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This article examines the evolution of Indian pharmaceutical
manufacturer Cipla toward producing drugs that met the
quality standards of European and U.S. regulators. It
employs new research in both Cipla’s corporate archives and
a wide range of oral histories. The article argues that, along
with a long-standing corporate culture of self-reliance rooted
in nationalism starting from the company’s inception in 1935,
major factors in Cipla’s strategy from the 1960s through the
early 2000s included the early adoption and continued use of
quality-control technology, along with efforts to create global
goodwill for affordable high-quality generic drugs during the
HIV/AIDS epidemic of the early 2000s.
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Sir Richard Sykes, head of British pharmaceutical giant Glaxo Smith
Kline (GSK), used the term “pirate” to describe generic pharmaceu-

tical manufacturers in 2001.1 His wrath was particularly aimed at one
company, the Chemical, Industrial & Pharmaceutical Laboratories
(Cipla), founded in Mumbai in 1935.2 In 2001 the AIDS epidemic, with
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1 Thomas Owen, “From ‘Pirates’ to ‘Heroes’: News, Discourse Change, and the Contested
Legitimacy of Generic HIV/AIDS Medicines,” International Journal of Press/Politics 18,
no. 3 (2013): 259–80.

2 In addition to the numerous studies of Cipla by business history and strategy scholars
cited throughout this article, our analysis depended on the following four sources: the Cipla
Archives at Cipla headquarters in Mumbai, India (hereafter cited as CA); Cipla oral history
records provided by Cipla Archives Office and the office of the chief archivist (hereafter,
CAOH); interviews with Cipla quality assurance leadership team in Mumbai and interviews
with regional leadership in South Africa, Uganda, and Latin America with a particular focus
on quality-control practices within Cipla; and an interview with Dr. Yusuf Hamied on Cipla
history, corporate culture, and emerging markets, by Tarun Khanna, Mumbai, India, 29
Apr. 2013, Creating Emerging Markets Project, Baker Library Historical Collections,
Harvard Business School, http://www.hbs.edu/creating-emerging-markets/ (hereafter CEM).
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its epicenter in sub-Saharan Africa, was the leading global health
concern and nearly two million people were dying annually.3 GSK was
among the four leading manufacturers of antiretroviral drugs, and its
market position was threatened by Cipla’s ability to offer good-quality
generic versions of Combivir (a cocktail of drugs containing AZT and
3TC, two non-nucleoside reverse transcriptase inhibitors for the treat-
ment of HIV) for around US$350, compared with GSK’s initial price
tag of nearly $15,000 (a price that was subsequently revised down for
developing nations but remained significantly higher than the Cipla
version).4 The problem of HIV infection had by then become a global
pandemic, and new funds were being mobilized by the Joint United
Nations Programme on HIV/AIDS (UNAIDS), which was founded in
December 1995. Cipla argued that not only would it offer the drugs for
a fraction of the cost, but it would offer them at an identical quality—
countering one of the biggest objections of large pharmaceutical compa-
nies against generic manufacturers in low-income countries: that the
quality of generic drugs was suspect and untrustworthy.5 While Cipla’s
claims were bold at the time (especially coming from India, with its
then notoriously weak pharmaceutical regulatory regime), and have
sometimes been disputed, the assertion that they could produce reliable
medicines in fact rested on years of growth and evolution.6 Attention to
creating drugs that could meet international standards for purity and
reliability, which the company referred to internally with the shorthand
“quality,” had been a centerpiece of Cipla’s marketing strategy and
investment for years.

This article provides an analysis of the inception and evolution of
“quality,” and its cost, as Cipla evolved from a small pharmaceutical
company in Mumbai to a multinational. This article also provides a
new perspective on why producing to international standards has been
central to the rise of Cipla. While much has been written on the practice
of medicine in the British colonial era and the changing landscape of
indigenous medicine in India during the Raj, there is little discussion

3Centers for Disease Control and Prevention, “AIDS: The Early Years and CDC’s
Response,” by James W. Curran and Harold W. Jaffe, Morbidity and Mortality Weekly
Report, supplement 60, no. 4 (7 Oct. 2011): 64–69.

4 Ellen ’t Hoen, Jonathan Berger, Alexandra Calmy, and Suerie Moon, “Driving a Decade of
Change: HIV/AIDS, Patents and Access to Medicines for All,” Journal of the International
AIDS Society 14, no. 1 (2011), https://doi.org/10.1186/1758-2652-14-15.

5 The issue of quality and access has been a central pillar in Cipla’s campaign for affordable
HIV drugs. See, for example, “Cipla Pharmaceuticals’ Yusuf Hamied: ‘I AmNot against Patents
. . . I Am against Monopolies,’” Knowledge@Wharton, 7 May 2009, https://knowledge.
wharton.upenn.edu/article/cipla-pharmaceuticals-yusuf-hamied-i-am-not-against-patents-i-
am-against-monopolies/.

6 For a personal account of the history of Cipla, see Khwaja Abdul Hamied, Hamied: An
Autobiography; A Life to Remember (Bombay, 1972).

Muhammad H. Zaman and Tarun Khanna / 250

https://doi.org/10.1017/S000768052000077X Published online by Cambridge University Press

https://doi.org/10.1186/1758-2652-14-15
https://doi.org/10.1186/1758-2652-14-15
https://about:blank
https://about:blank
https://about:blank
https://about:blank
https://doi.org/10.1017/S000768052000077X


on how Indian pharmaceutical enterprises have viewed quality control.7

This article aims to fill this gap. There is already a considerable body of
literature on the issue of intellectual property (IP) and patents in Indian
businesses, particularly in the pharmaceutical industry.8 However, what
makes Cipla’s history distinctive is the convergence of nationalism, the
changing landscape of Indian patent laws, the integration of technology,
and the opportunity to capitalize on global goodwill during the most
high-profile public-health crisis of the last forty years.

To understand the historical context of Cipla’s efforts to compete in
the market for AIDSmedicines, it is helpful to consider the long and con-
troversial history of chemical and drug manufacturing in modern India,
as well as the persistent problem and perception of adulteration as a
central feature of chemical products made in India. In colonial India,
most drugs were imported from Europe, but beginning as early as
1900 the Swadeshi (“of one’s own country”) movement encouraged
indigenous manufacturing, including in pharmaceuticals.9 Between
1905 and 1907, chemists such as P. C. Ray, who founded Bengal Chem-
icals and Pharmaceutical Works (BCPW), and B. D. Amin, who founded
Alembic Chemical Works, urged the creation of a scientifically managed
pharmaceutical industry in India. The Swadeshi movement included an
effort to professionalize pharmacists and manufacture more reliably
pure medicines, with vigorous campaigns for standardization in the
Indian press in the interwar years. Nonetheless, the first official govern-
ment-issued regulation, the Drug Act, was not passed until 1944.10

Indian companies producingmedicines at the time of independence,
in 1947, accounted for very little of the total market; 80 to 90 percent of
medicines sold in India were manufactured by Western multinational
companies (MNCs). In the 1960s, the Indian government established
state-owned companies to encourage local production of pharmaceuti-
cals. In 1970, Indian patent law changed to allow patents on

7For a discussion of indigenous medicine and the interaction of traditional medicine
during the Raj, see Deepak Kumar and Raj Sekhar Basu, eds., Medical Encounters in
British India (New Delhi, 2013); Samiksha Sehrawat, Colonial Medical Care in North
India: Gender, State and Society c. 1840–1920 (New Delhi, 2013); Poonam Bala, ed., Contest-
ing Colonial Authority: Medicine and Indigenous Responses in Nineteenth- and Twentieth-
Century India (Delhi, 2016); and Madhuri Sharma, Indigenous and Western Medicine in
Colonial India (New Delhi, 2012).

8On the issue of patents in Indian businesses, see Dwijendra Tripathi and Jyoti Jumani,
The Oxford History of Contemporary Indian Business (New Delhi, 2013); Murphy Hallibur-
ton, India and the Patent Wars: Pharmaceuticals in the New Intellectual Property Regime
(Ithaca, 2017); and Aseema Sinha, Globalizing India: How Global Rules and Markets Are
Shaping India’s Rise to Power (Cambridge, U.K., 2016).

9On the impact of the Swadeshi movement on Indian manufacturing, see Dwijendra Tri-
pathi, The Oxford History of Indian Business (Oxford, 2004), 153–62.

10Nandini Bhattacharya, “Between the Bazaar and the Bench: Making of the Drugs Trade
in Colonial India, ca. 1900–1930,” Bulletin of the History of Medicine 90, no. 1 (2016): 61.
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manufacturing processes rather than on particular drug formulations,
thus allowing imported medicines to be reverse-engineered by Indian
companies. Basically, Indian companies were able to copy the patents
for best-selling Western drugs, with the help of the government-owned
Indian Institute of Chemical Technology in Hyderabad. This permitted
the rapid growth of Indian pharmaceutical companies, including
Ranbaxy, which was started in 1961, and Wockhardt, incorporated in
1973.11 By 2005 the situation of 1947 had been reversed, with less than
20 percent of drugs in India being imported from MNCs.12

Cipla, founded in 1935, has participated in and endured all of these
stages of the industry’s development. One factor in the company’s persis-
tence has been its sustained focus on improving the purity and reliability
of its products. The evolution of this strategy at Cipla can be divided into
three main stages. Between its founding and 1970, Cipla was a small and
growing business, headed by Dr. Khwaja Abdul Hamied, an Indian
nationalist motivated significantly by self-reliance and anticolonialism.
This period encompassed the end of British colonial rule and the
breakup of the country into India and Pakistan in August 1947. From
1970 until 1985, Yusuf Hamied, Khwaja Hamied’s son, was in charge.
This was the formative phase wherein Indian patent law was changed,
new companies appeared on the market, and Yusuf Hamied established
internal structures to make quality the centerpiece of growth. Between
1985 and 2001, Cipla became a global brand with international certifica-
tions of its plants. This was also the period in which Cipla started to
actively participate in global efforts to combat the HIV epidemic and
to challenge large pharmaceutical MNCs, benefiting largely from anti-
globalization and antiestablishment sentiments in Africa.

The Foundation

The 1930s saw a significant growth of Indian-owned business, assis-
ted by the imposition of tariff protection. Indian business leaders rose in
terms of their social status and political influence, particularly in major
cities such as Kolkata (then called Calcutta), Ahmedabad, and, most
prominently, Mumbai (Bombay). A number of these business leaders
became associated with the growing nationalist movement. As Claude
Markovits has argued, “the greater politicization of businessmen in the

11 Tirthankar Roy, A Business History of India: Enterprise and the Emergence of Capital-
ism from 1700 (Cambridge, U.K., 2018), 183.

12William Greene, “The Emergence of India’s Pharmaceutical Industry and Implications
for the U.S. Generic Drug Market” (Office of Economics Working Paper No. 2007-05-A, U.S.
International Trade Commission,Washington, DC,May 2007), 2, https://www.usitc.gov/pub-
lications/332/EC200705A.pdf.
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1930s was linked to changes in the structure of Indian capital as well as in
the pattern of nationalist politics.”13 The change in nationalist politics
had to do with unsuccessful civil disobedience movements, the changing
face of Indian national congress, and the increasing awareness among
domestic Indian capitalists that their role in the future independent
nation would include doing things for which they had historically had
to rely on outsiders. While a diversity of opinions and business
approaches were used by Indian merchants and local manufacturers,
the Swadeshi movement, aimed at boycotting British goods and prod-
ucts, generally facilitated the growth of a new generation of Indian busi-
nessmen. The image of Mahatma Gandhi—probably the most prominent
leader of the Indian independence movement, who had also been named
Time magazine’s “man of the year” in 1931—would appear on posters in
bazaars, spinning cotton in traditional cotton weaving machines.

Against the backdrop of this political landscape, Cipla came into
being, twelve years before the independence of India. At the time,
entrepreneurs were beginning to respond to Gandhi’s call for Indian
self-reliance in industry, including health care.14 Cipla’s inception was
very much rooted in this time of high nationalist zeal and a growing
interest among businesses to demonstrate self-reliance. Khwaja Abdul
Hamied, a businessman from Aligarh, in Uttar Pradesh, studied briefly
in Britain and then moved to Berlin, where he completed his PhD in
chemistry. Even before he left to study in Europe, he had interacted
with Gandhi and other leaders of the Indian freedom movement.
Hamied’s interactions with Gandhi started in 1920, when Gandhi
stayed with Hamied’s uncle during the noncooperation movement
against British rule. Hamied later recalled, “It was during this stay of
Mahatma Gandhi at my uncle’s residence that I had the privilege of
serving Gandhiji and remaining in his company for over a week. I thus
came to know Gandhiji intimately.”15 Hamied, an entrepreneur at
heart, first tried his luck in selling typewriters and sewing machines,
but he was looking for something that would combine his passion for
industrial pharmaceuticals and business. In 1935, in Mumbai, he estab-
lished Cipla. The company mirrored Hamied’s own interests in pharma-
ceuticals and had the potential to be meaningful in the anti-imperial

13 Claude Markovits, Indian Business and Nationalist Politics 1931–39: The Indigenous
Capitalist Class and the Rise of the Congress Party (Cambridge, U.K., 2002), 4.

14 Gandhi’s visit to Cipla was on July 4, 1939. For details on the nationalist movements and
how they affected Indian entrepreneurs, see Markovits, Indian Business and Nationalist
Politics.

15Harikrishan Singh, “Khwaja Abdul Hamied (1898–1972)—Pioneer Scientist Industrial-
ist,” Indian Journal of History of Science 45, no. 4 (2010): 535–36.
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struggle of the time.16 Khwaja Hamied often said that he inherited his
interest in pharmaceuticals from his family’s business tradition,
though there is little evidence for that claim. What is clearer is the
family’s long tradition of developing modern institutions. Khwaja
Hamied was a nephew of Sir Syed Ahmed Khan, the Muslim reformer
who founded Aligarh University, intended to help Muslims to move
from traditional madrassas that Syed felt were the reason for the
social struggles of Muslims during the British Raj.17 In his life, Syed
Ahmed Khan faced significant criticism from the orthodox Ulama
about his modernist ideas and nationalist causes. Cipla’s nationalism
was encouraged by a visit, in 1939, from Mahatma Gandhi. Gandhi’s
visit is still celebrated as a high mark in Cipla’s history.18

In its early years, Cipla was mainly concerned with making small-
scale pharmaceuticals and focusing on local demands in Mumbai.
Sales were modest, as the firm was unable to compete with British
imports and operated largely in losses. In 1938, frustrated by continued
losses, Khwaja Hamied briefly considered shutting down the business;
however, the company’s fortunes turned soon after. During World War
II the number of British imports plummeted and the demand for
locally produced medicines increased overnight. Cipla was able to
provide, at a low cost, what the British firms could no longer supply.19

Over the next decade Cipla acquired additional property adjacent to its
office in Mumbai and imported machines. Its capital increased from
Rs 600,000 to Rs 3 million. This allowed for a new factory to be built
alongside the old one in 1951. As the company expanded, it continued
its nationalist message. A poster from 1948 highlights both an emphasis
on quality and a strong nationalist zeal (Figure 1). Not only does the
poster address the ideal character of a model citizen, it also notes that
Cipla was as good as the best in the world. It is important to note the
claim of “supreme quality” in this early advertisement—but also that
this claim could not be checked by Indian authorities at the time, since

16On the influence of European politics on Khwaja Hamied, see Kenneth X. Robins and
John Mcleod, “A Story of the Holocaust and the AIDS Epidemic: The Romance of an Indian
Muslim Freedom Fighter and a Lithuanian Jewish Woman,” Lithuanian Jewish Community
(website), 29 Jan. 2016, https://www.lzb.lt/en/2016/01/29/a-story-of-the-holocaust-and-
the-aids-epidemic-the-romance-of-an-indian-muslim-freedom-fighter-and-a-lithuanian-
jewish-woman/.

17 Sir Syed AhmadKhan, considered among the leading freedom fighters of the Indian inde-
pendence movement, contributed to the effort by creating educational institutions such as
MAO College, which later became Aligarh Muslim University. See Shan Muhammad, Sir
Syed Ahmad Khan: A Political Biography (Meerut, India, 1969).

18 Yusuf Hamied, interview by Tarun Khanna, Mumbai, India, 29 Apr. 2013, CEM, https://
www.hbs.edu/creating-emerging-markets/interviews/Pages/profile.aspx?profile=yhamied.

19 Singh, “Khwaja Abdul Hamied,” 541.
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the existing provisions in Indian law did not require any quality checks,
either pre- or post-market.20

Figure 1. Cipla advertisement. (Courtesy of Cipla Archives, Mumbai, India.)

20 For a detailed analysis of the evolution of testing, quality, and analysis in the Indian
public sector, see Muhammad H. Zaman, Bitter Pills: The Global War on Counterfeit Drugs
(New York, 2018), 87–89.
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In 1960 came the first major turning point in Cipla’s business model,
with the creation of a chemical factory to produce Indian versions of
imported drugs. The new chemical manufacturing division was headed
by Khwaja Hamied’s Cambridge-educated son, Yusuf, who had just
returned to India after finishing his PhD in organic chemistry in
Britain. The post–WorldWar II period had seenmajor shifts in the phar-
maceutical industry in the United States, Europe, and Japan. The litera-
ture from that period suggests a strong emphasis both on quality in
manufacturing and production and on evaluating the cost of quality
(a term coined by Joseph Juran).21 At that time, most of the chemicals
needed for drug manufacture were imported from Europe, with no
local production. Cipla’s factory to manufacture these chemicals locally
was a novel venture for Indian pharmaceutical companies and one that
was highly controversial even at that time.22 In postcolonial India,
both finished products and raw materials were imported exclusively
from abroad (largely from Britain but also increasingly from the
United States). There was little emphasis on the local manufacturing
of products already available in the market under foreign brands. At
that time, the import duty on final drugs was 100 percent and that on
the raw material for pharmaceutical ingredients (called active
pharmaceutical ingredients, or API) was nearly 150 percent.23 Thus,
there was a disincentive to import materials and produce local drugs.
However, there was a strong financial, and nationalist, incentive to
create a chemicals division that could create locally produced materials
for locally made pharmaceuticals. This would, however, require a change
in patent laws, since the local R&D sector was not coming up with new
formulations. Parallel to creating this manufacturing venture, Khwaja
Hamied cofounded (and subsequently headed) the Indian Drug
Manufacturers Association (IDMA), an industry group that also acted
as a lobbying arm of the growing industry.24 The main charter of
IDMA was the promotion of local manufacturing and the promotion of

21 For details on Juran’s work, see JosephM. Juran and A. Blanton Godrey, Juran’s Quality
Handbook, 5th ed. (New York, 1999); Juran, “Early SQC: A Historical Supplement,” Quality
Progress 30, no. 9 (1997); and Soren Bisgaard, “Quality Management and Juran’s Legacy,”
Quality and Reliability International 23, no. 6 (2007): 665–77. Furthermore, we note that
while the impact on Pharma in India was limited, companies in other industries, such as
Tata, had benefited from the global movement of quality control. See Sanjaya Lall, Learning
to Industrialize: The Acquisition of Technological Capability by India (London, 1987).

22Hamied, An Autobiography, 44.
23 Salil Panchal, “YK Hamied: Cipla’s Fearless Crusader,” Forbes India, 24 Nov. 2016,

http://www.forbesindia.com/article/leadership-awards-2016/yk-hamied-ciplas-fearless-cru-
sader/44893/1.

24Kathryn C. Ibata-Arens,Beyond Technonationalism: Biomedical Innovation andEntre-
preneurship in Asia (Stanford, 2019), 1983.
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self-reliance. It was, once again, a vehicle to promote the nationalist
cause and create trust in local products.

The initiative to create a company in India that could produce drugs
that would meet international standards attracted both controversy and
praise and became one of themajor components of national discourse on
patent laws in the late 1960s. Khwaja Hamied appeared before the newly
formed patents enquiry committee of Parliament on behalf of the IDMA
in 1969, and his deposition was instrumental in formulating the 1970
Patent Act (eventually passed in 1972).25 The most controversial provi-
sion of the patent act was its focus on the process and not the
product.26 The new law meant that as long the process was unique,
any company could make a patented product. This meant that Indian
firms could copy globally available products as long as they developed
unique processes to make them—the crux of much later controversy.
The emphasis on national pride and self-reliance remained the
primary thrust of Khwaja Hamied’s arguments.27 During the same
period, the environment became more hostile in general to non-Indian
manufacturers that would do business in India, and this hostility
extended to the pharmaceutical sector, thereby erasing some of Cipla’s
multinational competition.28

Commitment to Quality

The second period of Cipla’s growth saw several new initiatives.
First, in 1972, Yusuf Hamied took over as CEO of the company upon
the death of his father. Yusuf Hamied was more cognizant than was
his father of recent trends in the pharmaceutical industry, having been
exposed to them during his time in Europe and seen the change in phar-
maceutical practices in the post–World War II period. A significant
boom occurred in the development of anti-infectives, and global
demand for these products (particularly antibiotics) was increasing.29

Similarly, the introduction of technology was significantly impacting
the process of drug manufacture. Batch processes, and advances in

25Hamied interview.
26George T. Haley and Usha C. V. Haley, “The Effects of Patent-Law Changes on Innova-

tion: The Case of India’s Pharmaceutical Industry,” Technological Forecasting and Social
Change 79, no. 4 (2012): 607–19.

27 Ashok V. Desai, “The Origin and Direction of Industrial R&D in India,” Research Policy
9, no. 1 (1980): 74–96.

28 The issue of hostility has been captured by numerous medical journals and media
outlets. See, for example, Richard Lane, “Yusuf Hamied: Leader in the Indian Generic Drug
Industry,” Lancet 386, no. 1011 (2015), https://doi.org/10.1016/S0140-6736(15)00839-9.

29 For a detailed history of antibiotic discovery and demand, see Muhammad H. Zaman,
Biography of Resistance: The Epic Battle between People and Pathogens (New York,
2020), 107–19.
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synthetic organic chemistry to improve natural product synthesis, were
improving the output in pharmaceutical companies.30 New regulatory
frameworks focused on testing drugs for efficacy were also introduced
in Europe and the United States for better quality control. These new
sets of laws greatly depended on new technologies to ensure quality.
As a result of Yusuf Hamied’s exposure to recent innovations in
Europe, associated with development of complex anti-infectives and
implementing quality metrics and quality control duringmanufacturing,
he created an internal unit focused on quality in the early 1970s. The
internal unit reported directly to the CEO and had its own separate
budget along with its own new standard operating procedures that
emphasized hygiene, safety, and quality metrics. Yusuf Hamied would
personally interview nearly all of the applicants, asking them about
various chemical processes and emphasizing the need for quality.
Many recruits who were interviewed by the CEO remember a discussion
on quality.31 This was a departure from the practices of the elder
Hamied, who was less hands-on in interviews and whose writings do
not show any strong focus on quality. The change apparently percolated
to the lower ranks as well. While practices such as using the burners in
the lab for cooking or warming up food had previously been acceptable,
a stronger, stringent code of conduct was established that would make
such practices, and related informality, unacceptable in the new labs.

Another major change in Cipla’s culture was the acquisition of new
technology. Through a series of investments, Cipla was able to acquire
cutting-edge instrumentation from Germany and the United Kingdom
to focus on quality control and quality assurance.32 While leading phar-
maceutical companies had started to use high-performance liquid chro-
matography (HPLC) instruments in the late 1960s, there was no
precedent for using such instruments in manufacturing-related quality
assurance in India.33 With no local manufacturing sector, few HPLCs
were available globally outside western Europe, the United States, and
Japan. Furthermore, the costs of such instrument acquisition, and the
infrastructure for parts, services, and labor needed to support the perfor-
mance of such an instrument, were substantial. Unfortunately, Cipla
archives do not include receipts showing how much each instrument
cost, and the exact labor costs are not available, but it is reasonable to

30Basil Achilladelis and Nicholas Antonakis, “The Dynamics of Technological Innovation:
The Case of the Pharmaceutical Industry,” Research Policy 30, no. 4 (2001): 535–88.

31Quality control and quality assurance staff from the 1970s and 1980s, interviews by Cipla
chief archivist Dr. Usha Iyer, 2015–2018, transcripts, Cipla oral history records, CAOH.

32 Sheela Patkar, interview by Usha Iyer, 2016, Cipla Oral history records, CAOH.
33 For a brief history of HPLC, see Celia Henry Arnaud, “50 Years of HPLC,” ACS Chemical

and Engineering News 94, no. 24 (2016): 28–33. See also Zaman, Bitter Pills, 176–79.
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Figure 2. Cipla inception, growth, and timeline of major milestones with regard to quality. (Figure by authors.)
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assume that the outlay for these instruments and associated consum-
ables was significant. The technical resources, in terms of both spare
parts and trained staff, that were needed to operate and maintain were
also in short supply, and none existed in India at the time. There were
no publications or reports from any Indianmanufacturers or researchers
using HPLC in the 1960s or early 1970s. Cipla’s acquisition, therefore,
marked a major departure from existing practices driven in part by
Yusuf Hamied’s own deep interest in, and passion for, technology. In
an interview, he said, “as a scientist or whatever you may call it, I kept
abreast with what was going on in the area of AIDS, reading medical
journals and various scientific publications, and in 1996–97, I came
across an article in one of the medical journals called HAART. And
this article said that a combination of three drugs controlled HIV
infection.”34

In 1974, Cipla also created new internal protocols for safety and
quality assurance and created a separate division for quality assurance
in Mumbai; four years later, the quality assurance (QA) division was
moved to the suburb of Vikhroli where the drugs were being manufac-
tured. The construction of a new division, with a need to interface
directly with manufacturing, was both unprecedented and costly. It
required additional transport between the two centers and new internal
procedures. In 1984, the QA division (focused on manufacture) was sep-
arated from the quality control (QC) division (focused on post-market
monitoring of quality), thereby creating two independent units to
monitor quality for pre- and post-market compliance, a process that dif-
fered significantly from other Indian pharmaceutical companies of the
time. This also enabled two separate sets of experts who would look at
drug quality and decreased the chance of poor-quality drugs reaching
the market.35

Perhaps the biggest event of this period was the emergence of Cipla’s
interest in international markets. Cipla hadmade several attempts to get
U.S. Food and Drug Administration (FDA) approval for several of its
drugs in the late 1970s but all of them failed. Lower quality standards
in India compared with FDA requirements regarding ingredients,
hygiene, manufacturing, and quality assurance processes had blocked
Cipla’s entry into regulated markets. In 1985, Cipla became the first
Indian company to receive FDA approval for its drug manufacturing

34 See comments by Y. Hamied such as those found in Yusuf Hamied, “The Indian Patents
Act, 1970 and the Pharmaceutical Industry,” Cipla Ltd, Bombay, National Seminar on Patent
Laws, New-Delhi, vol. 22 (New Delhi 1988); and Hamied interview.

35 Patkar interview.
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facilities.36 Other Indian companies were also seeking to enter interna-
tional markets, including Ranbaxy Laboratories, Cipla’s competitor,
which started building its state-of-the-art facility in 1987 in Toansa
and received FDA approval the following year.

On the one hand, Cipla’s earlier FDA approval opened new market
opportunities for the company and, at the same time, required the crea-
tion of compliance protocols to prepare for international audits for the U.
S. and European markets. It gave Cipla a business and marketing edge
over its competitors. On the other hand, maintaining international stan-
dards in Cipla’s plants added significant costs in personnel, equipment,
processes, and internal governance.37 With limited international brand
recognition, the cost of international certification was significant in the
initial period. In preparation, and then in subsequent compliance,
Cipla had to reshape its internal organization. It could no longer opt to
grow and fulfill orders rapidly and potentially compromise quality. As
a result, it reorganized to separate quality entirely from several other
business decisions.38 The QA and QC teams had already been separated,
and strict regulatory compliance was now established as a prerequisite
for any business decisions. All the while, Indian compliance require-
ments did not require such strict quality guidelines. Even today,
Indian manufacturers find it significantly more expensive to comply
with more extensive FDA compliance guidelines than to adhere to
domestic regulatory requirements.

This led to the now infamous remark by G. N. (Gyanendra Nath)
Singh, India’s top drug regulator, in 2015 that “if Indian companies
had to follow FDA compliance requirements, nearly all would close
down.”39 Cipla was able to get FDA approval in part through compliance
with stricter standards of manufacturing and in part through internal
restructuring. In 1984, Cipla reorganized its executive council and the
head of QA became part of this central executive board, the highest gov-
erning body.40

36 Savio Daroud (head of QC in the 1980s), interview by Usha Iyer, 2016, CAOH. On FDA
approval of other companies, see D. Jane Bower and Julian C. Sulej, “The Indian Challenge:
The Evolution of a Successful New Global Strategy in the Pharmaceutical Industry,” Technol-
ogy Analysis & Strategic Management 19, no. 5 (2007): 611–24.

37 Bower and Sulej, “Indian Challenge.”
38Dr. Ranjana Pathak (head of quality control, Cipla), interview byMuhammadH. Zaman,

Aug. 2017.
39 For a full discussion of the quote, its context, and the relationship of Indian regulatorswith

the FDA, see Sushmi Dey, “If I Follow US standards, I Will Have to Shut Almost All Drug Facil-
ities: G N Singh,” interview, Business Standard, 30 Jan. 2014, https://www.business-standard.
com/article/economy-policy/if-i-follow-us-standards-i-will-have-to-shut-almost-all-drug-facil-
ities-g-n-singh-114013000034_1.html.

40Daroud interview. On FDA approval of Cipla, see Fred Luthans and JonathanDoh, Inter-
national Management: Culture, Strategy, and Behavior, 8th ed. (New York, 2018), 99.
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Global Events

The third period associated with the evolution of quality, starting in
1985, was shaped both by global events and by Cipla’s increasing global
footprint in Africa and beyond. The most important aspect of this period
was the global HIV/AIDS epidemic that, in many ways, shaped Cipla’s
subsequent structure and affected its future operations. The earliest
reports of HIV in the U.S. Centers for Disease Control and Prevention
(CDC) literature (and subsequently in the popular press) suggest 1981
as the first time the world became aware of the disease.41 Initially, the
cause and the biological mechanism of the disease were uncertain.
Studies from that time show that the classification initially ranged
from rare disease to cancer or lung disease and ultimately to autoim-
mune disease.42 Broader public awareness did not emerge until the
mid-1980s.43 After intense pressure from public-health commissioners
in his native California, U.S. President Ronald Reagan mentioned
AIDS for the first time in 1985.44 The same year, Congress allocated
$70 million to AIDS research and the Pentagon announced that it
would screen its recruits for HIV.45

In India in the late 1980s and early 1990s, there was both a lack of
awareness of and little political support to tackle the HIV/AIDS
problem. The Indian government, despite India representing the
highest number of HIV patients in the region (classified as South and
Southeast Asia by the World Health Organization), referred to the
AIDS epidemic in India as a problem in its “early stages.”46 Cipla was
actively growing and had launched its own internal campaign to
engage a broader group of its employees in its core priorities, including
the emphasis on production that met international quality standards.
This emphasis on quality would later converge with global action on
HIV and AIDS. In 1984 Cipla launched its first newsletter (called
CIPLOG, a play on words where “log” refers to people in Hindi), which

41 For details, see “HIV and AIDS Timeline,” CDC website, accessed 7 Dec. 2020, https://
npin.cdc.gov/pages/hiv-and-aids-timeline.

42 It is important to note that the early phase of HIV as a public-health crisis was embroiled
in confusion and controversy. On the various “diagnoses” of the disease, see “ATimeline ofHIV
and AIDS,” HIV.gov, accessed 7 Dec. 2020, https://www.hiv.gov/hiv-basics/overview/
history/hiv-and-aids-timeline; and Michael Merson and Stephen Inrig, The AIDS Pandemic:
Searching for a Global Response (Cham, Switzerland, 2018).

43Merson and Inrig, AIDS Pandemic.
44 Philip Boffey, “Reagan Defends Financing for AIDS,” New York Times, 18 Sept. 1985.
45 Sara Fritz, “$105-Billion Spending Measure Passed by Congress; Funding for AIDS

Doubled,” Los Angeles Times, 7 Dec. 1985; and Bill Keller, “Pentagon to Test All New Recruits
for Possible Signs of AIDS Virus,” New York Times, 31 Aug. 1985.

46Radhika Ramasubban, “HIV/AIDS in India: Gulf between Rhetoric and Reality,” Eco-
nomic and Political Weekly 33, no. 45 (1998): 2865–72.
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focused on the firm’s core values and was aimed at its employees and
their families.47 Writing in the inaugural issue (November 1984–
January 1985), Yusuf Hamied reminded workers of Cipla’s historical
commitments and brought up the issue of self-reliance: “Right from
Inception, a major objective of our enterprise has been to contribute to
the national endeavor towards self-reliance and self-sufficiency in the
drug industry. In other words, we should not only make the latest
drugs available, but also manufacture the active ingredients from basic
stage.”48 Yusuf Hamied’s message stressed that quality products from
an Indian enterprise meant that Indians were fully capable of doing
what had historically been the domain of Western MNCs. A strong
sense of self-sufficiency and national pride imbued the words of Yusuf
Hamied when he wrote that “our fruitful association with CSIR’s
National Chemical Laboratory, Pune attracted nation-wide attention in
1983, when we manufactured for the first time in India two widely
used anti-cancer drugs, vinblastine and vincristine from a common
garden plant, Vinca Rosea.”49 Regarding quality, he said in the same
letter, “We are constantly scanning the globe for newer drug formula-
tions needed in India which we can successfully manufacture and
market. Once we decide to proceed with a particular product, an appro-
priate process has to be developed for the manufacture of the bulk drug
and its formulations. High quality standards have been the hallmark of
Cipla products. Accordingly the next step is to arrive at quality specifica-
tions and in-process controls at every stage of manufacture.”50

The CIPLOG newsletter was published every quarter from Novem-
ber 1984 through 1995. Over ten years starting in 1984, the term
“quality” (or a similar word such as “international standards”) would
appear ninety-nine times in the newsletter. In the February–April
1987 issue, Hamied wrote, “Obviously our attempts will be to develop
a product which is superior to or matches the best.” The August–
October 1987 newsletter focused exclusively on the “pursuit of quality”
and emphasized, among other things, Cipla’s strong interest in and com-
mitment to acquiring and using the latest technology.51 In this particular
case, as with its acquisition ofHPLC in the 1970s, Cipla was breaking new
ground, with computerization across all its plants.52 The quality issue,
once again, was connected to self-reliance. Writing in the August–

47CIPLOG, the company newsletter aimed at Cipla employees and their families, was
started in 1984 and discontinued in 1995. It resumed publication in 2013. Dr. Hamied contrib-
uted to most issues.

48CIPLOG, inaugural issue, Nov. 1984–Jan. 1985, available in Cipla archives.
49CIPLOG, inaugural issue.
50CIPLOG, Inaugural issue.
51 “The Pursuit of Quality,” CIPLOG 3, no. 4 (Aug. 1987).
52 “Computerisation: An Update,” CIPLOG 3, no. 4 (Aug. 1987).
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October 1986 issue of CIPLOG, Hamied opined about the recent FDA
approval: “for our company, it was another expression of our continuing
commitment to self-reliance, self-efficiency and promotion of indige-
nous research and development.”53

The newsletters also provide a window into a shift in focus and give
an early indication of Cipla’s interest in the global market. Phrases such
as best “value for money” and “here begins quality” appear in stories on
new markets, particularly in the United States.54 Cipla began to court
international donors and international partners aggressively, through
letters from both Hamied and Dr. A. J. Gogtay (who eventually became
Cipla’s chief medical officer). They wrote to leading labs and to profes-
sional organizations focusing on blood disorders (thalassemia), ensuring
them that “Cipla guarantees the identity, purity, potency and stability of
the drug made according to current international Good Manufacturing
Practices (GMP) regulations at the time these are dispatched.”55

The newsletters were temporarily discontinued because of commu-
nal riots in Mumbai in December 1992 and January 1993. The riots
created an unstable political environment in India, and Cipla decided
to cancel nearly all of its sports events, celebrations, and annual days
and to cease public events during the period to avoid any undue atten-
tion. The newsletter, which was both a source of corporate news and a
report of various family-oriented activities, lost momentum. Many in
the company felt that, given the political climate, continuing with the
newsletter was not in the best interest of the organization, though the
specific arguments for discontinuing the newsletter are unclear. While
publication of the newsletter was suspended and little was being cele-
brated about the growth of the company, oral history records show
that even during this period there were internal discussions about
quality and its strategy. By 1995, several of Cipla’s plants had been cer-
tified by the WHO and the FDA but the company remained relatively
unknown internationally and its global business was rather small. In
1995, the total exports of all of India’s pharmaceutical industry were
valued at less than US$600 million, and Cipla controlled no more than
20 percent of the market share.56

In the late 1990s, Cipla’s interest in global markets and the interna-
tional momentum against HIV converged as a result of global attention
to HIV both as an epidemic and as a symbol of racial inequality in the
United States, Europe, and Africa. Cipla was manufacturing AZT in the
early 1990s but had been unable to make it affordable to Indian

53 “A Pioneer Venture towards Better Drugs” CIPLOG 2, no. 4 (1986).
54 “Ciplog Newsletter,” CIPLOG 5, no. 4 (1989).
55Dr. Michael Jaegar to Dr. J. A. Gogtay, 10 Aug.1995, CA, .Cipla Archives, Mumbai, India
56Greene, “India’s Pharmaceutical Industry.”
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patients.57 A number of factors, ranging from U.S. government interest
in new funding, interest in the biology and epidemiology of the
disease, and support from international donors, as well as movements
driven by citizen activists, playwrights, and gay rights activists, made
HIV the biggest global health issue of the decade. In 1996, Time maga-
zine’s “person of the year” was David Ho, an AIDS researcher. Oral
history records and interviews with Cipla’s head of quality control
suggest that Yusuf Hamied, who had long argued for accessible drugs,
saw an opportunity with HIV in late 1990s.58 During this time, new ini-
tiatives were being launched both within the United Nations system and
at the national and local levels.59 The creation of the Joint United
Nations Programme on HIV/AIDS (UNAIDS) in 1995 also made new
funding available.60 It is important to note that the issue of accessible
and affordable drugs was on the minds of UN leadership and public-
health practitioners well before Hamied came on the scene. On July 8,
1996, the San Francisco Chronicle specifically addressed this subject:
“The major focus of yesterday’s opening ceremony was political. It con-
centrated on governments that still drag their feet on the AIDS front, and
on major pharmaceutical companies whose new drug combinations—
however effective in drugs so far—drive expenses for people with AIDS
to US$ 10,000–15,000 a year. . . . [Peter] Piot voiced anger . . . at road-
blocks to distribution of the latest medicine to those infected, ‘most of
these drugs could be made accessible . . . if governments had the right
drug policies and if doctors prescribed appropriately.’”61

The issue of accessible drugs was being reiterated on multiple
forums not just by UN staff and epidemiologists but also by world
leaders, including President Jacques Chirac of France.62 In response to
the sensitivity about drug access, the UNAIDS Drug Access Initiative
(DAI) was launched in 1997.63 This was a partnership between
UNAIDS and brand-name pharmaceuticals to bring the price down to

57 Shyva V. Ramani and Vivekananda Mukherjee, “Can Breakthrough Innovations Serve
the Poor (bop) and Create Reputational (CSR) Value? Indian Case Studies,” Technovation
34, nos. 5–6 (2014): 295–305, esp. 301.

58Hamied interview.
59 For a detailed history of the early period of AIDS, see Merson and Inrig, AIDS Pandemic,

29–45.
60 Lindsay Knight, UNAIDS: The First 10 Years, 1996–2006, Joint United Nations Pro-

gramme on HIV/AIDS (Geneva, 2008).
61 David Perlman, “Worry, Hope at AIDS Conference: Breakthroughs Have Too High a

Price for Many,” San Francisco Chronicle, 8 July 1996, A1.
62 For example, see “Chirac Calls for African Aids Funding,” BBCNews, 8 Dec. 1997, http://

news.bbc.co.uk/2/hi/37809.stm.
63David Katzenstein, Marie Laga, and Jean-Paul Moatti, “The Evaluation of the HIV/AIDS

Drug Access Initiatives in Côte d’Ivoire, Senegal and Uganda: How Access to Antiretroviral
Treatment Can Become Feasible in Africa,” AIDS 17 (July 2003): S1–S4.
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40 percent of the existing market price.64 There were, however, chal-
lenges related to infrastructure and implementation and reluctance
from large pharmaceuticals to create global price reductions. A Merck
& Co. executive, for example, recalled that “they came to talk to us in
about 1997 about whether we would provide Crixivan at a discount for
use in Uganda. We were skeptical. Our argument about the Drug
Access Initiative at the time was that, even if we made our medicine
available for free, the infrastructure wasn’t there, so people wouldn’t
be able to use the medicines effectively.”65 With time, skepticism
faded; Merck itself became a part of the initiative by 2000. However,
there were broad issues of IP, access, and in-country costs that remained
unresolved and that frustrated both the UNAIDS officials and large
brand pharmaceuticals.66

In 1999, generic companies started entering the AIDS market,
driven largely by support from antiglobalist voices arguing for a more
open and “anti-colonial” approach to HIV and AIDS.67 There were,
however, concerns about the quality of generic drugs, and the UN agen-
cies were reluctant to embrace generics because of a lack of strong data
showing comparable quality between generics and name-brand drugs.68

Recognizing the frustration of nongovernmental agencies with the UN
and its partner organizations—something that UN staff noted as well—
Hamied publicly floated the idea of an $800 (per year) combination
therapy at a September 2000 meeting in Brussels.69 At that time,
while prices varied across the developing world, the average patient in
the developing world was set back roughly $10,000 to $12,000
annually.70

Instead of having patients take HIV drugs from three different man-
ufacturers at high prices, Hamied proposed, he could provide a single
“triple cocktail.” Yet this proposal failed to attract any interest from
the global health community. It was still too expensive and, more

64Kent Buse and Gill Walt, “Global Public-Private Partnerships: Part 1—A New Develop-
ment in Health?,” Bulletin of the World Health Organization 78, no. 4 (2000): 549–61.

65 Knight, UNAIDS, 69.
66 John A. Harrelson, “TRIPS, Pharmaceutical Patents, and the HIV/AIDS Crisis: Finding

the Proper Balance between Intellectual Property Rights and Compassion,” Widener Law
Symposium Journal 7 (2001).

67Mandisa Mbali, “AIDS Discourses and the South African State: Government Denialism
and Post-Apartheid AIDS Policy-Making,” Transformation: Critical Perspectives on Southern
Africa 54, no. 1 (2004): 104–22.

68Knight, UNAIDS.
69Merson and Inrig, AIDS Pandemic, chap. 14; Sudhanshu Priyadarshi, “Indian Pharma-

ceuticals and Africa: A Case Study of Cipla,” in Brookings India, India and Africa: Forging a
Strategic Partnership (New Delhi, Oct. 2015), https://www.brookings.edu/wp-content/
uploads/2015/10/indiaafrica_priyadarshi.pdf.

70 Elliot Marseille, Paul B. Hofmann, and James G. Kahn, “HIV Prevention before HAART
in Sub-Saharan Africa,” Lancet 359, no. 9320 (2002): 1851–56.
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importantly, Hamied did not have a willing partner who could imple-
ment his vision of affordable HIV drugs. Nonetheless, he proposed a
price even more audacious than the last one, suggesting that AIDS treat-
ment should be available for less than a dollar a day.71 Hamied floated
the idea and galvanized momentum; it was another significant research
development that brought the idea closer to reality. The Accelerating
Access Initiative (AAI)—a collaboration of five research-based pharma-
ceutical companies and UNAIDS, the WHO, UNICEF, UNFPA, and the
World Bank—was able to reduce the prices of HIV medicines by about
a third by May 2000, and prices continued to decline. For example,
one company, MSD, initially offered a two-thirds discount through
AAI, and by early 2001 it had lowered its prices further for the least
developed countries. However, these prices were still more expensive
than Hamied’s proposed price of a dollar a day.72

In 2001 Hamied partnered with international medical aid agency
Médecins Sans Frontières (MSF). Started in 1971, MSF had won the
Nobel Peace Prize in 1999 and was riding high on international approval.
Cipla had improved its ability to make a potent AIDS cocktail, though it
was not Cipla’s formulation; it was a combination of three drugs, made
by different manufacturers in the United States, United Kingdom, and
Germany. In 2001 the agreement was signed, with the cost of the HIV
cocktail at $350 for a year. Cipla, in an effort to ensure that its drugs
were of appropriate quality and to dispel the notion that access and
quality were at odds, also publicly shared the results of its testing of
drugs being marketed in Uganda with international regulators and
donor agencies, sending samples to international labs for testing to dem-
onstrate that its formulation made in India was safe.73 By comparison,
the drugs by GSK and Boehringer Ingelheim GmbH were still more
expensive in some countries but on par with Cipla’s in some of the
lowest-income countries.74 The variations in prices across Africa were

71 The topic was covered widely in the international press; see, for example, Donald
G. McNeil, “Indian Company Offers to Supply AIDS Drugs at Low Cost in Africa,” New York
Times, 7 Feb. 2001.

72 Jeffrey L. Sturchio, “Partnership for Action: The Experience of the Accelerating Access
Initiative, 2000–04, and Lessons Learned,” in Delivering Essential Medicines: The Way
Forward, ed. Amir Attaran and Brigitte Granville (London, 2004), 116–51.

73 Christian Laurent, Charles Kouanfack, Sinata Koulla-Shiro, Nathalie Nkoué, Anke Bour-
geois, Alexandra Calmy, Bernadette Lactuock, et al., “Effectiveness and Safety of a Generic
Fixed-Dose Combination of Nevirapine, Stavudine, and Lamivudine in HIV-1-Infected
Adults in Cameroon: Open-Label Multicentre Trial,” Lancet 364, no. 9428 (2004): 29–34.

74 Carmen Perez-Casas, Cécile Mace, Daniel Berman, and Julia Double, “Accessing ARVs:
Untangling theWeb of Price Reductions for Developing Countries” (Médecins sans Frontieres,
Geneva, 20 Sept. 2001),

https://www.msfaccess.org/sites/default/files/MSF_assets/HIV_AIDS/Docs/AIDS_re-
port_UTW1_ENG_2001.pdf.
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due to differences in procurement practices, negotiations, volume of
drugs imported, and the nature of regulatory frameworks.75

Cipla continued to work toward Hamied’s simpler dollar-a-day goal,
starting negotiations in 2001 with the government of South Africa, the
country with the largest HIV burden. Here, once again, Cipla’s entry
into a market benefited from events that it had not started. In 1997,
the South African government had passed its landmark Medicines and
Related Substances Control Act that gave the government a legal
mandate to override patents in cases of acute national need.76

However, and as expected, international pharmaceutical companies
challenged this legislation with a lawsuit in South Africa in February
1998.77 The plaintiffs argued that the new law was in violation of the
World Trade Organization act called Trade Related Aspects of
International Property Rights (or TRIPS), to which South Africa was a
signatory.78 The question was whether the AIDS crisis was a health
emergency or an issue of trade and IP infringement.79 What eventually
tipped the balance were efforts from an activist group called Treatment
Action Campaign (TAC).80 Formed by three AIDS patients, TAC strongly
supported the government’s program in overriding patents; however, the
nascent partnership between TAC and the government started to sour
when the government refused to declare HIV a national emergency
and refused to provide a key drug, nevirapine, to HIV patients. The
drug was shown to be effective in controlling mother-to-child transmis-
sion of HIV. TAC took the government to court, in the case Treatment
Action Campaign and Others vs. Minister of Health and others, in Pre-
toria High Court.81 At the same time, supported by outside groups

75 Stéphane Lucchini, Boubou Cisse, Ségolène Duran, Marie De Cenival, Caroline Comiti,
Marion Gaudry, and Jean-Paul Moatti, “Decrease in Prices of Antiretroviral Drugs for Devel-
oping Countries: From Political ‘Philanthropy’ to Regulated Markets,” in Agence nationale de
recherches sur le SIDA (ANRS), Economics of AIDS and Access to HIV/AIDS Care in Devel-
oping Countries: Issues and Challenges (France, 2003), 169–211.

76 ’t Hoen et al., “Driving a Decade of Change.”
77 For a detailed treatment of the topic, see Nicoli Nattrass, TheMoral Economy of AIDS in

South Africa (Cambridge, U.K., 2004).
78 See S. S. Abdool Karim and Q. Abdool Karim, eds., HIV/AIDS in South Africa (Cam-

bridge, U.K., 2010).
79Naomi A. Bass, “Implications of the TRIPS Agreement for Developing Countries: Phar-

maceutical Patent Laws in Brazil and South Africa in the 21st Century,” George Washington
International Law Review 34 (2002): 191.

80 Amir Attaran and Lee Gillespie-White, “Do Patents for Antiretroviral Drugs Constrain
Access to AIDS Treatment in Africa?,” JAMA 286, no. 15 (2001): 1886–92.

81 There are numerous studies on TAC and its role in HIV drug access. See, for example,
Mandisa Mbali, “The Treatment Action Campaign and the History of Rights-Based, Patient-
Driven HIV/AIDS Activism in South Africa,” in Democratising Development: The Politics of
Socio-Economic Rights in South Africa, ed. Peris Jones and Kristian Stokke (Leiden, 2005),
213–43; Mbali, “TAC in the History of Patient-Driven AIDS Activism: The Case for Historiciz-
ing South Africa’s New Social Movements,” in ChallengingHegemony: Social Movements and
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(including Cipla), TAC created a major international campaign for the
cause and painted big pharma as the culprits.82 The effort gained
momentum with support from activist groups in Europe. The pressure
on pharmaceutical companies to lower prices was tremendous, and
Cipla benefited fully from it.

Cipla was also lobbying the government of South Africa, indepen-
dent of the TAC case, to allocate to it a compulsory license (a process
by which Cipla could sell the drugs even though it did not have the
patent), arguing that quality drugs were not being made available to
the population at affordable prices.83 Cipla had the advantage of not
just being a generic company with lowR&D costs but alsomanufacturing
in India with low production costs. Hamied had also famously remarked
that he was not interested inmakingmoney on the backs of HIV patients,
so he was able to argue that a compulsory license was intended to benefit
the patients and not the company. The stipulation of the license was that
the government of South Africa would allow Cipla tomake and distribute
the HIV cocktail despite not having any IP ownership of the drugs. The
discussions between the government of South Africa and Cipla became
public in the same week that national protests against high prices for
HIV drugs erupted across the country.84 Cipla and other companies
argued for an exclusive import license and created a significant public
campaign for which Cipla paid.. Eventually, under public pressure, the
large pharmaceutical companies withdrew their challenge and made it
possible for Cipla to export its drug cocktail to South Africa.85 While

the Quest for a NewHumanism in Post-Apartheid South Africa, ed. Nigel C. Gibson (Trenton,
NJ, 2006), 129–55; Steven Robins, “From ‘Rights’ to ‘Ritual’: AIDS Activism in South Africa,”
American Anthropologist 108, no. 2 (2006): 312–23; and Karim and Karim, HIV/AIDS in
South Africa.

82 For detailed notes on the case, see Mark Heywood, “South Africa’s Treatment Action
Campaign: Combining Law and Social Mobilization to Realize the Right to Health,” Journal
of Human Rights Practice 1, no. 1 (2009): 14–36; Steven Friedman and Shauna Mottiar, “A
Rewarding Engagement? The Treatment Action Campaign and the Politics of HIV/AIDS,” Pol-
itics & Society 33, no. 4 (2005): 511–65; and Friedman and Mottiar, A Moral to the Tale: The
Treatment Action Campaign and the Politics of HIV/AIDS (Durban, 2004).

83 Jonathan Michael Berger, “Litigation Strategies to Gain Access to Treatment for HIV/
AIDS: The Case of South Africa’s Treatment Action Campaign,” Wisconsin International
Law Journal 20, no. 3 (2002): 595–610.

84 For details, see “Cipla Tests South African Government with Compulsory License
Request” (KHN Morning Briefing, Kaiser Health News, 12 Mar. 2001), https://khn.org/
morning-breakout/dr00003332/.

85 The protests got worldwide attention, including newspaper coverage in the United
States, the United Kingdom, Germany, and South Africa in the first week of March 2001.
For an example, see Ravi Nessman and Andrea Babbington, “Protest in Britain as Drug Com-
panies Sue South African Government,” Independent, 5 Mar. 2001.
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Cipla and Ranbaxy Laboratories benefited tremendously, this success
was largely due to the international campaign and the legal challenge
mounted by TAC and the subsequent civil disobedience movement
created at the local and national levels by TAC and its partners.

Cipla used the court ruling to its advantage and by 2003 had regis-
tered five different drugs in South Africa and was providing HIV medi-
cines in more than thirty-five countries. Cipla found willing buyers
from two new international bodies with significant resources. One was
the Global Fund (also known as the Global Fund to Fight AIDS, Tuber-
culosis, and Malaria), which by 2003 had committed US$4.7 billion to
fight HIV/AIDS, malaria, and TB.86 The second was the President’s
Emergency Plan for AIDS Relief (PEPFAR), which had an authorized
budget of US$15 billion over a five-year period (2004 to 2008).87

Resources from these two organizations allowed national programs to
procure large quantities (worth approximately US$189 million) of
Cipla drugs.88

The expansion to low- and middle-income countries was a center-
piece of Hamied’s business model, rooted in a sense of self-reliance
and nationalism. He argued that both low cost and high quality were pos-
sible in former European colonies.89 He certainly was not the only one
making the case that drugs made in India were making it possible for
Africans with HIV to survive, and Cipla was not the only company oper-
ating in Africa (in 2001, Zydus Cadila, Aurobindo, and Sun Pharmaceu-
ticals were also operating in South Africa), but Cipla and Hamied
continued to get the lion’s share of the limelight. Cipla also continued
to enjoy a better reputation during that period than its competitors,
including Ranbaxy, which had to withdraw seven of its HIV drugs in
2004 because of quality inconsistencies.90

86Ashwin Vasan, David Hoos, Joia S. Mukherjee, Paul E. Farmer, Allan G. Rosenfield, and
Joseph H. Perriëns, “The Pricing and Procurement of Antiretroviral Drugs: An Observational
Study of Data from the Global Fund,” Bulletin of the World Health Organization 84 (2006):
393–98.

87Wafaa M. El-Sadr, Charles B. Holmes, Peter Mugyenyi, Harsha Thirumurthy, Tedd
Ellerbrock, Robert Ferris, Ian Sanne, et al., “Scale-Up of HIV Treatment through PEPFAR:
A Historic Public Health Achievement,” Journal of Acquired Immune Deficiency Syndromes
60, no. S3 (2012): S96.

88 For the announcement, see Ramnath Subbu, “Cipla Wins $189 m Global Fund Tender
for AIDS Drugs,” The Hindu, 13 Feb. 2015.

89 Cipla registered several of its HIV drugs in South Africa in September 2003. See “Cipla
Registers Five Anti-AIDS Drugs in South Africa,” Economic Times (Mumbai), 22 Sept. 2003.

90On the issues associated with Ranbaxy, see Fiona Fleck, “Ranbaxy Withdraws All Its
AIDS Drugs from WHO List,” BMJ 329, no. 7476 (2004): 1205; and Katherine Eban, Bottle
of Lies: The Inside Story of the Generic Drug Boom (New York, 2019).
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Post-HIV Global Growth

In 2003 Cipla’s annual revenues were approximately $350million.91

Over the next fourteen years, its annual revenues increased five-fold.92

Since 2001, Cipla, one of the three largest pharmaceutical companies
in India, has seenmajor growth in various parts of the world, particularly
in Africa and, more recently, Latin America. In 2004, Cipla entered an
agreement with the government of Uganda and created a new venture,
called Cipla Quality Chemical Industries Limited (CQCI), which includes
its first production facility outside of India.93 The focus of this venture,
the first of its kind in East Africa, was HIV and malaria. The Cipla
plant eventually earned WHO certification, a distinction that no other
manufacturing plant in Africa has achieved. However, this has come at
a significant cost because of a lack of local capacity and the large
number of Cipla employees who shuttle back and forth between India
and Uganda. This cost is partially paid by tax incentives by the govern-
ment of Uganda, but long-term sustainability remains a concern owing
to limited technical capacity and challenges associated with education
quality.

For Cipla, the term “quality” in the name “Cipla Quality Chemical
Industries” was critical to its message and branding in a new market.94

Beyond Uganda, Cipla maintains its strong presence in South Africa
that dates back to the early days of HIV. Cipla is now the largest manu-
facturer of drugs in South Africa and the largest supplier of antimalarials
in Africa.95 At the same time, Cipla has reorganized its internal quality
structure in several iterations. In 2001, it created an independent unit

91 Cipla Limited, Cipla Sixty-Seventh Annual Report 2002–2003, https://www.cipla.com/
sites/default/files/1442820175_Sixty-Seventh-Annual-Report-2002-2003_0.pdf.

92Hamied interview.
93 Cipla Quality Chemical Industries Limited (CQCIL) started in 2004. See Moses

Mulumba and Rangarirai Machemedze, “Addressing Bottlenecks to Local Production of Med-
icines: Issues for International Cooperation in East and Southern Africa,” Journal of Health
Diplomacy 1, no. 3 (2015). On quality management at CQCIL see Christian Murungi, “Total
Quality Management and Competitive Advantage of Pharmaceutical Industries in Uganda:
A Case Study of Cipla Quality Chemical Industries Limited” (MBA dissertation, Nkumba Uni-
versity, 2018); for Hamied’s keynote, see Y. K. Hamied, “Address by Dr. Y. K. Hamied, Chair-
man,”Eighty-First Annual GeneralMeeting, Cipla, 11 Aug. 2017, https://www.cipla.com/sites/
default/files/2019-01/Address%20by%20Dr.%20Y.K.%20Hamied%2C%20Chairman%20-%
2081st%20AGM_0.pdf.

94 See “Quality Chemicals Marks 10 Years in Uganda,” New Vision Uganda, 11 Oct. 2017,
https://www.newvision.co.ug/new_vision/news/1463399/quality-chemicals-marks-uganda.

95 For details on Cipla’s activity in East Africa, see Company Profile of Cipla Quality Chem-
icals Ltd. Uganda “https://africanfinancials.com/company/ug-cipla/”]. For company informa-
tion, see “Mission, Vision & Values,” Cipla website, accessed 7 Dec. 2020, https://ciplaqcil.co.
ug/about-us#mission. See also W. O. Wanyanga, Sarah Vugigi, and Frankline Keter, “Improv-
ing Access to Essential Medicines through Public-Private Partnerships in East Africa” (Policy
Brief No. 10, Scinnovent Center, Nairobi, 2020).
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to coordinate quality control at all plants andmanufacturing sites, called
the Quality Council. The council, which is a team that includes heads of
quality control at each production site, meets everymonth and reports to
the overall head of QC. This council includes not only members of the QC
team but also the head of manufacturing and supply chain. Cipla has
created a hundred-point quality scale for all its manufacturing sites
that is reviewed quarterly by the head of QC. There is also a quarterly
quality review with the CEO, who still takes an interest in issues of
quality.96 Cipla has started a quality academy and created a Cipla insti-
tute for quality called Gurukul (meaning a traditional residence school or
a learning academy) in the Indian city of Indore in 2018.97 The vision is
that all Cipla manufacturing unit technicians will eventually be gradu-
ates of this academy. The emphasis on technology has remained a
staple of Cipla’s quality control efforts, with nearly half of the annual
QC budget spent on equipment acquisition and maintenance. It is esti-
mated that in addition to the cost of quality control and quality assurance
(which is in the tens of millions of dollars annually) Cipla annually
spends upwards of at least $5 million on adding new staff, new equip-
ment, and new training.98

Despite its enormous growth in Africa, new markets in Latin
America, and acquisition of InvaGen in the United States, Cipla’s
approach has focused largely on its Indian manufacturing plants and
its Indianworkforce that is trained to work within India and elsewhere.99

Nearly all training for QA staff happens in India, which adds a substan-
tial cost for staff working at African plants. Company leaders in Africa
and Latin America agree that Cipla has a reputation for high-quality
products but note that this emphasis on quality means its production
is slow relative to that of its competitors. At times, Cipla has been
unable to meet large international demands owing to its longer produc-
tion time.100 The company’s current market performance and reputation
are based on its ability to make generics, particularly for low-income
markets. As it starts tomove into more complex biological drugs for non-
communicable diseases (particularly cancer) it remains unclear how the
existing model will perform.101

96 Pathak interview.
97 For information see Cipla, Health Care with a Purpose: Cipla Limited Annual Report

2018–19 (Mumbai, n.d.), https://www.cipla.com/sites/default/files/Cipla%20AR%202018-
19-2.pdf.

98 Pathak interview.
99 Cipla acquired 100 percent of InvaGen in 2015.
100 Anant Atal (head of Cipla Latin America, based in Colombia), interview by Muhammed

H. Zaman, May 2017.
101 In 2017, Cipla and Pfizer agreed on a plan to improve access to sixteen chemotherapeutic

drugs for cancer. See Donald G. McNeil, “As Cancer Tears through Africa, Drug Makers Draw
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Conclusion

This article has sought to explain how the Indian pharmaceutical
company Cipla developed the quality control technology that lay at the
heart of its endeavor to manufacture affordable generic drugs. These
drugs were instrumental in combating the AIDS epidemic of the early
2000s. While developing and sustaining quality is a complex process,
and requires coordination and contributions from individuals and insti-
tutions over long periods of time, this analysis suggests that three funda-
mental pillars within Cipla provided the platform for the company to
make the quality argument to its consumers and international regula-
tors. While some of these factors were similar to other businesses in
India, such as the Tata Group, and some have been seen in other phar-
maceutical companies in India, the combination of these three compo-
nents, along with decisive action at opportune times, provided Cipla a
unique advantage.

First, it was important to create an internal mechanism that worked
despite a void of regulatory infrastructure in the environment that oth-
erwise prevented the independent ratification of quality. This mecha-
nism evolved through iterative experimentation and the incorporation
of technology. While it is important to note that there have been discus-
sions and often serious concerns about the safety and reliability of
generic products in Africa, Cipla by and large maintained a strong repu-
tation for reliable formulation and production.102

Second, Cipla took advantage of exogeneous opportunities that came
from global events. In particular, the HIV crisis in Africa, arguably the
biggest global health challenge of the last four decades, enabled Cipla
to internationalize its brand and argue that safety and efficacy could
be provided at accessible prices. This improved the company’s image
and unlocked new business opportunities in markets in Africa and
beyond.

Finally, perhaps the factor that most sets Cipla apart from other
generic drug manufacturers is the connection of its founders (first

Up a Battle Plan,” New York Times, 7 Oct. 2017; and “American Cancer Society and Clinton
Health Access Initiative Announce Collaborations with Pfizer and Cipla to Increase Access
to Lifesaving Cancer Treatment in Africa,” press release, 20 June 2017, American Cancer
Society Pressroom, http://pressroom.cancer.org/2017-06-20-American-Cancer-Society-and-
Clinton-Health-Access-Initiative-Announce-Collaborations-with-Pfizer-and-Cipla-to-Increase-
Access-to-Lifesaving-Cancer-Treatment-in-Africa.

102 In general, Cipla has maintained a strong reputation of quality among Indian pharma-
ceutical manufacturers (e.g., Eban’s book Bottle of Lies discusses this in detail); however, there
have been some reports of warnings by Indian regulators. See Prabha Raghavan, “Bad Medi-
cine! Pfizer, Cipla, DRL, Other 63 Drug Firms Fail Quality Test,” Economic Times (Mumbai),
21 July 2017.
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Khwaja Hamied and then Yusuf Hamied) with the Indian independence
movement and the related drive to economic self-sufficiency of a proud
Indian nation. Along with a conventional corporation’s aims and
objectives, this drive appears to have motivated many of Cipla’s
actions, including its long-term emphasis on quality, despite the
incremental costs incurred in this adherence.

. . .
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