and competition, prohibit deceptive marketing practices, and entrust the CCP with
the supervision of mergers and acquisitions. The paper asserts that the CCP has struggled
to restrain anti-market practices, and that influential businessman and companies flout
competition laws, which significantly weakens the role of the CCP. This is followed by
some useful information and insights on the performance of the CCP, and a set of
recommendations.

Second paper, Regulating the Pharmaceutical Industry: An Analysis of the
Drug Regulatory Authority of Pakistan (DRAP), by Shahid Mehmood is a
comprehensive analysis of drug regulation and the performance of DRAP, based on an
abundance of empirical evidence and incisive insights. One point that comes across is
that DRAP, which was established in 2012, is better than its predecessor, the Drug
Control Organisation. But that is where the good news ends, as the paper proceeds
systematically to assess DRAP’s performance in terms of: the quality of drugs and drug
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dispensing; the nature and consistency of policies and their effect on doing business;
research and development (R&D) and its supporting infrastructure; investment; and
consumer welfare. The paper presents evidence to show that the policy environment has
been highly unstable and often subject to sudden ad hoc changes, which has created
uncertainty in the industry. In addition, the regulations make it difficult to do business.
Moreover, pricing — or price control — has had negative repercussions for pharmaceutical
firms as well as consumers. One result of the policy and pricing regime is that a large
number of multinational companies have left Pakistan over a twenty-year period and
domestic firms have also discontinued the production of essential, life-saving medicines.

Another result is reflected in a low level of foreign investment in the industry over
a period of approximately 20 years. Moreover, the paper makes the case persuasively that
price controls have led to shortages of drugs and high prices in the black market. As a
result, consumers are not better off than before. The paper also argues that government
regulators lack adequate knowledge of technical and industry matters. The paper recalls
that the federal government has been collecting a research tax from the industry since
1976, and accumulated billions of rupees from it over the years. There is little to show for
it, as Pakistan lacks quality infrastructure and has little (if any) quality R&D in drugs.
One result is that Pakistan imports 95 percent of the Active Pharmaceutical Ingredients
(APIs), mainly from India and China. The paper’s overall conclusion is that DRAP’s
performance is better than its predecessor, but there are still huge gaps to be filled and
significant challenges to be addressed. With persuasive evidence, it points out that there
is tremendous room for improvement in DRAPSs performance.

Third paper, Evaluation of Naya Pakistan Housing, by Ayaz Ahmed
discusses the continuing shortage of low-cost housing in Pakistan and the way the
Federal Government’s Naya Pakistan Housing initiative aims to address it. The
estimate is that there is a shortage of around 10 million units, about half of which is
in urban areas. Naya Pakistan aims to deliver 5 million units in five years. T he paper
mentions official announcements of housing schemes in various parts of the country
but data on actual achievements are not available. The paper anticipates several
problems in making Naya Pakistan effective, and most of them are deep-rooted
problems that have been present for a long time. In view of this background, the
prognosis for Naya Pakistan is not encouraging. The paper then draws attention to
the kind of reforms that are needed to address the housing shortage. Two areas of
concern stand out, in particular. One of them is urban planning, which has a
complicated institutional context as well as a stubborn political economy. These
stand in the way of the paper’s recommendation for densification through high-rise
buildings to lower prices and increase housing availability. The second is located in
financial markets, where the recommendation is for mortgage financing for lower-
middle-income groups and daily wage earners. Evidently, policies are lacking to
move decisively in these directions.

Fourth paper titled National Electric Power Regulatory Authority (NEPRA),
by Afia Malik presents a thorough assessment of NEPRA and its performance. Its stated
purpose is to review the operational structure, governance, and effectiveness of the
National Electric Power Regulatory Authority (NEPRA), which was established in 1997;
identify flaws in the regulatory framework; and suggest ways to improve it. In the
process, the paper examines every aspect of NEPRA and its regulatory responsibilities in
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detail. Indeed, it discusses all the issues that newspaper readers in the country come
across on a regular basis. The overall conclusion is that the regulatory system has many
of the features required for this purpose, but the system functions poorly in practice. For
purposes of improvement, the paper offers recommendations aimed at the transition
towards a competitive market, which is the intention behind the amended 2018 NEPRA
Act.

For greater efficiency, the paper recommends:

o decentralisation of decision-making powers;

e greater use of information and communication technologies;

e simpler regulatory processes; and

¢ enhanced coordination between NEPRA and the Federal Government.

The paper also recommends measures for greater transparency and accountability:

e NEPRA’s recommendations and government responses should be made
available to the public, and government bodies should be required to provide
public explanations for rejecting recommendations or suggesting changes in
them.

e The financial accounts should be submitted to the Parliament for review and
discussion.

e NEPRA'’s annual and state of the industry reports must also be evaluated by
independent experts, just like its financial reports.

Fifth paper, Prime Minister’s Construction Package — An Evaluation, by
Lubna Hasan, Hanzla Jaleel and Hafeezur Rahman Hadi examines the construction
sector package announced in April 2020 that is related to the government’s goal of
building 5 million houses under the Naya Pakistan Housing initiative discussed in another
paper. Drawing upon previous PIDE research, it starts with an informative discussion of
the actors, regulatory framework and issues in the construction sector, with particular
reference to housing. It also examines in detail the Prime Minister’s Construction
Package and its stated objectives, namely, to reduce the housing shortage through
affordable housing, generate economic activity, and provide employment. Its conclusion
is that the package, with its tax incentives and subsidies, looks promising in relation to
these objectives. This is the conclusion about the relevance of the package. The paper
then assesses the extent to which the package is likely to achieve these objectives; this is
the matter of effectiveness. It notes that 1,070 projects worth PKR 383 billion have been
registered with the FBR to avail the incentives and amnesty offered under the package.
Increases in construction sector borrowing and cement sales support the perception that
the package has contributed to the sector’s growth and, presumably, generated additional
employment.

When it comes to affordable housing, however, the paper presents evidence
leading to the conclusion that the impact of the package would be minimal. There is a
wide-ranging analysis of challenges to affordable housing for low-income households in
the paper, some of it similar to the paper on the Naya Pakistan Housing initiative. The
paper presents ideas for the way forward that emphasise high-rise mixed-use
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construction, urban regeneration, deregulation and simple rules and their enforcement,
and clarity of jurisdiction in managing cities. It is a much broader and longer-term agenda
for reform than what the government’s construction package offered and deserves serious
consideration.

Next in discussion is the paper titled, Pakistan Electronic Media Regulatory
Authority (PEMRA), by Fahd Zulfigar and Fida Muhammad Khan. The Pakistan
Electronic Media Regulatory Authority (PEMRA) was established in 2002 under the
PEMRA Ordinance, 2002. It has a wide range of objectives aimed at improvement in the
standards of information, education and entertainment, provision of a wider choice of
news and current affairs to the people, easier access of mass media to the rural and urban
areas, and ensuring accountability, transparency and good governance through free flow
of information.

At the same time, the federal government is authorised to issue policy directives to
PEMRA, and PEMRA is obliged to seek the Federal Government’s approval any major
action. Therefore, PEMRA cannot be considered an independent institution. Moreover,
the paper makes the point that the political forces in power and the federal government do
not have the incentive to make PEMRA an autonomous institution.

The paper asks why there is a need for regulating the media and what the effects of
regulation are. The paper recalls that PEMRA was established to regulate the media
market that had just been opened to the private sector, ending the monopoly of the state-
owned Pakistan Television, which had existed as a tool in the hands of the government of
the day. The paper reviews the experiences of some other countries in media regulation,
while pointing out that the unique feature of PEMRA compared to other regulators is that
it has a very sensitive and strong relationship with the cultural and social aspects of
society.

The main conclusion the paper offers is that PEMRA has not been useless, but it
has not played the role that it was required to play. There are several dimensions of this
observation, the most important ones being:

e The legal and regulatory framework structure is based on a mentality of
controlling and policing.

¢ PEMRA has not come up to need to upgrade laws for the digital era.

¢ It has not prevented oligopolies that impede the entry of new content creators
and media houses.

o Itis unable to prevent undue government intervention in the media.

The paper notes that several changes are required at different levels to make
PEMRA independent from the political and economic control of the government. It
recommends that there should be changes in the law to make PEMRA more independent
in terms of funds, recruitment, remuneration, and policy making.

The paper, SME Sector in Pakistan: Mapping the Policy Framework,
Opportunities and Constraints, by Iftikhar Ahmad, Muhammad Umair Ghani, Saba
Anwar, and Fizzah Khalid Butt states that the SME Policy of 2007 is to be replaced by a
new one that was expected in 2021 and the paper aims to assess the success and
shortcomings of the 2007 policy. The paper starts by highlighting the importance of
SMEs to the national economy and identifying the constraints they face, including
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difficulty in market access, financial constraints, lack of information, and various
institutional constraints.

The paper notes that the 2007 policy intended to promote the business
environment, access to finance, human resource development, technical guidance, and
technology. It asserts that this policy was an excellent first step for encouraging SMEs.
However, it focused mainly on the agriculture and manufacturing sectors, and ignored the
service sector, which has been contributing more than 50 percent of the country’s GDP
since 2006.

Based on interviews, the paper suggests that relevant officials are well aware of
the prospects for SMEs. It also offers a number of suggestions for the new SME policy,
including:

e a mass awareness campaign introducing potential projects and international
opportunities to SMEs;

e strengthening the role of SME Bank and support from other commercial and
financial institutions;

e strengthening inter-organisational coordination among relevant government and
private sector institutions, particularly between SMEDA and SME Bank for
policy making;

e supporting SMEs for participating in global value chains and international
production networks; and,

e one-window facilitation for SMEs through SMEDA and SME Bank.

The last paper Islamabad Real Estate Regulatory Authority: An Evaluation
by Ahmed Wagar Qasim and Mohsin Kiani explains that the goal of the Real Estate
(Regulation and Development) Act, 2020, is to establish the Real Estate Regulatory
Authority (RERA) that will regulate and promote the real estate sector of Islamabad.
The evaluation of the proposed RERA that has been conducted in this volume is
concentrated on the fundamental question: would the proposed RERA be able to
regulate and promote the real estate sector or not? Our findings based on well-
functioning real estate market characteristics and prevailing situations indicate that
the realisation of the objectives of this intervention will be a daunting task.
Furthermore, the RERA will cost heavily in the form of a regulatory burden. Based
on the experiences from other sectors, the promotion and regulation of the real estate
market through the Authority seems challenging. Especially when the proposed new
rules and regulations and strategies have already existed or been tried in the market.
Our analysis indicates that the government should utilize the existing infrastructure
and resources instead of focusing on the development of a new Authority.

Dr. Tariq Husain
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Chapter 1

Market Regulations, Competition Policy and the Role
of Competition Commission of Pakistan (CCP)

KARIM KHAN and AHMAD FRAZ

1. INTRODUCTION

Market regulations are exercised to ensure efficiency in production, streamline
standard-setting, and provide protection to consumers by ensuring quality products at
competitive prices. Alternatively, regulations are aimed at providing a legal framework to
create a business environment based on healthy competition for improving economic
efficiency, developing competitiveness, and protecting consumers from anti-competitive
practices. Competition, thus, is playing an important role in the functioning of markets.
Accordingly, it has always been on the forefront of academic discourse." Economic
freedom or competition in markets ensure efficiency from both the production and
consumption sides of the market. On the resource allocation side, competition is
presumed to spur investments, innovations, and productivity, all leading to reduced cost
of production. On consumers’ side, competition ensures a variety of quality products and
services at cheaper prices, resulting in an enhanced consumer welfare. At aggregate level,
market competition ensures economic growth, help in curbing poverty and inequality in
countries. For instance, a recent study from Mexico on two markets, i.e., mobile telecom
and corn products, shows that an increase in competition from 4 to 12 firms in the mobile
telecom industry and reducing the market share of the oligopoly in corn products from
31.2 percent to 7.8 percent result in a combined reduction of poverty headcount by 0.8
percentage points together with a decline of 0.32 points in the Gini coefficient.?

Non-competitive behaviour can be defined in a number of ways; however, broadly,
a market with firms in dominant position is characterised as non-competitive. For
instance, if firms with market power are raising their prices, limiting sales, or charging
discriminatory prices, the firms are deemed as guilty of a dominant position. In general,
low investment rate in the country, efficiencies associated with economies of scale, firms’
crowding out of existing or potential competitors either deliberately or via innovation,
increased merger or acquisition activities etc. are causing dominancy in market or lack of
competitive practices in the market. In addition, regulatory barriers to entry such as
licensing requirements for entry into a market, inappropriate government policies, or the

"Haque, N., Ahmed, V., & Shahid, S. (2011). Reforms for competitive markets in Pakistan.
Rodriguez Castelan, C., Araar, A., Malasquez Carbonel, E. A., Olivieri, S. D., & Vishwanath, T.
(2019). Distributional Effects of Competition: A Simulation Approach. The World Bank.



power of vested interest to block necessary reforms etc. put a bearing on competition.®
Competition policy is presumed to prohibit such behaviours. In fact, competition policy
incorporates the structures that governments have in place for the regulation of markets
and monopolies. Competition policy generally aims to: prevent growth of monopoly
power; prevent abuse of monopoly power and restrictive trading practices; investigate
suspected abuses of monopoly power and recommend policy decision; and reduce
barriers to entry and keep markets contestable. In this article, we are focusing on three
aspects. First, we provide stylised facts about market competition in Pakistan Second, we
want to highlight the purpose and structure of the Competition Commission of Pakistan
(CCP). Finally, we want to see what CCP has achieved so far, given its organisational
capabilities and jurisdictions and what is the way forward in this regard.

2. STYLISED FACTS ABOUT COMPETITION AND
MARKETS IN PAKISTAN

Markets in Pakistan are not as competitive as is stressed in economic theory.
Instead, they are presumed to be concentrated and controlled by a handful of powerful
lobbies, having close ties with either government officials or politicians. Despite a long
tradition of the market economy, competition is still poorly regulated in Pakistan. In
order to highlight this situation, we summarise the Bertelsmann Stiftung’s
Transformation Index (BTI) with regard to organisation of the market and competition in
table 1. The BTI analyses and evaluates the quality of democracy, a market economy and
political management in 128 developing and transition countries. Based on their status
score of 1 to 10, a country is characterised as ‘developed’ in terms of market economy if
its score is 8 and above. Likewise, a country is grouped as ‘functioning’ if it has a score
between 7 and 8. A status ranking between 5 and 7 means as ‘functional flaws’ group,
and a score between 3 and 5 means that the country is ‘poorly functioning’ and a score
below 3 means the country enjoys a ‘rudimentary’ status. As is evident from the table, in
2020, Pakistan remains among the ‘functional flaws’ group of countries in terms of the
overall Organisation of the Market and Competition. In terms of Market Organisation, the
situation has been worsened since 2006 as the status of the country has been deteriorated
from ‘“functional flaws’ group of countries in 2006 to the group of ‘poorly functioning’
countries in 2020. In terms of Competition Policy, Pakistan has been persistent since
2006 as the country remains in the list of ‘poorly functioning’ countries since 2006.
Though, in terms of Trade Liberalisation and Banking System, the country is performing
a bit better by being in the group of ‘functioning’ countries, but it is still lower than the
advanced countries in terms of these characteristics. All these statistics imply that
markets in Pakistan are poorly organised, with negligible levels of competitive practices
are prevailed in the marketplace. According to the BTl Report 2020, Pakistan has high
market concentration which renders economic or market powers to the so-called 22
families and the military. Market constraints are causing deterioration to the formal
sector, with around 70 percent of firms are classified as small.* In particular, the costs

®Furman, J. (2016). Benefits of competition and indicators of market power. Washington: Council of
Economic Advisers (Issue Brief), The White House.

“Haque, N. (2020). Framework for economic growth. Islamabad: Pakistan Institute of Development
Economics



associated with the formalisation of large businesses, the aspiration for the business
community to expand in scale seems to be low. If we compare Pakistan with other
comparable countries, we have only 8 percent of Pakistani firms as ‘large’ compared with
54 percent in Sri Lanka, 52 percent in Indonesia, and 47 percent in Thailand. Overall, a
managed float exchange rate, protection for investors, lack of efficient and transparent
competition laws, poor contract enforcement mechanism, red-tapism, subsidies etc. are
among the major constraints to market competition in Pakistan.”

Table 1

Ranking of Organisation of the Market and Competition
Organisation of

the Market and Market Competition  Liberalisation of Banking

Year Country Competition Organisation Policy Foreign Trade System
2020  Bangladesh 5.8 5 6 7 5
2006 5.8 5 7 7 4
2020  China 6.8 6 7 8 6
2006 5 4 5 7 4
2020  India 6.5 6 7 7 6
2006 6.25 6 6 6 7
2020  Malaysia 75 7 7 7 9
2006 6.25 7 5 6 7
2020  Pakistan 5.3 4 4 7 6
2006 55 5 4 6 7
2020  Sri Lanka 6.5 7 5 7 7
2006 8.25 8 9 8 8
2020  Thailand 6.3 5 5 7 8
2006 7.75 7 7 9 8
2020  Turkey 7.8 7 7 8 9
2006 7 7 7 7 7

Source: Author compilation from Bertelsmann Transformation Index (BTI), 2020.

Additionally, according to the Global Competitiveness Report (GCR) 2019,
Pakistan is ranked at 110 out of 141 countries on the Global Competitiveness Index
(GCI) which is very low as compared to the comparable countries (see table 2).° Again,
the report identify corruption, ambiguous tax system, government instability, financial
constraints, inadequate infrastructure, poor capacity to innovate as the main hurdles that
dampen competitive economic activities in Pakistan. If we decompose the GCR ranking
in terms of its 12 pillars and 103 indicators, Pakistan’s ranking related to institutions
stood at 107™ position, infrastructure 105", ICT adoption 131, macroeconomic stability
at 116", health 115", skills 125", product market 126", labour market 120", financial
system 99", market size 29", business dynamism 52", and innovation capacity 129"
position in accordance with Global Competitiveness Index. All these statistics suggest
that we need significant improvements, especially in innovation capacity, skills
development, macroeconomic stability, labour and product markets etc. in order to have a
pro-growth and competitive private sector.

°BTI, 2018.
® The GCR is a yearly report published by the World Economic Forum which ranks countries since
2004 based on the Global Competitiveness Index (GCI).
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Table 2
Global Competitiveness Index (2008-2019)

2019 2018 2016 2014 2012 2010 2008
Bangladesh 105 99 107 110 108 106 107
China 28 27 28 29 26 29 34
India 68 40 55 60 56 49 48
Indonesia 50 36 37 38 46 54 54
Malaysia 27 23 18 24 21 24 21
Nepal 108 88 100 117 125 125 114
Pakistan 110 115 126 133 118 101 92
Sri Lanka 84 85 68 65 52 79 70
Turkey 61 53 51 44 59 61 53

Source: World Economic Forum, 2019.

As far as market competition is concerned; it is constrained in both the domestic as
well as foreign markets. Domestic competition is constrained by structural regulatory
barriers to entry, market dominance by few firms, lack of effective competition policies
etc. (see Table 3). Likewise, the level of foreign competition is low due to incidences of
trade barriers which are still relatively higher. Moreover, the trade barriers indirectly
affect domestic competition by curbing the availability of inputs or making it more
costly. All these obstacles suggest that, in order to encourage procompetitive businesses,
effective competition laws and policies should be promulgated. Due to recent
digitalisation and some other improvements in business regulations, Pakistan climbed 28
places and rose to a rank of 108 in the global ease of doing business rankings 2020 from
136 in 2019. The report acknowledges ten countries, including Pakistan, that improved
significantly on the ease of doing business after implementing regulatory reforms. The
efforts focused primarily on the areas of starting a business, dealing with construction
permits, getting electricity, paying taxes, and trading across borders (Figure 1). Still, a lot
needs to be done in order to reap the potential benefits of a competitive private sector.
For instance, we are still poor in terms of the intensity in local competition, number of
procedures to start a business, trade barriers, or capacity to innovate etc.

Table 3

Sub- Components of Global Competition Index
2018-19 2013-14 2007-08

Property rights 110 122 92
Irregular payments and bribes 102 123 -

Judicial independence 80 55 79
Favouritism in decisions of government officials 62 130 83
Burden of government regulation 64 82 70
Efficiency of legal framework in settling disputes 83 112 -

Intensity of local competition 120 79 105
Extent of market dominance 71 77 84
Effectiveness of anti-monopoly policy 70 85 66
Effect of taxation on incentives to invest 85 82 -

No. procedures to start a business 125 116 85
No. days to start a business 93 91 39
Prevalence of trade barriers 106 92 95
Prevalence of foreign ownership 112 121 64
Burden of customs procedures 93 91 82
Trade tariffs, % duty 135 142 110
Capacity for innovation 129 49 71

Source: World Economic Forum, 2019.



Fig. 1. Ease of Doing Business Indicators

Ease of doing business rank (1-190)
Starting a business

Dealing with construction permits
Enforcing contracts

Getting credit

Getting electricity

Paying taxes

Protecting minority investors
Registering property

Resolving insolvency

Trading across borders

o

20 40 60 80 100 120 140 160 180 200

m 2020 =2019

Source: World Bank, Doing Business various reports.

Given these international rankings, the implications of limited competition are
huge in terms of formalisation of businesses, size of the businesses, and the development
of a competitive private sector. For instance, Pakistan has a huge fraction of informal
economy, ranging from around 30 percent to 60 percent of GDP, depending upon the
definition employed (International Finance Commission (IFC), 2021). This translates into
the range of $100 billion to $190 billion a year. If you define it in terms of employment,
then the share of employment in informal economy is 71.4 percent of non-agriculture
employment. A critical feature of informal employment is that formal workers earn on
average 120 percent more than informal workers. Second, it enhances unfair competition,
especially from the perspective of formal companies. According to the World Enterprise
Survey of the World Bank, nearly half of formal companies face unfair competition from
unregistered or informal companies (World Bank, 2015). During a recent business
roundtable discussion in Islamabad with large manufacturers, some business leaders
admitted off-the-record that they operated three or four informal plants for every formal
plant (IFC, 2021). It is encouraged by the confiscatory behaviour of tax officials and
inspectors as is argued by them during the roundtable. They also argued that any
enterprise that broke this pattern would go out of business with operating profits seldom
exceeding ten percent, and taxes and official fees often exceeding 40 percent.

With regard to size, Pakistan’s SME sector, by some estimates, accounts for
around 90 percent of all businesses and it accounts for roughly 80 percent of the non-
agricultural labour force, 30-40 percent of GDP, and 25 percent of exports. The average
SME in Pakistan has been in operation for around 20 years while the average large
business has been in operation for around 30 years. Growth oriented business are rare,
and most businesses do not grow over their life cycle. The relatively old age of SMEs
suggests that they do not have the resources or do not have the incentives to invest and
grow. The Government of Pakistan has prepared a draft SME Policy that would help
strengthen the enabling environment for SMEs. Moreover, 74 percent of survey
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businesses in the World Enterprise Survey operate as a sole proprietorship compared to a
global average of 41 percent. It means that the enterprise is owned and managed by one
person without legal distinction between the owner and the business entity. This structure
curbs the expansion potential of said entities by limiting access to finance and other
advantages that come with other structures that separate the legal obligations of the
owner and the enterprise. It also leaves individuals, and families, exposed to the risks of
bankruptcy. A lack of dynamism and competitiveness means that the private sector has
not been able to attract much needed efficiency enhancing FDI, which through
knowledge spillovers can boost productivity across supply chains. Only 1.5 percent of all
firms surveyed as part of the enterprise survey indicated to having 10 percent or more
foreign ownership, in comparison to 12.3 percent average globally.

3. COMPETITION COMMISSION OF PAKISTAN

The Competition Commission of Pakistan (CCP) is an independent quasi-
regulatory and quasi-judicial body that helps to ensure healthy competition between
companies for economic efficiency.

The Commission prohibits abuse of a dominant position in the market, certain
types of anti-competitive agreements, and deceptive market practices. It also reviews
mergers of undertakings that could result in a significant lessening of competition.
Combined with its advocacy efforts, the Commission seeks to promote voluntary
compliance and develop a ‘competition culture’ in the economy. The Commission was
established in October 2007 under the Competition Ordinance 2007, which was later
passed as the Competition Act in October 2010.® Major aim of the Competition
Ordinance was to provide for a legal framework to create a business environment based
on healthy competition for improving economic efficiency, developing competitiveness,
and protecting consumers from anti-competitive practices. Prior to the Ordinance,
Pakistan had an anti-monopoly law namely ‘Monopolies and Restrictive Trade Practices
(Control and Prevention) Ordinance’ (MRTPQ) 1970. The Monopoly Control Authority
(MCA) was the organisation to administer this Law. In the fast changing global and
national economic environment, the MRTPO, 1970 was inadequate to address
competition issues effectively. In other words, the 1970°s outdated law was inadequate
for transition to modern market economy. Second, the MCA was not able to meet the
expectations of businesses and the consumers due to several limitations in the law. Third,
the first-generation reforms that liberalised the economy and encouraged the private
sector required a competition policy that could promote and protect competition and
innovation. Accordingly, the government of Pakistan launched a programme to develop
Competition Policy as a key “second generation reform” initiative. Towards this end, the
Ministry of Finance and the MCA in collaboration with the World Bank and the
Department for International Development (DFID), UK, replaced the MRTPO with the
Competition Ordinance 2007. After getting approved, Competition Ordinance 2007
finally transformed into Competition Act 2010. The Competition Act, 2010 considers the
current economic realities as well as corrects the deficiencies of the MRTPO related to
definitional aspects, coverage, penalties, and other procedural matters.

"The Competition Ordinance, 2007 (Published in the Gazette of Pakistan Extraordinary, Oct. 02, 2007).
8The Competition Act, 2010, Act No. XIX of 2010 (Published in the Gazette of Pakistan Extraordinary,
Oct. 13, 2010).



In line with modern competition regimes, the law adopts a ‘carrot and stick”
approach - the law provides for higher fines combined with imprisonment for non-
compliance; on the other hand, the carrot is sweetened with sophisticated leniency
provisions that may eventually lead to no fines and imprisonment, subject to certain
conditions. To maintain high standard of evidence for unearthing secret cartels, the
Competition Commission has legal powers to conduct searches and inspections.

3.1. Mandate of CCP

Anti-competitive business conduct can have harmful effects on the level of
competition in the economy and thus, on consumers. The Competition Act, 2010,
prohibits undertakings from abusing a dominant position in the market, participating in
anti-competitive agreements, and resorting to deceptive marketing practices that could
result in a transaction based on incorrect or inaccurate information. It also reviews
mergers between undertakings that could result in significant impediments to effective
competition. Through advocacy, the Commission encourages voluntary compliance and
promotes a ‘competition culture’ to take root in the economy. The Competition is based
on international best practices, considers the current economic realities and corrects the
deficiencies of the Monopolies and Restrictive Trade Practices Ordinance (MRTPO) of
1970 related to definitional aspects, coverage, penalties, and other procedural matters. It
covers all sectors of the economy, regardless of their public or private ownership.

3.2. Organisational Structure

In order to make policy decisions and provide guidance to the various departments,
the Commission serves as collegiate body. The Commission comprises of four members,
including the Chairperson. Current members are Ms. Rahat Kaunain Hassan who is also
the chairperson of the commission, Ms. Shaista Bano, Ms. Bushra Naz Malik, and Mr.
Mujtaba Ahmed Lodhi. The commission has 5 DGs and a secretary and Registrar. The
DG Competition Policy is focusing on analysis and recommendations to address
emerging challenges to competition. DG Research is in charge of the research activities
of the commission on various aspects of competition policy. There is also a DG for
Advocacy and Media, along with a DG for Administration and Finance, and a DG for
Cartel & Trade Abuse.

The Commission Secretariat, headed by the Registrar of the commission, oversees
the conduct of business of the Commission under the approved procedures. Among the
powers and duties of the secretariat to the Commission are, inter alia, to represent the
Commission at any forum as authorised by the Commission, to issue notices and minutes
of the meetings of the Commission and certifying the decisions or documents used in
hearings by the Commission. The Chair may assign other powers and duties to the
secretariat based on organisational exigencies.

3.3. Critical Analysis of the Role of CCP

There are four essential aspects of the Competition Act. First, Section 3 is about
prohibiting abuse of dominant position by undertaking(s) of all such anti-competitive
practices that prevent, restrict, reduce, or distort competition in the relevant market. Such
practices include predatory pricing, tie-ins, boycotting and refusal to deal. Second,
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Section 4 is about prohibiting agreements or practices that restrict free trading and
competition between business entities. This includes in particular the repression of
cartels; obtaining individual or block exemptions with respect to prohibited agreements
provided, it can be established that, benefits of the transaction outweigh its adverse effect.
Third, Section 10 is about prohibiting deceptive marketing practices which aim at
protecting consumer interests and enhance consumer welfare. Fourth, Section 11 is about
supervising the mergers/acquisitions of undertaking(s), including some joint ventures.
Mergers/acquisitions that are considered to threaten the competitive process can be
prohibited altogether, or approved subject to conditions as deemed appropriate under the
circumstances.

As is stated earlier, CCP has the mandate to ensure free competition in all spheres
of commercial and economic activities in order to promote economic efficiency and to
protect the rights of the consumers. Its regulatory function is mainly processing or
granting clearance to mergers or granting exemptions in respect of prohibited agreements.
As opposed to the MRTPO, the Competition Act does not seek to curb or reduce a
dominant position; it prohibits the abuse of dominance. Although it provides a threshold
in terms of market share beyond which there is a presumption of dominance, it does not
rule out either dominance or abuse thereof at a level lower than the threshold for market
share. Unlike the MRTPO, which prohibited only “restrictive” trade practices resulting in
unreasonable lessening of competition, the Act prohibits any agreement that reduces
competition within the relevant market whether or not it is “unreasonably restrictive”.
Furthermore, CCP has power to grant block exemptions on grounds of efficiency or
economic merit which did not exist earlier. The Act stipulates ex-ante merger control
procedure i.e., mandatory procedure for review and prior clearance of mergers and
acquisitions meeting the thresholds specified by the CCP. Under the Act, the requirement
of registration of agreements has been done away with thus eliminating unnecessary
transactions or compliance costs.

In order to create awareness regarding competition issues, CCP has to engage
itself in advocacy. Holding of open public hearings on matters affecting the state of
competition in Pakistan and the issuance of non-binding opinions in this connection is
another important aspect in which Act differs from the MRTPO. Unlike the MRTPO, the
power of forcible entry, to search any premises and to grant leniency or a reprieve as may
be merited under the Act also considerably strengthens the investigative capacity of the
CCP. To preserve independence of the CCP, a certain degree of protection from arbitrary
removal and security of tenure is given under the Act. Tied sources of funding to meet
operational needs has been catered for without resort to subventions from the Federal
Budget. The MRTPO had no such provision, and the MCA was wholly dependent upon
allocations from the Federal Budget. Penalties under the Act are much higher than those
provided in the MRTPO to make implementation effective. Recovery powers are also not
restricted to recovery as arrears of land revenue, but it can now be through attachment,
and appointment of receiver. Orders of the MCA were appealable to the High Court.
Under the Act, an order by a single member or an authorised officer can be appealed
before an Appellate Bench (consisting of at least two members). However, judicial
redress can always be sought against the final orders of the CCP. Any person aggrieved
by order of the CCP comprising two or more Members or of the Appellate Bench can
prefer an appeal to the Supreme Court.



3.4. Some further Clarifications about the Act

In this section, we are providing further explanation of the violations which are
formally provided in the Competition Act.

3.4.1. Abuse of Dominant Position

Under the Act, dominance is not stated to be in terms of percentage alone, but it is
also deemed to exist if an undertaking or undertakings has/have the ability to behave to
an appreciable extent independent of competitors, customers, consumers and suppliers.
However, it is important to appreciate and emphasise that dominant share is not barred by
the Act; it is the abuse thereof that constitutes an offence. Undertakings can even hold 90
percent of the market share and they may be allowed to continue to do so, provided they
do not abuse such dominance. Significantly, the behavioural aspect of an undertaking or
undertakings having even less than 40 percent of share in the market may manifest
dominance if such undertaking on its own or with other undertakings can act independent
of its competitors, customers, consumers and suppliers and engage in practices which
prevent, restrict, reduce or distort competition in the relevant market. The CCP can take
cognizance of the matter, only when such dominance is abused as envisaged under
section 3 of the Act. Presumption of dominance under the Act has been kept at forty (40)
percent share in the relevant market, although globally it varies between 20 percent to 70
percent.

3.4.2. Prohibited Agreements

In line with best international practices, and similar to EU and Singapore, the Act
prohibits all agreements (including vertical or horizontal agreements) that have the
‘object’ or ‘effect” of preventing, restricting or reducing competition. Each of the terms,
‘object” and ‘effect’ in Section 4 of the Act entails a distinct feature. Agreements having
the “object of preventing, restricting or reducing competition” are those to which the per
se rule applies e.g. agreements directly affecting price or output are considered inherently
suspect. Since, the anti-competitive effect of such agreements is readily apparent they are
made subject to per se treatment and there is no further need to probe into its effects. As
for examining the anti-competitive effects of an agreement the “rule of reason” applies. It
is explicitly stated in sub-section (3) of Section 4 of the Act that any agreement entered
into in contravention of the provision in sub-section (1) (of Section 4) shall be void.
Therefore, parties to such agreements cannot insist upon the performance of their
obligations arising from such agreement. Besides declaration of such agreements as void
under law, the CCP is empowered to annul such an agreement or require the undertaking
concerned to amend the agreement and not to repeat the prohibitions. Additionally,
penalties can also be imposed under Section 38 of the Act. While the door to exemption
is open, it has narrow scope and places the onus of proof on the parties to the agreement.
Exemption can be granted with respect to prohibited agreements if it can be shown in
terms of Section 9 that:

(a) It contributes to the efficiency or production;
(b) It promotes technical or economic progress, while allowing consumers a fair
share of the resulting benefit; or



(c) the benefits clearly outweigh the adverse effects of absence or lessening of
competition.

3.4.3. Deceptive Marketing Practices

The power given to the CCP to prevent deceptive marketing practices is a natural
corollary to its mandate and aims at protecting consumer interests and enhances
consumer welfare. The consumer protection mandate is in line with the international
trend followed by inter alia EU, US, Canada, Australia and New Zealand. Certain
practices have been deemed to constitute deceptive marketing practices under law. Such
practices are not easily avoidable by the consumers and are likely to cause substantial
injury to them. It may be relevant to add that certain other laws may also cover such
practices; however, they are narrower and distinct in scope. Also, enforcement provisions
in the Act are far more effective, as CCP is empowered to impose significant penalties as
opposed to nominal and non-deterring penalties under such other laws. It must also be
appreciated that the Act is by no means extraordinary in providing higher penalties as a
deterrent against deceptive practices. As compared to Pakistan, EU and Canada enjoy
much wider scope and authority with respect to curtailing deceptive market practices.
CCP within its umbrella has setup the Office of Fair Trading particularly for the purposes
of enforcing Section 10 of the Act.

3.4.4. Mergers and Forcible Entry

It important here to note that out of around 110 countries with Competition Law
regimes, less than ten (10) have adopted a voluntary notification regime for merger
clearance. Pakistan, India and EU are part of the over whelming majority of jurisdictions
which prescribe a mandatory notification regime. The substantive test to be applied in
merger control is to see whether the merger/acquisition substantially lessens competition.
In Pakistan, similar to EU and India, clearance would only be required with respect to
such mergers/acquisitions that cross certain thresholds initially prescribed with reference
to turnover or the value of gross assets of the undertaking(s). Here, it is indeed critical to
appreciate that the term ,,merger™ as used under the Act. Clearly, has a much wider scope
and meaning than it is generally understood, particularly in the context of company law.
In terms of clause (h) of sub-section (1) of Section 2 of the Act “merger” means:
“Merger” means the merger, acquisition, amalgamation, combination or joining of two or
more undertakings or part thereof into an existing undertaking or to form a new
undertaking: and expression “merger” means to merge, acquire, amalgamation, combine
or join, as the context may require. It may be noted that the thresholds prescribed under
Competition (Merger Control) Regulation, 2007, (the “CMCR”)1 for seeking clearance
may be rightly perceived as somewhat low but these are likely to be gradually raised over
time based on experience and a better understanding of commercial exigencies. There has
already been a modification in the initial thresholds prescribed, and these are expected to
be revised from time to time. As we traverse the learning curve acquiring through
experience a more pragmatic assessment of what thresholds should be allowed — possibly
even sector or sub-sector specific — to rationally proceed to make necessary adjustments
in the prescribed thresholds. There has been a debate on enforcing mandatory regime in
Pakistan. It seems clear that the option of adopting voluntary regime over mandatory

10



regime would be retrogressive. Why should we not remain part of the progressive
overwhelming majority? The list of countries having compulsory notification includes
Argentina, Brazil, South Korea, Canada, France, Germany, Israel, Japan, South Africa,
EU and US. Even the UK is in the process of moving to a fully mandatory regime from
its current quasi-voluntary regime. Since compulsory notification brings in greater
certainty and reduces business risks associated with combining, most countries in the
world have opted for compulsory notification. Mandatory regimes are more effective in
preventing anti-competitive concentration/merger/takeover as it is almost impossible to
undo a merger once it has been implemented; reverting to voluntary regime, therefore, is
not a pragmatic option.

Like various other jurisdictions, the power of forcible entry without warrant has
been kept in the Act in view of its effectiveness. The law provides an inbuilt mechanism
of how this power is to be exercised. First, the officer to enter and search premises must
be authorised by CCP. Next, if the undertaking refuses to allow CCP to exercise the
power, without “reasonable cause” a deliberation process is provided. The investigating
officer is required to obtain a written order signed by two members of CCP, before
entering the premises by force. The power to summon, search, forcibly enter any place or
order production of records etc., are similar to those enjoyed by SECP; hence, there is
nothing exceptional under municipal law about such powers being conferred upon CCP.
This is also in line with global practice in the enforcement of competition norms.

3.4.5. Imposing and Recovering Penalties, Overlapping Powers

Penalties (if) recovered by CCP shall form part of the CCP Fund in terms of
Section 20 of the Act. However, the Fund does not consist of penalties alone (as wrongly
propagated). It also includes allocations by the Government; contributions from local and
foreign donors or agencies with the approval of the Federal Government; returns on
investments and income from assets of the CCP; all other sums which may in any manner
become payable or vested in the CCP; and a percentage of the fees and charges levied by
other regulatory agencies in Pakistan as prescribed by the Federal Government.
Moreover, penalties forming part of the CCP Fund is very much in line with the laws
administered by sector specific regulators such as Securities & Exchange Commission of
Pakistan (SECP), National Electric Power Regulatory Authority (NEPRA), Oil & Gas
Regulatory Authority (OGRA) or Pakistan Telecommunication Authority (PTA) etc. In
any case, CCP cannot spend more than its approved annual budget. Further, to ensure
transparency and accountability, CCP is required to maintain proper accounts which are
be audited by the Auditor General of Pakistan or by a firm of Chartered Accountants
nominated by the Auditor General of Pakistan. The annual report is to be published in the
official gazette and to be laid before both the houses of Majlis-e-Shoora (Parliament).

The power to vary the rates and number of penalties is subject two requirements: it
should be necessary in the public interest; and it can only be done with the approval of
the federal government. As regards the issue of about excessive delegation, there are two
inbuilt checks (including the scope to vary penalties) provided in the Act. When the
parent legislation gives the mandate and prescribes parameters within the statute itself,
the question of excessive delegation does not arise. Moreover, the power to vary does not
necessarily mean power to increase, as variation can also be downward. Looking
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generally at judicial precedents in Pakistan, the likelihood for courts to interfere, and hold
delegation of such nature as excessive is remote.

The CCP is not to be viewed as usurping the important functions of sector specific
regulators. Consistent with its legislative mandate and also consistent with contemporary
best practices extant in the civilised world, the CCP role is confined to enhancing
economic efficiency by acting as a bulwark against anti-competitive practices in all
sectors of the economy. The CCP makes do efforts to consult relevant agencies. A
Competition Consultative Group (CCG) has already been set up which comprises about
15 participants drawn primarily from sectors specific regulators, relevant professional
bodies the private sectors and academics. This forum meets periodically to consider any
concerns and suggestion and to get informal feed-back and guidance for CCP’s on-going
activities and proposed initiatives. Most comforting factor is that despite initial reluctance
by some of the regulator’s CCG has been able to achieve participation from all sector
specific regulators, including State Bank of Pakistan.

4. DECISIONS OF CCP

Though, the Commission is a crucial player in ensuring competitive markets but it
is not the only player, particularly in the case of Pakistan where the economy has moved
from nationalised to the private sector economy. This transition phase had achieved some
good results in the form of increased growth in the private sector, like in the telecom and
banking sector. In line with modern competition regimes, the law adopts a”carrot and
stick” approach - the law provides for higher fines combined with imprisonment for non-
compliance. On the other hand, the carrot is sweetened with sophisticated leniency
provisions that may eventually lead to no fines and imprisonment, subject to certain
conditions. To maintain a high standard of evidence for unearthing secret cartels, the
CCP has legal powers to conduct searches and inspections.

There are two programs, leniency and informed programs; the former is designed
to give incentives to cartel members in approaching the competition authority, confess
their participation in a cartel. The leniency comes from the cartel’s participants, and the
leniency applicant must be part of the cartel. However, for the later program, it can be
anyone who has factual information about the existence of a cartel. They have an
incentive of up to 5 billion PKR to the informant so that is divided into different stages
and has that in place since 2012 and there are several applications.9 For example,
Siemens claimed leniency provisions under Regulation 3 or 4(1) of the Leniency
Regulations. Under this regulation, CCP can provide up to 100 percent of leniency but
with certain conditions. These include the corporation, the amount of additional evidence
that the entity provides against the other cartel participants and aid the competition law
enforcers. In providing, 233 documents to CCP along with its Leniency Application,
Siemens has granted a 100 percent reduction in penalty concerning contravention alleged
in the relevant markets of switchgear and transformer. These programs have been used as
an effective and low costs investigative tool worldwide; however, Pakistan’s leniency
regime has not been able to reach that triumph in cracking cartels.

°CCP’s Landmark decision-leniency granted to Siemens, to break cartels in switchgear and transformer
markets, Islamabad, Apr. 03, 2012.
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The CCP as an antitrust body has struggled to restrain the anti-market practices
effectively, although it has issued more than 100 orders since its inception totaling over
PKR 26 billion in fines. In most cases, violators obtain court stays to avoid paying
penalties. Therefore, the powerful businessman and companies flout competition laws
and significantly weakening the role of the CCP.

Table 4
The list of CCP Orders

Sr.No Categories Total Section of the Act Nature of Violation

1 Deceptive Marketing Practices 46  Section 37 of the Act Deceptive Marketing Practices

2 Prohibited Agreement 30 Section 4 Unfair trading conditions,
Price Fixation

3 Miscellaneous (Orders on Non- 1  Section 38 of the Act For not complying with the

Compliance of Commission’s conditions of earlier Order
Orders)

4 Miscellaneous (Actions 4 Section 5, 6 of the Unreasonably restrictive trade
initiated under MRTPO & MRTPO practices

Disposed of under the Act by
the Commission)

5 Miscellaneous (Interim Orders) 7  Section 10, 20 32 of the Interim Order

Act
6 Miscellaneous (Withdrawal of 2 Section5and 9, Exemption Application under
Complaint/Application) Regulation 4 of the Section 5, Section 4 and

General Enforcement Alleged Non-Compliance of
Regulation 4 of the General

Enforcement
7 Miscellaneous (Exemptions) 1  Section5 Exemption Order
8 Miscellaneous (Orders Passed 3
Pursuant To High Court
Directions)
9 Appellate Bench’s Orders 6  Section 41 of the Act Price fixing
10 Abuse of Dominant Position 19  Section 3 Unfair trading
conditions, price hike, Refusal
to deal Excessive pricing, Tie-
in, Refusal to deal etc.
11 Approval of Mergers — Ph | 353  Section 11 of the Act
12 Approval of Mergers - Ph 11 9  Section 11 of the Act

CCP has issued around 481 orders as is shown by the data on their website. 362 of
these are about the approval of mergers. Around 52 are about the deceptive marketing
practices. 19 are about the abuse of dominant position and around 30 are about the
prohibited agreements. We have taken the sample of 81 orders as we have complete
information about these orders. CCP has issued 46 orders related to “deceptive marketing
practices” and 30 orders related to “prohibited Agreements” and we have taken 5
deceptive marketing related “miscellaneous orders” as a case. Total 81 orders are taken as
a sample.
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Table 5

Notices by Section of the Competition Act

Number of
Section Orders Notices Issued
Under Section 4 of the Competition Act 2010 Prohibited Agreement 29
Under Section 37 of the Competition Act 2010 Deceptive Marketing Practices 3
Under Section 37(1) of the Competition Act 2010 Deceptive Marketing Practices 5
Urka'try tggl%rovmons of Section 37(2) of the Competition Deceptive Marketing Practices 24
Grand Total 81

All the prohibited agreement orders are covered under section 4 of the competition
act 2010 and deceptive marketing practices are covered under section 37 of the
competition act 2010.

Table 6
Notices by Types of Complainant
Complaints filed by Number of Notices Issued
Associations * 6
Citizens of Pakistan ** 10
Companies 39
CCP 26
Grand Total 81

* Association bodies
** Individuals

Most of the complaints are launched the companies against the other companies
and the second number of complaints are sue-moto taken by the CCP.

Table 7

Notices by Sectors

Sectors Number of Notices Issued
automobile

Construction

Contract

Education

electricity

Exploration and production
fertiliser and chemical manufacturing
Financial institutions
FMCG

Food

Health

House hold products
Insurance

live stock

Media

online store

Pharma

Real estate

Services

Stock market

Textile

Grand Total

PP WANNOWROWORK R OWR RN
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Most of the orders and enquires held in FMCG sector related to misleading claims
about the products and using the trademark of the other companies. Out of twelve FMCG
companies 8 are fined approximately Rs. 270 million.

Table 8
Enquiry Conclusions
Enquiry Conclusion Number of Notices issued
Matter needs investigation (commission may proceed the case) 68
N/A* 7
Not found guilty 5
Penalty proposed 1
Grand Total 81

*Enquiry reports not found.

Fig. 2. Orders against the Enquiries

Orders against the enquiries
60
50
50
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30
20 17
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Yes (issued No (general No (conditional No Yes
warning) guidelines issued) order)

Out of 81 orders enquiry committee suggest investigating the 68 orders for further
decision and declare 5 respondents not guilty and proposed penalty in one case. In further
investigation CCP has issued 81 orders and impose penalty against 50 complaints and
issued on warning on leniency basis. In 30 cases no penalties have been imposed and
general guidelines are issued in 6 cases and conditional orders are issued against 7 cases.

Fig. 3. Time taken from Complaint to Order Issuance
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Most of the enquiries took 1 to 3 years to complete the process from complaint to
final decisions and most of the cases resolved in 3 to 5 years. Total fines in the selected
cases was approximately Rs. 2143 million and most of the fines are ranging from Rs
250000 to Rs 10 million.

Table 9
Fines against the Violations
Fine (in Million) Fines in millions Number of Notices issued
0-10 73.75 56
10-20 65 6
20-30 90 4
30-40 95 3
40-50 45 1
50-60 200 4
60-70 64.71 1
100-110 100 1
140-150 140 1
150-160 300 2
200-210 200 1
760-770 770 1
Grand Total 2143.46 81

5. CONCLUSION

This study is motivated by the recent literature on market competition from the
perspective of declining competition in the domestic and foreign markets in Pakistan.
Limited competition has not only inversely impacted the welfare of consumers but also; it
has halted the development of a competitive private sector (Khan 2020; Khan 2021). In
general, it is highlighted that government intervention in the market, protection to
domestic industries, state footprint in the economy, and higher import tariffs are among
the leading factors that are restricting competition in markets. For instance, Government
of Pakistan is actively intervening in markets like Wheat Market, Sugar Market, Power
Sector among others (Salman and Javed 2020; Khan 2020; Khan 2021). Likewise, there
is huge foot-print of the state in sectors like power, transport, and industry etc. In addition
to limiting competition, state foot-print causes huge losses of the budgetary resources.
According to the World Bank, the total liabilities of loss-making State-Owned
Enterprises (SOEs) in Pakistan has been ranging from 12 percent to 18 percent of the
GDP in recent years. Further, in terms of trade restrictions, Pakistan is currently the
world’s seventh most protected economy as measured by the Overall Trade
Restrictiveness Index. The complexity of the tariff structure is relatively high with tariff
lines augmented with para tariffs such as additional duties, regulatory duties and special
regulatory orders (Varela et al., 2020). This is creating anti-export bias, limiting
competition and hurting the development of private sector. All these imply that
competition in the market is needed to resolve the conundrum of Pakistan’s faulty private
sector and protect consumers from anti-competitive practices.
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Given a dismal situation of market competition in Pakistan, three-fold reforms are
needed. First, the government needs to reduce the cost of doing business and remove
policy distortions to investment, competition, and trade. Second, the government needs to
reduce its footprint of inefficient and loss-making State-Owned Enterprises (SOES) in all
sectors, like electricity, transports, and industry. Third, protection to domestic industry
should be converted into facilitations in terms of removing infrastructure deficit to
businesses. In this regard, the role of competition commission is crucial, especially from
the perspective of a robust antitrust framework.’ In particular, it has to enforce its
decision. For example, the Pakistan Poultry Association (PPA), was fined PKR 100
million in 2016 for price fixing, after a PPA didn’t pay a similar fine in 2010 for the same
violation. There are many other instances in which the CCP could not implement its
decision in one way or the other."* In order to improve the effectiveness of CCP as an
organisation, several plans are tied with certain things like: work on the outcome of court
cases; appointment of members to complete the quorum; structural changes for
collaborations and regulations for policymaking with Government; online hearings of
cases etc.

5.1. Way Forward

There several areas where CCP can improve in order to make the market
functioning in Pakistan.

e Competition law and policy have to be actively promoted and nurtured as well-
designed and effectively implemented competition law and policy provide a
level playing field, where economic actors can freely and fairly compete, to the
ultimate benefit of the consumer and society.

o Especially, the CCP has to ensure the enforcement of the laws in those sectors of
the economy that is deemed as essential for boosting the economic growth and
stability of the country.

e The commission team must also include the high-level professionals, with
expertise in economics, finance, commerce, law, accountancy, and public
administration, rather than only bureaucrats.

e The CCP may also initiate different capacity building program, for example
engage with different economic research institutes to have collaborative work on
different competition issues. The faculty and students may work, in this regard,
on targeted economic research relevant to market and competition. Therefore,
the investigation has to be initiated, based on solid economic review of cases
that would enhance the efficiency in the CCP work.

e The focus should be on minimum Government interference, as the rules and
regulation refrain people to invest in businesses.

e The Commission is expected to monitor the pricing environment for every
business and avoid the price-fixing by the leading players not just for private but
even for government and semi-government players in the markets.

1°BT1,2018.
"The effectiveness of antitrust enforcement is well reflected in the perception-based indicators, where
Pakistan ranked 70 in 2017-18 as compared to 85 in 2013-14, and 66 in 2007-08.
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e CCP has the role of enforcement according to the stated laws and is not
responsible for the market’s conditions. It acts like a referee that aims to avoid
match-fixing. As the market is the backbone of every nation so this element
should also be focused by CCP to have fair competition and perfect saturation of
the market in addition to ensuring the level playing field and avoid all the stated
offensive laws.
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Chapter 2

Regulating the Pharmaceutical Industry:
An Analysis of the Drug Regulatory
Authority of Pakistan (DRAP)

SHAHID MEHMOOD

Healthy lives and the longevity of humans over time have critically been
dependent upon the availability of quality drugs. Therefore, regulating the pharmaceutical
industry for ensuring quality drugs and quality services (like drug dispensing) have
traditionally been a priority for governments all around the globe. Pakistan is no
exception, and at present has DRAP as its regulator of the pharmaceutical industry.
Founded in 2012, few studies have analysed the performance of DRAP to date, and even
those are limited in content, coverage and data.

Five criteria are used to gauge the performance of DRAP. It does better than its
predecessor in terms of quality of drugs and ensuring quality in dispensing, but
significant gaps still remain. Poor quality drugs are still prevalent in markets, and
questionable techniques (like mislabeling drugs) still persist. Similarly, there are wide
gaps in ensuring that the dispensing practices at public and private healthcare facilities.
Additionally, the quality of dispensers is still poor.

Regarding policy consistency, we find a litany of SROs through which policies are
constantly being modified. This tends to create uncertainty since the industry is never
sure of what the near future would bring? Doing business is still a challenge from the
industry’s perspective, although there have been certain improvements post-DRAP.
Tightly regulated pricing is still the most contentious issue; businesses face a plethora of
charges, there are various taxes on products, and even closing a company could be
cumbersome.

To have good quality drugs, it is necessary to have quality infrastructure,
especially R&D facilities. Since 1976, the federal government has been collecting a
research tax, equal to a percent of the industry’s gross sales. Yet despite garnering
billions of rupees over time, Pakistan lacks quality infrastructure and has little (if any) in
terms of quality R&D in drugs.

For an industry that was once described as the ‘sunshine industry’ by renowned
consultant Mckinzey, the net FDI has been dismal in the two decades, since 2000. This
state of affairs has to primarily do with government regulation, especially pricing and
lack of support for patent protection for originator brand medicine.

Last, but not the least, is the critical question of whether consumers are better off
than before DRAP? The simple answer is NO! Over time, their Out-of-Pocket expense
has increased despite the government refusing price increases in drugs to, as per their
explanation, keep prices ‘affordable’. The aim has failed. Similarly, drug shortages are
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still persistent and the short medicines have to either be imported or are found in the
black market at astronomical prices. The quality of drug dispensers and healthcare
providers still remains poor, and most pharmacies operate without a qualified pharmacist.
In essence, consumers have not realised much (if any) increase in their utility after
founding of DRAP.

In sum aggregate, DRAPs performance is better than its predecessor, but there are
still significant gaps to be filled and significant challenges to be addressed.

2.1. INTRODUCTION AND CONTEXT

The Drug Regulatory Authority of Pakistan (DRAP) is the main regulator of the
pharmaceutical industry in the country. Created in 2012 in the aftermath of deaths due to
sub-standard medication at Lahore Institute of Cardiology, it was perceived as an
autonomous body under the Federal Government’s domain, as an autonomous arm of the
Ministry of National Health Services Coordination and Regulation (MNHSCR). It
succeeded the previous federal regulatory entity, the Drug Control Organisation (DCO),
which worked under the now-defunct Ministry of Health. Although provinces have their
drug regulatory authorities, their domain of influence and work pales in comparison to
the extent of powers and regulatory roles conferred upon the DRAP. Except for
distribution and sales, all other aspects related to drugs' (licensing, pricing, import,
export, manufacturing, etc.) are dealt by the federal government. Post 18" Amendment,
there was a push towards devolving even these to the provinces but they, through the
Council of Common Interest (CCI), agreed to let these be in federal government’s
regulatory realm.

The tasks to be performed under the DRAP Act 2012 are vast, diverse and
challenging. It starts by emphasising the necessity of effectively coordinating and
implementing provisions of the previous Act (the 1976 Act) and to harmonise inter-
provincial trade in therapeutic goods. The canvass of responsibilities gradually assumes a
broader role, from import/export of drugs, storage and distribution issues, to coding and
marketing practices and maintaining the quality of products (through Goods
Manufacturing Practices or GMP). Suffice to say, the set of rules to govern the working
of the pharmaceutical industry are immense in their aggregate.

An analysis of the regulatory performance is in the offing, given the challenging
ground realities. The fact of the matter is that despite having over 700 pharmaceutical
firms, Pakistan regularly experiences drug shortages, many of them categorised as
‘critical’ (or life-saving) drugs. More than 40 Multi-National Corporations (MNCs)
worked in Pakistan, bringing with them reputation, experience and FDI. Barely 25 are left
now, with several divesting away from manufacturing drugs to other products (like dry
milk, baby food, etc.). In the throes of the Corona pandemic, we found that none of the
pharmaceutical firms did any research on corona virus to try to manufacture corona
vaccines. In fact, the industry does not manufacture a single vaccine! The critical
shortages of life-saving drugs and the non-availability of vaccines puts lives in danger.

2Although ‘medicines’ and ‘drugs’ are used interchangeably, ‘drug’ is the reference term for allopathic
medicines. ‘Medicines’, in contrast, cover a wider range of products including homeopathic and ayurvedic
medicines. For the proposed written piece, drugs will be used for allopathic medicines only.
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The industry points towards regressive regulations, especially those concerning
pricing, lack of quality control, extractive practices like CRF, etc., as the culprits in terms
of the above- mentioned. It claims that adverse regulations and uncertainty have marred
the efficiency of an industry that was once labelled as the ‘sunshine’ industry by
McKinsey for its potential. They point to the increasing gap between imports and exports
and other factors like dismal FDI numbers (between 2002-03 and 2019-20, the net FDI
was only $267 million) as outcomes of the adverse regulations and uncertainty created by
the actions of the regulator and the government.

Given what DRAP has been tasked with under the DRAP Act, the central theme of
this paper is to analyse its performance keeping these tasks in context, and gauge whether
it has been effective in carrying out its responsibilities or not? Further, what has been the
outcome of DRAP’s actions on the industry, which has traditionally remained at
loggerheads with DRAPs predecessor? The study aims to answer whether DRAPs arrival
has changed the status quo and lessened the distrust between the industry and the
regulator, whether regulations have helped the industry in any manner, or if things have
barely changed compared to pre-DRAP days?

2.2. LITERATURE REVIEW

When it comes to regulating the pharmaceutical industry and its outcomes, a wide
gap exists between the narrative of the industry and the government (specifically the
regulator). Credible studies analysing the performance of the regulator and the industry
could have given the reader a true picture of where the reality lies? However, not many
studies address these two competing narratives in one place. Rashid (2015) undertook an
analysis of the DRAP based on policies related to three areas (industry regulation,
encouragement of its development and ensuring availability of drugs). She opined that
there were significant gaps in regulator’s performance that were hampering the
development of the industry. The second study that exclusively analysed DRAPS
performance was Rasheed et al. (2019), specifically targeting quality of medicines as the
central question of their research. They found significant gaps in terms of the regulator’s
performance and in terms of ensuring the recommended quality of medicines. They
further propose improving the overall framework for ensuring quality, like increasing
Good Manufacturing Practice Inspections (GMPI).

Mehmood (2018)** attempts to compare these two competing narratives by
analysing the issues plaguing both the regulator and the industry. He found that although
the sector had issues to take care of (producers at lower tiers producing sub-standard
medicines, etc.), the main issues hampering the efficient working and development of the
industry were traced to how the industry had been regulated historically. Especially
vexing was the issue of administered pricing that pushed producers to take specific
actions (like putting a stop to the production of certain drugs) that had overall negative
welfare repercussions.

The majority of the research on the pharmaceutical industry and public sector
regulations usually address a single (or a few) criteria rather than taking a holistic picture.
For instance, the aspect related to the shortage of drugs has been touched upon in various

3 “Pharmaceutical Industry Report’ (2018)
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studies. Rizvi (1999) blamed the government policies, especially ‘freezing’ drug prices,
as the primary contributor to shortages of essential drugs in Pakistan. A paper by Third
World Network Briefing (2001) touched upon the issue of high-priced imported
medicines and the black market in medicines, discussing the role of government
mandated quotas in Pakistan and its effects on drug supply. Zaidi et al. (2013) analysed
the availability of drugs in government/public sector hospitals. They concluded that lower
expenditures per capita (less than $2) as proposed by the World Health Organisation
(WHO) for maintaining a steady supply of essential drugs was not being met. A paper by
Noureen and Zaidi (2013), researchers at the Agha Khan University, put the essential
drugs availability in the public sector at a dismal 3.3 percent, much lower than Zaidi et al.
estimate of 15 percent. Interestingly, their results seemed to confirm earlier estimates by
The Network for Consumer Protection (2006) that found a similar percentage in terms of
median availability of essential drugs at public sector outlets. Gilani, Babar and Malik
(2013) opined that the non-availability of essential medicine at government facilities
explains why 67 percent of total patients consult private physicians, thus increasing their
expenditures on healthcare. Hira Rashid (2015) analysed the performance of the main
regulator (DRAP) and issues that lead to expansion of informal channels (‘black
market’). Sayeed and Dawani (2020) concluded that pricing policies lead to preference
for manufacturing drugs which have a high price margin, plus incentivise hoarding and
rent-seeking.

Khan, Kundi and Saqgib (2019) look at the tort law related to injuries caused by
sub-standard drugs. They find that tort laws are weak in their reach, effectiveness and
implementation. Saleha, Hassan and Igbal (2010) analyse industry’s returns over a
decade, and conclude that the regulations are responsible for the below-par performance
of the industry, which could have performed better had the regulations been friendlier.
The World Health Organisation (WHO, 2017) assessed the transparency in the public
sector policies related to the pharmaceutical industry. They found that perception of
corruption for different regulating categories differs, with some higher and some lower.
Shahnaz, Bano and Arshad (2009) carried out a technical analysis of 6 generic products
of a particular drug (Cefixime 400 mg). They found that all six varieties are effective in
treating symptoms and interchangeable. Ageel, Shabbir, Bashir et al (2014) touch upon
the very important issue of self-medication, in Islamabad capital territory. They found
that the percentage of self-medication was a staggering 61 percent, reinforcing the
generally agreed result that in Pakistan, the rates of self-medication are high.

2.3. METHODOLOGY AND LIMITATIONS

The foremost method in such analysis is to consult/ analyse earlier studies and
their results. These inform the researcher of the criterion used, while additionally
indicating where any shortcoming lies (if any). All this information is then aggregated to
produce a final analysis. Primary data will be used from information provided by DRAP
that is available on its website, updated from time to time. This will be complemented by
reports appearing in the media since there are several aspects of regulation that DRAP
may not report on, at least regularly (like quality control).

A thorough analysis of existing literature will be undertaken, aside from the
results/outcomes of previous performance appraisals by other authors, to gauge which
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criterion and methodology may be adopted. Depending upon data and information
availability, an attempt will be made at the end to compare the performance of DRAP
with its predecessor.

The paper’s main limitation is that the require data on pharmaceutical sector
regulation does not exist at a central place or central repository. There is no central, long-
term data store of DRAP (and its predecessor) regulatory data; its officials are often
reluctant to discuss details of their work and the data put up on its website is often patchy
rather than continuous. For example, they remain tight-lipped about the utilisation of
money taken from the industry under the Central Research Fund (CRF). Similarly, there
is little (if any) information concerning the coordination between the federal and the
provincial regulatory authorities. Additionally, there has rarely (if ever) been a study on
the monetary costs of regulations that could give us a heads-up in terms of this study.

Another limitation of this study is that it will concentrate mainly upon federal level
regulation through its regulatory body (DRAP). Provincial regulatory authorities will not
be covered in this research piece. The reason being that as far as regulation of the
pharmaceutical industry goes, provincial authorities only deal with distribution and sale
of drugs, which is a small part of the industry’s functioning, and do not constitute
significant factors impinging upon the issues confronted by the industry.

In essence, analysis of five main themes can give us a credible picture of whether
DRAPs performance stands up to scrutiny or not? These cover both the demand and
supply side of the pharmaceuticals. They are:

(a) Quality of drugs and drug dispensing

(b) Consistency of Policies

(c) Ease of conducting/doing business

(d) Research and Development (R&D), and its supporting infrastructure
(e) Attracting Investment

(f) Are consumer’s better off than before?

2.4. QUALITY OF DRUGS AND DRUG DISPENSING

There is perhaps no issue more important than ensuring that supplied drugs are of
good quality, and they conform to quality standards. Simply put, sub-standard, low
quality drugs puts lives at risk. Moreover, it has to be further ensured that those who are
dispensing drugs are knowledgeable about the attributes of those drugs. Therefore, one of
the foremost reasons for having a drug regulatory authority is to prevent such a
happenstance and to ensure standards in drug dispensing practices. In this regard,
majority of DRAPs Departments (Quality Assurance, Licensing, Pharmacy Services,
Controlled Drugs, Biological Drugs, Health & OTC) deal with these issues pertaining to
drug and drug dispensing quality. Field offices spread across the country report their
findings to the HQ. For example, the Quality Assurance wing has five field offices all
over the country, where day-to-day activities are carried out by federal drug inspectors,
assistant drug controllers and an appellate board.

Quality of drugs has been a pervasive issue for a long time. In 1975, the Generic
Drugs Act was repealed after 38 companies were found to be producing sub-standard
drugs, resulting in the Drugs Act 1976 which proposed heavy fines and imprisonment for
producing sub-standard, adulterated drugs. Yet, despite decades, the instances refuse to
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die down! In 2011, more than 230 people were killed after being administered adulterated
cardiovascular medicine. The reaction led to the immediate formation of DRAP,
something that had been in the works since the mid-2000s. In 2012, a contaminated
cough syrup claimed numerous lives, bringing the issue of adulterated, low-quality drugs
and loose quality control of regulators into the limelight again. In both these cases, public
laboratories could not identify the dangerous substance in these drugs (Bigdeli et al.,
2017). Pakistan’s first ‘Stem Cell Policy’ acknowledges that Pakistan has no USFDA or
EMA (Europe Medicine Agency) approved pharmaceutical protein purification /stem cell
production facility in Pakistan, neither in the public sector nor in the private sector.™

The attractiveness of indulging in manufacturing sub-standard, low-quality
medicines is that nominal pay-off’s are quiet high. Blackstone, Pociask and Fuhr (2014)
contended that dealing with fake drugs through black market has higher monetary payoffs
than even heroin and other narcotics. Therefore, it’s imperative to stop such practices
through tighter, efficient checks by the regulator.

DRAP has gradually picked up pace since its founding in terms of enhancing and
ensuring quality. There has been progress on this end under various heads through
regulations. Separation of allopathic and alternative medicine facilities was ordered due
to risk of contamination. Only a common lab is allowed for both products but to be
manufactured separately (something that was not happening before), and with the
manufacturer having area above 4 kanals. Similarly vitamins and other Neutraceuticals
(basically “food supplements’) are to be treated separately under separate regulations to
ensure  ‘truthful labelling’, efficacy of ingredients and from discouraging
manufacturers/distributors in terms of making fallacious claims about the cure or
prevention of disease through their products.™

Between 2013 and early 2017, 18 drug manufacturing licenses were suspended
and 89 drugs were banned for being sub-standard. The following table presents available
figures of drug tests and their results since 2015, indicating that testing has increased over
time. ™

Drug  Samples False  Misbranded
Year Recalls Tested Substandard Spurious Unregistered Warranty  Drugs
2015 43,933 538 252
2016 74,071 813 97
2017 53,371 446 63
2018 41,435 2,527 42 497
2019 51,194 490 587 1,710 222
2020 34
2021 7

14 ‘National Bio-safety Regulations’ (2020), p “i’.

5 F. No 1-78/2018-DD (H&OTC) (Pt), 2™ September 2019.

18 Note that these figures do not include a few categories like sale of prohibited or ‘controlled’ drugs
without authorisation, sale of drugs that were not kept as per the required quality criteria (‘unsatisfactory
storage’), etc., because the data was not available.
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Besides DRAP, Punjab’s quality control unit (PDCU) has published data on tests
and their results since 2017. Between January and June 2021, over 3,800 inspections
were carried out in the Rawalpindi district alone, resulting in sealing of 88 drug selling
premises.

For reference, a total of 60,000 tests were carried in 2009 and 2010 in public Drug
Testing Laboratories (DTL) by Drug Control Organisation (DCO, DRAPs predecessor),
whereby 2 percent failed to comply with quality standards. This implies that testing has
picked up after DRAPs founding compared to pre-DRAP days.

Another positive development occurred in the form of DRAP attaining full
membership of Uppsala Monitoring Centre (UMC) in 2018. UMC is an independent
think tank that works to ensure the safety of drugs for patients through safer use, i-e,
pharmacovigilance. UMC helps countries identify dangerous drugs that need to be
withdrawn. Formerly, Pakistan was an Associate Member only.

All this, both in the pre-DRAP and post-DRAP period, implies that the issue of
quality is still a very pressing matter due to its continuous recurrence under various
heads. Rasheed et al. (2019) consider the published DRAP data on quality of the
medicines as negligible and unsatisfactory! One further aspect to be noted here, which is
critically important, is that the tested samples are almost always from officially procured
batches of drugs for public health facilities. That means that a large number of drugs
available in the open market remain unchecked, untested. Similarly, DTLs do not carry
out all the tests required for the quality purpose, like the ‘impurity test’ that are
considered important.

Last, but the least, there is a dearth of Bioequivilance (BE) labs in the country.
These labs are an essential component of ensuring the quality equivalency of generic
brands with originator brands'’, something that can really be helpful for consumers since
generic brands tend to be cheaper than originator brands. They can additionally be
beneficial in boosting exports and bringing in Foreign Direct Investment (FDI). However,
there are only two BE labs®® in the country approved by DRAP under Bio-Study Rules
2017! In 2012, there were seven, whose licenses were not renewed by DRAP.

Available literature tends to support the contention that drug quality is a
considerable issue in Pakistan. Rasheed et al. (2019) carried out an investigation into the
quality issues of drugs in Pakistan. They found no proper mechanism and neither a
concise study that had ever studied this issue in depth. Further, their investigation did not
find evidence of a large-scale presence of poor-quality medicines, as alleged by certain
quarters. However, they suggest that the overall quality framework (like GMPIs) needs
considerable improvement to tackle the issue of the prevalence of low-quality medicines.
Additionally, they propose funding comprehensive studies to document this issue
properly.

Razvi, Anjum and Ahmed (2015) noted that the pharmaceutical regulators
needed to upgrade their skills to regulate in a manner that could help achieve positive
outcomes, like increasing prospects of pharmaceutical exports. Godman etal. (2016)

7 <Originator’ brands are drugs that carry a patent. In Pakistan, they are imported. Generic brands are
domestic equivalents to originator brands, but without a patent and carrying their own brand name.

18 Both are situated in Karachi, one at M/S Pharma International manufacturing facility and the second
at Karachi University’s Centre for Bioequivalence Studies
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undertook a technical assessment of API’s in drug registration procedures. They
concluded that there was an urgent need to improve the registration process of
generic drugs in Pakistan.

At the international level, World Health Organisation’s (WHQO) Programme for
International Drug Monitoring (WHO-PIDM) is a widely followed practice in ensuring
drug quality, with the main purpose being to develop a pharmacovigilance system in
member countries and coordination at the national and international level for timely
intimation on any medicine safety alerts. This concept was put into practice in 1968.
Pakistan joined as late as 2018, reflecting poorly on regulator and policy makers’ priority
in terms of ensuring quality medicines to the population.

Other indicators reflect equally poorly as far as quality of medicines is concerned.
By the end of 2018, there was only one drug manufacturing firm that held the Good
Manufacturing Practice (GMP) certification issued by the European Medicines Agency.
Not a single DTL is United States Food and Drug Administration (USFDA) certified, the
international gold standard for quality assurance in drug manufacturing. This is despite
the fact that the pharmaceutical industry has been paying 1 percent of their gross sales to
the federal government since 1976 for setting up research infrastructure and conducting
research. There are 12 DTLs, but except for one or two, none qualifies as per WHO
quality standard.'® Recently, DRAP claimed to have launched a ‘world-class’ DTL in
Karachi.?

Quality assurance is not only critical in terms of manufacturing drugs, but also in
terms of dispensing practices at pharmacies, with the majority of these activities coming
under the ‘pharmacovigilance’ ambit. Drugs, for example, kept without following
specified temperature conditions turn to be ineffective. A year before DRAP’s founding,
Mahmood et al (2011) bemoaned the fact that there was not even a proper
pharmacovigilance policy, let alone system, in place in Pakistan, terming it practically
‘non-existent’. In the same year, Azhar, lbrahim and Baber (2011) carried out a cross-
country study of pharmacies, and concluded that the regulatory enforcement in terms of
quality assurance of drugs was poor.

The situation has not changed much, unfortunately. Study after study has
found questionable dispensing practices at both public and private health facilities.
Atif and Malik (2020) found that the community pharmacists, besides being low in
number relative to demands of services, were poorly trained to meet the Covid
related challenges. A recent report® on safe dispensing practices in Pakistan came up
with a startling revelation that approximately 95 percent of the pharmacies in
Pakistan are run without a pharmacist, thus putting a large question mark around
which drugs are dispensed. Last, but not the least, the latest outbreak of HIV among
children as young as two years old in Larkana (Sindh, with the outbreaks
continuously happening for more than a decade) attests to the significant lags in
quality dispensing as almost all the studies attribute it to unsafe medical practices,
complemented by poor drug quality.

1 DRAP representatives maintain that WHO certified labs are 5 in total. However, there are no
independent sources confirming this statistic

2 <pakistan launches world-class drug testing lab in Karachi’

21295 percent pharmacies in Pakistan are run without a pharmacist’
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2.5. CONSISTENCY OF POLICIES

Uncertainty in policies can induce negative repercussions in an economy. With
businesses being unsure of whether a policy would continue or not, it can be difficult to
plan for the future, especially long-term investments. Pakistani governments, over time,
have been notorious for being inconsistent in their policies. We normally witness either
the same government making frequent changes to the existing policies, or a new
government coming up with a set of new policies. The favoured instrument for carrying
out these frequent changes is the Statutory Regulatory Order (SRO).

The pharmaceutical sector of Pakistan, like many other sectors, has been at the
receiving end of frequent policy changes for decades. And the situation continues
unabated in the post-DRAP era. The following is a selective list of instances whereby the
government over-turned its own regulations concerning various areas under its ambit:

(@)

(b)

(©

(d)

(€)

An April 2020 notification?? allowed holders of valid Drug Manufacturing
Licenses (DML) to manufacture hand sanitisers as per the prescribed formulae,
but only for three months! There were similar notifications allowing hand
sanitiser manufacturing on the 10", 14™ and 17" April 2020. But suddenly,
within a month, all these four notifications were withdrawn on 21% May 2020
under Cabinet’s directive! There was no reason mentioned for the decision.

The rules for Alternative Medicines and Health Products were approved
through an SRO 412 (1)/2014 (titled ‘Alternative Medicines and Health
Products (Enlistment) Rules, 2014°), dated 27" May 2014, which was amended
through another SRO? in 20186.

While SRO No. 28(1)2013, dated 22™ January 2013 and SRO No. 334(1)2010,
dated 18" May 2010 (and likewise SROs) were aimed at discouraging imports,
SRO No. 577(1)2016, dated 15" May 2016 allowed a five year exemptions for
the import of drugs meant for donations. But there is no fool-proof mechanism
to check the abuse of this exemption by individuals or companies, especially
by informal market participants.

Under SRO No. F.11-2/2020-DD (P) dated 15™ July 2020, the rule for applying
for ‘hardship’ cases was modified to reduce the number of days from 180 to
120, which are ultimately approved by federal government after being
forwarded by DRAP. An important part of this is part ‘vii’ of ‘b’, whereby the
Federal Government can nullify agreed upon price increase in line with
Consumer Price Index (CPI) if it has a ‘cogent’ reason, thus keeping a window
open for government nullifying agreed upon price increases.

Policy inconsistency was recently witnessed in terms of importing much-
needed COVID-19 vaccines. SRO, No. 113(1)/2021, dated 2™ February 2021
was issued by DRAP, allowing unfettered, unrestricted import of vaccines from
abroad, allowing the importer to sell it as per the market price. However, on
18™ March 2021, another SRO (No. 308(1)/2021) rescinded the previous SRO,
leaving the population without a shot at more vaccines.

2 F, No 4-2/2017-DD (H&OTC) (Pt), 6™ April 2020
 F-3-5/2013-DDC (Alt. Med.), dated 10" June 2016
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(f) SRO No. 307 (1)/2021, dated 18" March 2021, regarding COVID-19 vaccines.
SRO stipulates that the vaccine shall be first approved by DRAP. Recently,
however, new vaccines landed in Pakistan (bought by the federal government)
without DRAP even knowing anything about it.

(g) Four SROs were issued between 6™ and 17" April 2020, all cancelled by SRO
(F. NO 4-2/2017-DD (H&OTC) in lieu of Cabinet’s decision on 5" May 2020

(h) In 2013, SRO No. 1002(1)/2013, dated 27" November 2013, was initiated to
end the more than decade-long ‘prize freeze’ policy. Within two days, it was
cancelled after the then PM ordered to cancel drug price increases.

The above were a few instances that reflect poorly upon consistency of policies by
the government and its regulator.

Apart from lacking in consistency of policies, there is also the fact that DRAP, like
its predecessor DRO, displays a reactive rather than pro-active approach in many cases.
This also is one factor that leads to changes in policies/ regulations. For example, SRO
No.F.296-DRB/2020 (PE&R) (ft.), dated 4™ February 2021, directs manufacturers to
disclose ‘gluten/lactose’ on labels/packs. But this happened only after persistent
complaints by patients suffering from Celiac disease. Similarly, through notification No.
F.1-21/2019-Add; Dir. (PE&R), DRAP called for clearing manufacturing license of
Fludrocortisone tablets (for Congenital Adrenal Hyperplasia) in Pakistan on a fast track
basis as debilitating shortages started to surface in Pakistan. But DRAP only came to
know about it after complaints from PM Citizen’s Portal.

2.6. EASE OF CONDUCTING/DOING BUSINESS

Industry and business will always find it difficult to work in a challenging
environment. And one of the biggest impediments to their working could be adverse
regulations. Historically, the pharmaceutical industry in Pakistan has had to face a tightly
regulated market that has made conducting business difficult. Since DRAP’s founding,
there have been some good initiatives, like exempting pharmaceutical raw material from
import duties, as announced in the recent budget. In this regard, DRAPs work is a
continuation of its predecessor, whereby exemptions used to be granted on imported raw
material, drug manufacturing equipment, General Sales Tax (GST) exemption,
exemptions on drugs imported by United Nations (UN) agencies and donor funded
programs (Zaidi et al., 2013).

However, formidable challenges still beckon for the industry which makes doing
business difficult.

Pricing—Drug pricing has (and still is) arguably been the most contentious issue
between the industry and the federal government. Traditionally, the federal government
has kept drug pricing strictly regulated, not allowing the industry freedom in pricing. This
was especially valid post-2000 when the “price freeze’ policy came into existence. Before
that, the government had been relatively more liberal in its approach. Between 1994 and
2001, for example, price increases were allowed yearly®* but this was discontinued after
2001.

2 “Medicines being sold in black market’
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Industry officials blame pricing issues as the most detrimental to business
operations, having several negative repercussions. For example, up till 1999, there were
more than 40 pharmaceutical MNCs in Pakistan. But more than a decade of the
government’s ‘price freeze’ policy from 2001 to 2013 led to a large-scale exodus of
MNCs from Pakistan. Their present number stands at 22, but not all are manufacturing
drugs, as many have divested away to other products (like infant milk, etc.). Aside from
the MNCs, even the domestic firms suffered under this policy, as many discontinued
producing essential, life-saving medicines.

The main reason for heavy public regulation of drug pricing rests on two
misguided beliefs: a) government can enhance welfare through administered drug prices,
and b) government has the wherewithal, knowledge and workforce to efficiently
administer drug pricing. Over time, there is enough evidence to completely negate both
of these assumptions; instead of ‘enhancing welfare’, price controls have spawned
detrimental repercussions ranging from continued recurrence of drug shortages
(endangering the lives of patients) to expansion of black market, where drugs in short
supply can be found but at an alarmingly high price?. Similarly, drug manufacturing,
distribution, dispensing and administration, etc., are technical matters that government
regulators never had the proper knowledge to deal with.

Additionally, a critical consideration in public drug pricing decisions has always
been politics. Any drug price increase tends to bring a negative response that casts the
government of the time in a negative mode, something that could be politically
detrimental in the context of populist politics. The tirade against price increases is
perpetuated by the media, which usually reports the increase in percentages rather than
nominal numbers to make it look substantial. A population- level backlash tends to
follow, which more often than not leads governments to back out of any plans for
increasing drug prices. For example, as prices were increased in 2016 in line with the
2015 Pricing Policy, a media-led backlash erupted that resulted in legislators in National
Assembly and the