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A major producer and exporter of formulated, low-cost generic pharmaceuticals, India increased its exports to major
markets during 2011-17, including sub-Saharan Africa (SSA) and the United States. India is also taking steps to
produce more innovative pharmaceuticals through such measures as accessing U.S. technology through mergers,
acquisitions, and licensing, and by also adding and expanding production and other facilities in the United States.

India’s Trade Flows and Major Export Market Characteristics Figure 1. India's export markets for formulated
India imports substantial volumes of bulk active pharmaceutical products, 2017 Total: $11.5 billion
ingredients, largely from China, and formulates them into consumer
dosage-form products.” India’s global exports of formulated
products (Harmonized System 3004) in 2017 totaled $11.5 billion,
and were shipped mainly to the United States, sub-Saharan Africa
(SSA), and the European Union (EU-28) (figures 1 and 2).
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Despite export growth, quality/safety concerns likely tempered India’s exports to these markets. For example, Indian
firms received about 46 warning letters related to good manufacturing practices from the U.S. Food and Drug
Administration (FDA) during 2013-17;° warning letters are issued for “violations of regulatory significance.”” In SSA,
concerns have been raised that India sends lower quality products to Africa, as well as counterfeit products.® Further,
the EU banned 700 generic products from India in 2015; French and German regulatory agencies addressed the
manufacturing practices of two Indian companies in 2016.°

! Singh, “India's Pharmaceutical Prescription is Unhealthy,” Nikkei Asian Review, November 12, 2017.
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Investment flows

A review of 55 projects involving Indian companies during 2009-17 reveals that Indian outbound pharma investment
flows to their main markets (the United States, SSA, and the EU-28) have been shifting from strategic alliances (SA)
towards mergers and acquisitions (M&A) and the development of new/expanded Indian greenfield facilities in the
United States (figure 3).'° Looking at just M&A activity, the review also shows that Indian companies accounted for a
large share of acquisitions in recent years (figure 4).™ Sources attribute the increased Indian M&A and greenfield

activity, in part, to long-term strategic positioning and Indian companies’ “strong cash flows, low leverage, and high
debt capacity.”™

Figure 3. M&A, SA, and US greenfield activity within India’s Figure 4. India's M&A activity, 2011-17 (the first entity listed in
pharmaceutical industry, 2009-17 each pair indicates the acquiring company's nationality)
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Source: Both compiled from IBEF, “Pharmaceuticals,” January 2018; fDi Intelligence, from the Financial Times Ltd., 2018; and other sources.

Factors spurring Indian investment in the United States include: (1) the large U.S. generics market and its potential
for expansion given the expiration of U.S. patents on about $55 billion of products during 2017-20; (2) access to U.S.
firms’ best practices in complying with FDA requirements; (3) entry into market segments requiring U.S. production
(e.g., controlled pharmaceuticals); and (4) expanded access to innovative pharmaceutical products developed and
manufactured by the U.S. industry. Although quality problems are still reported,* new products are emerging from
Indian-U.S. collaborations. For example, Mylan announced in December 2017 that the FDA had just approved a new
pharmaceutical—a biosimilar to treat certain cancers—developed during its 8-year collaboration with Biocon.™
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Investopedia, January 20, 2017; Abdallah, “Why Big Drug Firms are Seeking New Markets in Africa,” The East African, July 30, 2016; EMIS, “Sub-Saharan
Africa: In Sickness and In Health, n.d.; Ashley, “Center for Drug Evaluation and Research -Compliance Central with FDA Center Compliance Directors: Part 1,”
FDA, Presentation at 2017 FDLI Enforcement, Litigation, and Compliance Conference: For the Drug, Device, Food, and Tobacco Industries, December 6, 2017.
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“India’s Generic Drug Manufacturers: Poised for Continued Growth,” February 29, 2016; Summerfield, “M&A in the
Pharmaceutical Sector,” Financier Worldwide Magazine, December 2014.
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