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Data Exclusivity Latest News

e The Union government is exploring the introduction of data exclusivity in the pharmaceutical sector, raising
concerns about delayed access to affordable generic medicines and the future of India’s generics-driven drug

industry.

Understanding Data Exclusivity

e When a pharmaceutical company develops a new drug, it must submit extensive clinical trial data to the
drug regulator to prove the medicine’s safety and effectiveness.

e Traditionally, once a drug’s patent period ends, other manufacturers are allowed to produce generic versions
using abbreviated approval processes based on bioequivalence studies.

e Data exclusivity changes this system. It grants the innovator company exclusive rights over its clinical trial

data for a fixed period.
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e During this time, regulators are not allowed to rely on this data to approve generic versions, even if the
patent has expired.

e As a result, generic manufacturers must either wait for the exclusivity period to end or conduct their own
costly clinical trials.

e This protection works alongside patents, but it is distinct from them. While patents protect the invention,

data exclusivity protects the underlying test data.

India’s Pharmaceutical Model and the Role of Generics

e India’s pharmaceutical sector is globally known for its generic drug manufacturing capacity.
e Nearly 90% of Indian pharmaceutical companies focus on generics rather than on developing new molecules.
This model has ensured:
o Affordable medicines for domestic patients
o A strong export presence in developing countries
o India’s reputation as the “pharmacy of the Global South”
e Crucially, India’s drug laws currently do not provide data exclusivity, which allows generic companies to

enter the market immediately after patent expiry.

Government’s Current Approach

e According to the report, the government has recently held inter-ministerial and industry-level
consultations involving the Commerce Ministry, the Department for Promotion of Industry and Internal
Trade (DPIIT), the pharmaceuticals department, and the health ministry to examine how data exclusivity
could be implemented.

e The move is reportedly linked to trade negotiations, particularly with the European Free Trade
Association (EFTA), and the expectation that stronger intellectual property protections could attract large-
scale foreign investment.

e However, the Health Ministry has officially stated that there is no proposal from its side to introduce data

exclusivity, indicating divergence within the government.

Impact on Access to Affordable Medicines

e Introducing data exclusivity could have serious consequences for public health and the affordability:
o Delayed entry of generics even after patent expiry
o Higher drug prices due to an extended market monopoly
o Reduced availability of life-saving medicines for low-income populations
e A key concern is that data exclusivity can protect even off-patent drugs, allowing innovator companies to

retain exclusivity beyond the standard 20-year patent term. This can effectively extend monopolies without

fresh innovation.

Implications for India’s Generic Industry

e Experts argue that data exclusivity may weaken India’s generics-led growth model.
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e Since most Indian firms do not invest in original drug discovery, requiring them to conduct full clinical trials
would significantly raise costs and reduce competitiveness.

e It could also undermine patent challenges and compulsory licensing, tools that India has used to balance
innovation with public health needs.

e Past cases, such as court-approved generic production of expensive rare-disease drugs, may become harder

if regulatory approval itself is blocked.

Role of the Drug Regulator

e The Central Drugs Standard Control Organisation (CDSCO) has issued a notice suggesting that current
regulations create an “uneven playing field” between original drug developers and generic manufacturers.

e Critics argue that this framing indirectly supports a data exclusivity-based regulatory approach, without
openly stating so.

e Public health activists have warned that such regulatory incentives could lead to:

o

Evergreening of patents

o

Unnecessary clinical trials

o

Delays in access to cheaper medicines

o

Expansion of monopolies over traditional or existing drugs

Way Forward

e India currently has no international legal obligation to introduce data exclusivity. Any move in this
direction must balance:
o Innovation incentives
o Trade and investment goals
o Public health priorities

o Constitutional commitments to affordable healthcare

Source: IE
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