Biopharma strategy needs regulatory focus

IN BUDGET 2026, Finance Minister Nir-
mala Sitharaman announced a plan to
scaleup manufacturingin seven strategic
and frontier sectors, including biopha-
rmaceuticals.The“Strategy for Healthcare
Advancement through Knowledge, Tech-
nology and Innovation” in biopharma
(Biopharma SHAKTT) has an allocation of
¥10,000 crore over the next five years to
build the ecosystem fordomestic produc-
tion ofbiologicsand biosimilars.The strat-
egy has three components—establishing
three National Institutes of Pharmaceu-
tical Education and Research focused on
biopharma; strengthening the Central
Drugs Standard Control Organisation
(CDSCO),thenodalagencyoverseeing reg-
ulations related to medicines, to meet
global standards and approval timefra-
mes;and creatinga network of over 1,000
accredited clinical trial sites in India.

The strategy assumes great signifi-
cance when biopharma (large molecule
drugs)is gaining market shareatan accel-
erated pace.In theglobal market, the share
of biologics increased from 31%in 2018
to42% in 2023 and is projected to outp-
ace smallmoleculedrugs (chemical-based
drugs) by 2027.As biopharma products
provide effective treatment for complex
diseases like cancer,besides autoimmune
diseases and rare genetic conditions,
building up a sound production ecosys-
temin Indiais critical forits public health
security and for taking advantage of em-
erging opportunities in the global market.

As regulations play an important role
inthegrowth of thissector,the Budgetap-
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tlyincludesthe CDSCOas one ofthe com-
ponents of the strategy. There are three
areas ofregulationswheretheimmediate
attention of policymakers is required.
One,waiving off the comparative effic-
acy dataandanimal testing requirements.
Compared to generic medicines,biosimi-
lars require substantially more data for
market approval. While generics are app-
roved based on pharma equivalence and
bioequivalence data, biosi-
milars follow a totality-of-
evidence approach requir-

A sound production

parative efficacy data. Countries are also
doing away with animal study require-
mentsastherearealternatives suchasAl-
based computational models to generate
such data. Last year, the USFDA issued a
draft guideline stating comparative effic-
acy studies may not be required for biosi-
milar nod. It has also announced plans to
doawaywithanimal studyrequirements.

The CDSCOisgraduallymovingin this
direction. It issued a draft
guidelinein May 2025 toin-
vite comments on a propo-
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higher prices. According to
data published by the Gen-
ericsand Biosimilars Initiative,whileapp-
roval of generics costs $2-5 million, takes
two-three years and involves 20-50 pat-
ients,biosimilarapprovaltakes $100-200
million, eight-10years,and 500 patients.

Now with the emergence of advanced
analytical technologies, leading regula-
tory regimes such as the European Medi-
cinesAgency, US Foodand DrugAdminis-
tration (USFDA),and Health Canada are
waiving off manyofthese datageneration
requirements, making biosimilar develo-
pment more competitive.In 2023,Health
Canadaapproved Samsung Bioepis’s bio-
similar Pyzchiva without requiring com-

ulations as it has not fully
waived off animal testing
requirements. It also suggests clinical tri-
als would be waived off when sufficient
evidence of biosimilarity exists, but what
is sufficient evidence is left to the regula-
tor’s discretion. The proposed regulation
must be formalised early, incorporating
thescientificprinciplesbehind regulatory
innovations in leading regimes and min-
imising regulatory discretion for a more
predictableand efficientapproval process.

Two, streamlining the implementa-
tion of clinical trial regulation. Regulati-
ons concerning clinical trials,whichacco-
unt for about 40% of the pharma R&D
budget and take three-sixyears,requirean
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overhaul in their implementation. The
New Drugsand Clinical Trial Rules, 2019,
wereintroducedwith the objective ofadd-
ressing malpracticesin clinical trialsin In-
dia. However, some critical lacunae in
implementation have been pointed out,
includinglack of coordinationamongthe
three-tier committee system, ultimately
resultingin Indialosingitsappeal for clin-
icaltrials.India’ssharein clinical trials has
fallen from 11%in 2019 to 3% in 2025.
Some of the leading innovative pharma
firms have shifted their clinical trials out
of India forreasons thatinclude concerns
over theimplementation of regulations.

Three, integrating Al into clinical tri-
als.Al has increasingly been used in drug
discoveryand development,includingthe
clinical trials phase. Patient data is critical
for developing Al models required for the
pharma industry.Access to this data will
also make clinical trials smoother, espe-
ciallyin identifying the right individuals.
The Digital Personal Data Protection Act,
2023, mandates anonymisation of per-
sonal health data,a necessarystep for pri-
vacy protection but one that adds short-
term costs.Although India generatesvast
quantities of health-related data,much of
it remains siloed and inaccessible, limit-
ing its utility for Al-driven drug discovery
and development.

The Budget has identified biopharma
as one of the strategic sectors and laid
down a strategy for its transformation.
There are a few areas of regulations that
require the immediate attention of poli-
cymakers to make the strategywork well.



