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India’s life sciences boom is shifting from a pure growth story to a test of risk architecture. As companies expand
into regulated global markets, they import stricter oversight and liability exposure—making governance,
compliance, and resilience as critical as scale in defining the sector’s next winners.
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India’s life sciences story is no longer a “growth narrative” — it is increasingly a risk-architecture narrative. Hyderabad and
Bengaluru are scaling R&D platforms. Gujarat, Telangana, Maharashtra, and Himachal continue to industrialise
manufacturing depth. Exports to regulated markets are rising, and Indian companies are moving up the value chain: complex
generics, injectables, biologics, specialty APIs, and increasingly, contract development and manufacturing (CDMO).

But there is an under-discussed second-order effect: as Indian pharma and biotech expand into the US and EU, they don’t
just export products, they import jurisdiction — and with it, a new kind of risk economy.

Compliance scrutiny is becoming balance-sheet risk

In regulated markets, quality and compliance are not operational hygiene; they are license-to-revenue conditions. Regulators
can effectively pause capacity through import actions, warning letters, and heightened surveillance. The U.S. FDA'’s
inspection regime is built to surface “objectionable conditions” through inspectional observations (Form 483), which feed
compliance escalation pathways. That's the key shift Indian leadership teams must internalise: regulatory outcomes have
become capital outcomes.
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A material regulatory adverse finding doesn’t stay inside a plant boundary. It quickly becomes:

Supply disruption (and customer contractual penalties),
Remediation capex and consultant-heavy quality rebuilds,
Pricing and launch delays,

And, increasingly, governance fallout at board level.

This is why the “risk conversation” is evolving from QA/QC and regulatory affairs into the CFO and boardroom.
CY2025 signals: enforcement is not theoretical

If you want a clean indicator that scrutiny is real, look at the public record of FDA warning letters for India-linked facilities
across calendar 2025. In 2025 alone, FDA issued multiple drug-related warning letters to India-based manufacturers and
associated entities — including, among others, Granules India (Feb 2025), Glenmark Pharmaceuticals (Jul 2025), Amneal’s
India facility (Aug 2025), Hikal (Aug 2025), Somerset Therapeutics (Sep 2025), Macsen Drugs (Mar 2025), and Mentha &
Allied Products (Apr 2025).

This isn’t “naming and shaming.” It is acknowledging an executive reality: regulated-market exposure is now inseparable from
compliance optics, and enforcement footprints are increasingly visible and searchable.

A very mini micro-case: why one plant issue becomes an enterprise issue

Consider the practical chain reaction in a typical enforcement trajectory. In the Granules India warning letter, FDA cites
CGMP issues observed during inspection and escalates expectations on corrective action.

Even if the initial trigger is technical (cleaning, maintenance, contamination controls, documentation discipline), the
downstream impact is enterprise-wide:

customers re-evaluate supplier risk,

counterparties tighten quality agreements and audit rights,

banks and investors ask governance questions,

and leadership time gets consumed by remediation and communications.

This is what | mean by a new risk economy: the cost is not just compliance remediation — it is capital friction.
Product liability has globalised faster than risk governance
The second leg of this new risk economy is product liability and cross-border litigation.

In the US, litigation is not merely a legal event; it is a financial system — plaintiff law firms, class action mechanics, discovery
burdens, expert-driven causation battles, and (in some cases) punitive damages dynamics. In the EU, strict liability
frameworks and enforcement expectations can be unforgiving.

For Indian exporters, a quality event can cascade into:

recall costs (including reverse logistics, destruction, and replacement),

third-party bodily injury/property damage claims (rare, but catastrophic when they occur),
contractual indemnities between CDMOs, brand owners, distributors, and logistics providers,
and reputational devaluation that persists longer than the CAPA.

This is exactly where the insurance conversation changes: the objective is not “buy a policy.” The objective is to engineer a
defensible loss architecture.

D&O: the governance multiplier nobody wants to price honestly

Once the industry accepts that regulatory actions can move earnings, the next step is obvious: Directors and Officers (D&O)
exposure rises.

When compliance issues surface, markets and shareholders ask predictable questions:

¢ Did the board have adequate visibility?



e Were risks disclosed appropriately?
e Were quality systems underfunded relative to growth ambition?
* Was management’s narrative consistent with reality?

This is not a moral judgement — it is how modern capital markets metabolise risk. The consequence is that D&O has moved
from being a “public company hygiene cover” to being a strategic governance instrument, especially as Indian pharma firms
scale US/EU revenue and investor scrutiny.

Trade credit and supply chain: receivables are leverage disguised as revenue

Export-led growth creates a quieter concentration risk: receivables dependence. When buyers are concentrated, and
shipments are high-value, working capital becomes an implicit bet on counterparty stability and smooth cross-border
clearance. Trade credit insurance is increasingly relevant not only as protection against insolvency, but as a liquidity
stabiliser—particularly when regulatory friction can delay shipments, trigger disputes, or create temporary import disruption.

Clinical trials, bioequivalence, and the “research risk” layer

Life sciences growth is also shifting India deeper into research-heavy domains—bioequivalence work, clinical trials, data
handling, and outsourced lab ecosystems. FDA warning letters are not restricted to factories; they can extend into
clinical/research conduct environments where governance and data integrity are central.

As India scales innovation velocity, the risk stack broadens:

human subject / trial liability,

protocol deviations and ethics scrutiny,

IP disputes,

and technology transfer liabilities that sit between commercial and scientific domains.

ESG touchpoint: environmental compliance is moving from “reputation” to “restriction”
Two ESG vectors now matter in a hard, non-theoretical way.

First, effluent discharge and environmental compliance: pharmaceutical manufacturing has real environmental
externalities, and regulators (and communities) are increasingly intolerant of lapses.

Second, carbon disclosure and climate risk: not because it is fashionable, but because global buyers, lenders, and
investors are embedding climate and sustainability representations into contracts and financing.

As an industry, we should be intellectually honest: India’s manufacturing scale has outpaced the uniform maturity of
compliance ecosystems. Even India’s own regulatory tightening cycles in areas like contaminated syrups show how quickly
the narrative can shift from “growth” to “trust repair” when quality fails.

What structured risk looks like in the new risk economy

This is where the conversation becomes constructive. In our work at EDME Insurance Brokers Ltd., the most resilient life
sciences organisations are not those that buy the most insurance — they are the ones that structure risk like infrastructure.

Practically, that means:

e Global liability towers designed for US/EU jurisdiction sensitivity (limits, defense strategy, and consistent claims
protocols).

e Product recall programmes that treat recall as a logistics-and-communications event, not just a legal event.

e D&O programmes aligned to real securities and governance exposure, not last year's pricing comfort.

e Trade credit insurance used intelligently for receivables concentration and liquidity continuity.

e Captive strategies explored as strategic risk capital—with one caution: captives don’t eliminate loss; they formalise it,
and they only work when governance, data, and actuarial discipline are real.

The conclusion India’s life sciences leaders should sit with



India has mastered scale. The next decade will test whether it can master risk architecture at scale. The winners in this cycle
will not be defined only by cost competitiveness or capacity. They will be defined by the ability to operate under relentless
scrutiny, withstand cross-border liability shocks, and reassure capital markets that governance is not trailing growth. That is
the new risk economy forming underneath India’s life sciences boom.
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