Affordable,
But Sustalnable

A cheap medicine that isn’t available
doesn’t help anyone. Neither doesa
well-stocked med that patients can’t
afford. Pricing policy must solvefor
both. Gol's move to cap trade mar-
ginson non-scheduled anti-cancer
medicinesat30% has reopened an
important debate.

India has one of the most compre-
hensive drug-pricing frameworks.
The task now is tomake it work
harder. Drugs (Prices Control) Order
(DPCO), 2013, provides multiple
layersof oversight. Essential meds
are subjectto gwernment—determl

regulation. Across numerous thera-
peutic categories, multiple manufac-
turers offer medicines containing the
same molecule. Competition encou-
rages manufacturingefficiency, price
differentiation and wider availability.
Tthas helped India build a globally
competitive generic medicines
industry But pharma markets arenot
uniform. A widely prescribed generic
with several competing brands
operates differently from a speciali-
sed therapy with limited alternatives.
Applying identical regulatory
measures across these categories
may not produce identical outcomes.
Where competition delivers affor-
dable prices and reliable supply, it
should be preserved. Where specific
products or distribution practices
create unreasonable prices, targeted
intervention isjustified. Competi-
tion and regulation should comple-
ment each other rather than be
treated as competing approaches.
The current debate alsoreguires
clarity on how medicine pricesare
structured. Manufacturer’s selling
price, retailer’s purchase priceand
printed MRP are different. The gap
between these includes margins
earned across thedistribution chain
andshouldn’tautomatically be
treated as manufacturer’s profit. The
focus should be on identifying where

excessive marginsariseand how
they affect patients.

Hospitals also incur costs instoring .

and handling medicines, including
cold storage, staff trainingand
ensuring safe administration. Medi-
cine revenues can also help support -
subsidised treatment for govern-
ment-referred and economically
weaker patients. A uniform margin
cap, without considering these costs,
could affect hospitals’ ability to
provideaﬁbrdahle care, particularly
they expand into tier-2 and -3 cities.
’I‘hesoluﬂnnistmdentlfyingex

 cessivemarginsatspecificpointsin

the supply chain, while accounting
for genuine hospital operating costs.
Greater pricing transparency and
targeted intervention under the
existing regulatory framework can
protect patients withoutaffecting
affordable treatment or healthcare
expansion. Greater transparency
across the supply chain would help
regulators identify excessive margins
and address them where they arise.

" Theexisting framework has shown
that focused intervention can address
affordability concerns. In Feb 2019,
National Pharmaceutical Pricing
Authority (NPPA)
capped trade margins
at30% for42non-

mes sustained? Didthe intervention
affect new launches or supply over
time? These outcomes should inform
future decisions, particularly when
considering whether similar measu-
res should extend to other therapeu-
tic categories. Evidence-based inter-
vention is not weaker regulation, but
more effective.

India’s pharma industry isenteringa
phase where competitiveness will
depend increasingly on complex
generics, biologics, advanced manufac-
turing and innovative therapies. These
capabilities require sustained invest-
ment in research, technology, quality
systems and regulatory compliance.

A predictable pricing environment
supports such investments. This
does not mean protecting excessive
profits. It means ensuring that
affordability measures don't in-
advertently weaken manufacturing
capabilities and reliable supply that
patients depend upon.

India must balance medicine affor-
dability with a sustainable pharma
industry by strengthening its existing
regulatory framework through
greater transparency and targeted,
evidence-based intervention. Priority
should be ensuring patients have
access to quality medicines at reaso-
nable prices, while supporting conti-
nued investment and innovation.

The writer is former MD, Pfizer India
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S For affordableéancer
care, 2o beyond price caps

cation. Accordingto the National HlmnacetmcadedngAmh-
ority, intermediaries between manufacturers and patients —
stockists, distributors, hospital pharmacies, and wholesale

— add an average profit mark-up of around 170 per cent to the
prices of these medicines. Now, the government has capped the

test willbe in making treatment more accessible,
Reglﬂaungtrademargimisnotthesameasconmm:;gpﬂcw
setby manufacturers, The capdoes notapply onlytothe price at
which companies sell medicines to distributors or hospitals, If
thelniﬂalpdoelswohlgh memunentmayremainunaﬂotﬂ-
ableevenafterthetrade margin limit comes into force, Patented
drugs face little competition from generic alternatives, giving
manufacturers greater contro] overtheit prices. The price trajec-
toryofmedlcinesalreadysum:actto caps underlines the limita-
tions of this approach, The monthly cost of ribociclib reportedly
rose from Rs 58,000t0 Rs 78,000, despite the restrictions placed

fxcune:s'pﬂosaMHampa:entre;mungofsalsamdiscuunm.
Atthesamedme,regulaﬂonmustbedesignedmdenfomed
wlthcme.Phannmeshavelegiﬁmatecosts, including those re-
latedtostorageandhandljng.Ablanketapplmchanuddlsmpt
suppliestounde:servedamasandaﬂ‘ectmequamyofmre.mere
arealsofea:smathospitalsmupasoncoststopatlm
meanss.mhashlcreasingmomrems.Pdceconnolneedsmwork
inooncenwithmmr&smmhassmngerpubﬁc-hea!thservioes, ‘
MMMWMmreresemhongmm '



says former National Health Authority chief

Bindu Shajan Perappadan
NEW DELHI

The National Pharmaceuti-
cal Pricing Authority’s
(NPPA) decision to cap
trade margins on 137 anti-
cancer medicines is an im-
portant step towards re-
ducing the financial bur-
den of cancer treatment,
but its success will depend
on whether the savings
reach patients, Indu
Bhushan, healthcare poli-
cy expert and former CEO
of the National Health
Authority, said.
In an exclusive inter-
.view with The Hindu, Dr.
Bhushan said the interven-
tion could substantially re-
duce costs for patients re-
quiring prolonged

treatment. The revised
prices are to take effect
from November 9.

“The immediate priori-
ty should be ensuring that
hospitals and pharmacies

Indu Bhushan

pass these benefits directly
to patients,” he said, stress-
ing that uninterrupted
availability of medicines is
equally important.

The government has in-
troduced the reduction
through trade margin ra-
tionalisation rather than a
direct cut in manufactur-
ers’  prices. Under the
Drugs (Prices Control) Or-
der, 2013, the NPPA has

capped trade margins at
30% of the maximum retail

 price, excluding applicable

GST, for the identified non-

scheduled anti-cancer
medicines. The measure
targets excessive mark-ups
across the distribution and
retail chain.

However, affordability
remains a major challenge.
According to a 2023 study
involving over 12,000 can-
cer patients in India, the
average annual out-of-
pocket expenditure was
approximately ¥3.31 lakh
per patient. Costs vary de-
pending on the type and
stage of cancer, treatment
requirements, and the hos-
pital providing care. Fami-
lies also face' expenses on
travel,
and lost income. ;

India could make can-
cer care more affordable
without ~ compromising
medicine quality or phar-
maceutical innovation by
leveraging generic drugs,
biosimilars and domestic
manufacturing, while en-

* suring that lower prices do

accommodation, -

not weaken manufacturing
and testing standards.

For expensive patented
medicines, Dr. Bhushan
advocates negotiated pric-
es, voluntary licensing
where appropriate, and as-
sessments of the additional
clinical benefit offered by
new treatments.

“The objective is not
simply the cheapest medi-
cine. It is the best health
outcome at a price that pa-
tients and the health sys-
tem can sustain,” he said.

Drawing on his expe- .

rience in implementing Ay-
ushman Bharat-Pradhan
Mantri Jan Arogya Yojana
(PM-JAY), Dr. Bhushan said
financial protection cannot
be achieved through price
regulation alone. Cancer
treatment often extends
over months or years, with
substantial expenditure in-
curred outside hospital ad-
missions on medicines,
diagnostic tests, consulta-

tions, and follow-up care.
Strategic purchasing is
also essential, with treat-
ment packages reflecting
clinical complexity, quali-
ty, and the actual costs of
care. Rates set too low
could discourage good hos-
pitals from participating,
while poorly designed
packages could encourage
unnecessary procedures

or inappropriate -

treatment.

Dr.  Bhushan  also
stressed the need for grea-
ter public investment in
cancer prevention, early
detection, pathology, ra-
diotherapy, and special-
ised cancer centres.

“The ultimate objective
should be straightforward
~ no patient should be de-
nied effective cancer treat-
ment because of an inabili-
ty to pay, and no family
should be pushed into po-
verty because someone
has cancer,” he said.

i

Cancer drug price cuts must reach patients.
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Price cap: Generic cancer drugs

see sharp price cuts, nochange

Anonna Dutt
New Delhi, October 28

TEN DAYS after the govern-
mentcapped thetrade margins
for 137 cancer medicines, the
manufacturers announced
their revised MRP on Tuesday,
whichwill beeffective from No-
vember 9. Of the 543 formula-
tions — different brands and
doses of the 137 selected drugs
— the prices remained un-
changedfor146,wlthamther21
formulations seeing reductions
of lessthan Rs 100, accordingto
the data.

The average change in price
of all the formulations stood at
just over Rs 5,000. The average
reduction remained low despite
a significant dip in prices of
some medicines.

The pricesofall drugsunder
patent, licensing, or other pro-
tection mechanisms, however,
remained unchanged.

Thepriceof commonlyused
patented immunotherapy
medicines such as pembrolizu-
mab (sold as Keytruda by
Merck) —used forthetreatment
of lung cancer, breast cancer
and several otherindications —
remained unchanged at Rs2.16
lakh per100 mgvial. An investi-
gation by The Indian Express
had shown that patients were
unable to afford the drug even
with the help of patient assis-

tance programines.

The price also remained un-
changed for the patented im-
munotherapy drug ribociclib
(Knrxanaoﬂ(isqalibymmﬁs).
for which patients had gone to
the Kerala High Court, urging
the governmentto ensureaffor-
dability. The cost of a pack of21
pills of 200mg strength re-
mainedunchanged atRs24.435.

“Thelist of revised MRP con-
firmsourview thattrademargin
rationalisation is unlikely to af-
fect the prices of patent drugsin
the absence of competition as
seen among generic manufac-
turers,” said K M Gopakumar,
co-convenor of Working Group
on Access to Medicines and
Treatments. Headded that 34of
the 42dmgsthatwerepartofthe
government’s pilot project initi-
ated in 2019 remained on the
current list, “meaning the
measure remained ineffectivein
controllingthe costofthe medi-
cines and making them afford-
able”. In fact, ribociclib was one
of the medicinesthat was partof
the pilot, and yetits monthly
cost rose from Rs 58,000 in2022
toRs78,000in2025.

The data shows that the
highest reductions wereseen in
the chemotherapy medicine
Thiotepa (sold under the Sam-
tepa by Samarth Life Sciences),
for which the price went down
by91% fromRs80,071t0 Rs7150
for a 100mg vial. This was fol-
lowed by the breast cancer im-

for single-source medicines

munotherapy drug Pertuzumab
(Hertumab by Glenmark), for
which the price reduced by 68%
fromRs94,951toR530,593 fora
30mg vial.

While the reductions an-
nounced by the companies
have met the expectations of
the National Pharmaceutical
Pricing Authority, which in its
recent meeting said the reduc-
tionsin the MRP would broadly
be in the range of 20% to 70%,
the MRP of a significant
number of medicines, es-
pecially the most expensive
ones, remain un

Expertssay thatthe pricere-
ductions would be moresignifi-
cant if the margin was capped
over the manufacturing cost or
importing a medicine rather
than the cost at the first point of
sale.Gopa.lunnarhadprevlously
explained that the companies
could manipulate the cost to
wholesalersandstockists. “Take

flated price
say that 1 will give you 500 vials
free, meaningthecompany will
be able to keep the prices artifi-
cially inflated even if they abide
bythe30% margin capping,” he
had previously said.

For patented medicines, |
provisions that exist under the
current Patent law have to be
used to make them affordable,
he added.
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Cancer CareCan Be Cheaper

c'smnnsn
‘Manju Sengar
| .

India records about 1.5 mn new cancer
casesand 0.9mncancerdeathsan-
nually Over70% of patients are diagno-
sed]ateowhlgtoheakhmedispariﬁes
andsodoecommlcbanm

toxicity delays orends treatmentand

gmmﬁnna!povezw Cancer
medicines account for almost 45% of it.

On Oct17, National Pharmaceutical
Pricing Authority (NPPA) capped trade
marginsat 30% on 137 non-scheduled
anti-cancer drugs, effective Nov 9. MRP
can be no more than March 2026 price
to stockist (PTS), or todistributor (PTD)
divided by 0.7. A drugsold to trade at 270
can carry an MRP of at most 2100, plus
GST The order covers every strength,
dosage form and combination, in-
cluding patented drugs.

Patients have long paid MRP un-
related to the price at which the
product entered the market, The 2019
pilot on 42 drugs cut MRPs by up to
90% across 526 brands. Thisround is
broader; including immunotherapies

and targeted agents. A 30% marginon
an expensive molecule is still ex-
pensive. But the cap removes the most
arbitrary part of the priceand helps

Hospitals must monitor MRPs, display
revised prices and report violations to
NPPA. For public hospitals, this is
administrative. For private hospitals

'Ihecapmandmmdtothemanufac-
turer’s own March 2026 PTS/PTD. So,
it trimsdistribution margins, not
manufacturer revenue. Indian com-
panies, whose branded generics often
competed on generous trade margins,
must now compete on quality, reliabi-
lity and tender performance. MNCs
hold many patented products, which

Let it not be astronomical

..... s TR T s

get no exemption. Theeffect will be
limited where margins are modest,
andlargerwhemimpmﬁpassthro-

short-term sourceof friction. So, state

drug controllers must watch for ratio-

ning, hoarding or quiet withdrawal.
National Cancer Grid's (NCG)

trade margin rationalisation. While
the latter narrows the gap between
manufacturers’ pricesand patients’
bills, pooling prioritises quality and
uses aggregated demand tonegotiate
lower prices. The 2019-20 pilot across
23 centres covered 40 drugs worth
715.6 bn at MRP, saving 713.2 bn thro-
ugh discounts averaging 85%. It used
quality-based reserve pricing, firm
volume commitments and a 3-stage
evaluation, with prices fixed for 2 yrs.
NPPA's historic step needs 6 more
steps toensure that costs of cancer
medicines are within reach:
©Standardisation of cancer treatme-
ntacrossIndia toensure appropriate
treatments are prescribed.
@ Evaluate cancer medicines by heal-
th technology assessment to ensure
only cost-effective drugs with mean-

.........

qualityas
the first screening criterion. National-
level negotiation would help bring down
eostsnotjustﬁargewwsandhmahni
lars,b&tﬁorinmvawr ules

ideally at national scale. Common
price ceilings, contracts and specs
would help remote hospitals procure
medicines on the same terms as
metropolitan ones. For effective,
low-cost drugs with limited commer-
cial appeal, reserve prices should
reflect inflation and raw material
costs to ensure adequate supply.
®Same approach is needed for anti-
biotics, as they account for consider-
able cost of supportive care after anti-
cancer treatment.

Pramesh and Sengar are director and
senior oncohematologist, respectively,
Tata Memorial Hospital
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Regulator cuts
prices of 543
anti-cancer
medicines

Bindu S| Perappadan
NEW DELHI

The National Pharmaceuti-
cal Pricing Authority
(NPPA) on Wednesday re-
vised downward the maxi-
mum retail price of 543 an-
ti-cancer medicines of
different brands, effective
November 9.

On October 17, the NPPA
had announced Trade Mar-
gin Rationalisation (TMR)
of 137 non-scheduled anti-
cancer drugs in public in-
terest to address excessive
trade margins, make can-
cer treatment more affor-
dable, and improve access
to anti-cancer medicines.

Meanwhile, Jan Swas-
thya Abhiyan India (JSA In-
dia), an organisation work-

‘ing for accessibility of
medicines, said that con-
trolling trade margins
alone is insufficient. Life-
saving treatment
must be affordable based
on medical need, not a pa-
tient’s ability to pay.

“For example, the re-
ported MRP of one brand
of palbociclib fell from ap-
proximately %40,421 to
¥2,720 per pack, while
thiotepa fell from approxi-

.| mately ¥80,072 to ¥7,150

| per vial. Such drastic re-
ductions raise serious
questions about the pric-
ing practices of pharma-
ceutical companies,” the
group said. '
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"SC Pulls Up Centre Ovér
Soaring Medicine Costs

New Delhi: The Supreme Court on
Tuesday pulled up the government
for allowing steep medicine prices,

fore its eytalfé o

Asking the government to expla-
in why medicines reach patientsat
prices far above what retailers pay
for them, and why the country’s
drug-pricing framework appeared
to work for drug manufacturers
rathertl;anthe“helpleas"paﬁents.
a bench comprising Justices Vik.
ram Nath and Sandeep Mehta said
“the government is allowing all
this to happen”.

Reiterating that the Centre sho-

uld cap trade marginsat 16% of the -

MRP charged on the supply and sa-
leof all drugs, the bench said: “You
areplaying with thelives of peaple.
Don't treat it as commerce, you are
only talking of economic policy
and commerce.”

“When you talk of patients, do
you think with capitalist thin-
king?” asked the court, adding that
India was not a country where the-
re was such a huge amount of soci-
al stability that one expects,

While reserving its decision on

ted prices, the court asked the go-
vernmmtforjusﬂﬂcaﬂmfgram
400% difference on the price that a

retailer pays and the MRP. “Where

doesthemnneygo?Whodoesitbe

-nefit? at is the justification for
saying that this was happening be- thed&?me

in prices,” it asked,
adding: “You are not able to come
up with an answer. We have asked
you 30 times”,

“What does the manufacturer get
out of the differen-

veries of 8,700 crore against phar-
ma firms against the difference
4 ,'- LI :5 ’ on

the government, said the govern

‘ment’s policy was that the entire:

ecosystem should not be brought
under regulatory control.
The Centre is constantly calibra-

tingdrugprices, shesaid. “Indiaal-

ready has one of the lowest prices
in the world. The dichotomy is the-
rewhich we are a d 'Yﬁummlt}-
me to time,” she said. “Your -
bration is too wayward,” the bench

" Cancer Drug Price Cuts Leave

Costly Brands Untouched

Our Bureau

Mumbai: Prices of several wide-
ly used cancer drugs are set to fall
sharply from November 9, follo-
wing a revision by the National
Pharmaceuti Authori-

touched.

The NPPA released a list of 543
anti-cancer drug brands late Ty-

esday evening, detailing the revi-
sedprices. =~

The mmlrle comes amid a Supre-
me Court hearingon petitions see-
king regulation bc;f high-trade
margins charged by hospitals on
medicines. The court has eritici-
sed regulatory agencies, hospitals
and pharma companies
unaffordability of cancer drugs.

On October 17, NPPA released a
list of 137 compounds for which it
said trade would be cap-

margins .
pedatso%.ltalsodimchedoompa- th

nies to fix the maximum retail pri-

ce (MRP) at the first point of sale

for non-scheduled formulations.
The revised list leaves prices of

several patented drugs unchang-
ed. Keytruda 100 mg injections re-
main priced at ¥2,16,500, Imjudo
300 mg injections at 24,17,522 and
Opdyta 100 mg infusions at

S o o
. S| toal -
cations the Centry :

ces, t
sti

thesa.leofessentialdn@atinﬂa-

¥

said, responding to her argument.\ )
. v L]
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‘Economic policy cannot outweigh
citizens' lives: SC on medicine prices

Aaratrika Bhaumik
NEW DELHI

The Supreme Court on
Tuesday said “economic
policy” could not take pre-
cedence over the lives of ci-
tizens as it questioned the
Centre over its approach to
regulating the prices of es-
sential medicines.

A Bench of Justices Vik-
ram Nath and Sandeep
Mehta questioned Addi-
tional = Solicitor-General
Aishwarya Bhati, appear-
ing for the Centre, over the
failure of the National
Pharmaceutical  Pricing
Authority (NPPA) to cap
trade margins on essential
medicines despite con-
cerns over excessive mar-
kups. It also sought to
| know why such a ceiling
had been imposed on cer-
tain anti-cancer drugs only
after the court’s interven-
tion. Earlier this month,

the NPPA, the govern-:

ment’s drug-price regula-

SC questioned the Centre over
its approach to regulating
medicine prices. FILE PHOTO

tor, capped trade margins
on 137 non-scheduled anti-
cancer medicines at 30%
of their maximum retail
price (MRP). The revised
prices are set to take effect
from November 9.

“For so many years,
why were you silent? Sud-
denly, you decided to cap
trade margins of cancer
drugs?... Don’t force us to
ask harsh questions,” the

 Bench remarked.

The oral observations
came during the hearing of
petitions filed by advocate
Kishan Chand Jain and

paediatric surgeon Sanjay
Kulshrestha seeking stric-
ter enforcement of price
controls under the Drugs
(Prices Control) Order,
2013, (DPCO) to curb dis-

proportionate  margins
across the pharmaceutical
supply chain.

Ms. Bhati, however, told
the Bench that “complete
government control” over
essential medicines could
adversely affect the mar-
ket. “We want investments
to also come here... We can
make these interventions
from time to time, but
complete control is not the
answer,” Ms. Bhati
submitted.

The Bench also ques-
tioned why the 16% retailer
margin prescribed under
the DPCO should not apply
to all essential medicines
and sought the basis for
classifying drugs as sche-
duled or non-scheduled.
While scheduled formula-
tions are subject to govern-

ment-fixed price ceilings,
non-scheduled medicines
remain  outside this
framework.

“How do you decide
which medicine is essen-
tial and which is not? Why
should all medicines not
be essential? That is where
the game is... the NPPA
seems to be totally de-
funct,” Justice Mehta
remarked.

Senior advocate Mukul
Rohatgi, appearing for an
association of hospitals,
defended the steep mar-
kups on essential medi-
cines, including anti-can-
cer drugs, contending that
capping’ such margins:
would make hospital oper

missed the contention, re-
marking that patients
could not be subjected to
“dacoity”. It reserved its
order in the matter and
gave the parties two weeks
to file their submissions.




Cap on cancer drug margins
may not lower medical bills

‘Benefit could be limited as patient-assistance programmes have been left out: Experts

SANKET KOUL
New Delhi, 26 October

Cancer patients may not gain
proportionately from the
Centre's decision to cap trade
margins at 30 per cent of the
maximum retail price (MRP)
for 137 anti-cancer drugs.

The concern is on account
of the fact that the patient-
assistance programme (PAP)
has been left out of price cal-
culations.

PAPs are manufacturer-
funded programmes offering
free or discounted medicines
to eligible patients.

The revised prices take
effect on November 9.

“The trade-margin cap is
unlikely to reduce costs for
patients enrolled in PAPs,
because their medicines are
already being provided free or
at heavily discounted rates,”
said Tanvi Singh, medical
oncologist at MOC Cancer
Care, Pusa Road, New Delhi.

She said patients buying
medicines outside PAPs, such
as through hospitals or phar-
macies, would benefit more.

PAPs can reduce expen-
diture by 30-60 per cent for
some expensive immuno-
therapies and targeted
therapies.

Officials told Business
Standard the intervention
could reduce MRPs by 20-70
per cent, depending on the
existing prices, generating
estimated annual savings of
¥2,500 crore.

“PAPs are market-expan-
sion strategies which operate
by providing discounts or buy
and get some free deals”, said

Malini Aisola, co-convenerof ,

the All India Drug Action Net-
work (AIDAN).

She said excluding PAP
volumes understated trade
margins and diluted MRP
reductions. Aisola also ques-

Drug MAT | Indudedin

. (inZar) | NLEM/TMR list
Mycophenolate mofetil* NLEM
Bevacizumab TMR
Nivolumab TMR
Trastuzumab NLEM
Tacrolimus* NLEM
Rituximab : J NLEM
Adalimumab* 23607 1 | NA#
Filgrastim* 2032 j NLEM
Abiraterone acetate 19125 [ 1 TMR
Padlitaxel 18273 1R \ NLEM

MAT: Moving annual turnover, or the rolling sales figure over the last 12
months (until Sept 2026); NLEM: Natianal List of Essential Medicines;
TMR: Trade Margin Rationalisation; *Drugs not primarily used for cancer
treatment only; sales figures may include other inidications; #Not listed in

either NLEM or the TMR list

Source: Pharmarack

tioned the methodology, cal-
ling markups of 42.86 per cent
in direct hospital sales or

shorter supply chains
“extremely liberal”.
According to the notifica-

tion of the National Pharma-
ceutical Pricing Authority
(NPPA), the 30 per cent cap on
the MRP, excluding goods
and services tax, translates

into a 42.86 per cent markup
on the price to a stockist or
distributor (PTS/PTD).

PAP arrangements vary
by manufacturer, distribu-
tor, eligibility and treat-
ment cycle, making their
overall scale difficult to
quantify. Free quantities
supplied under qualifying
PAPs are excluded from

price calculations.

Lack of a fail-safe

The NPPA requires manufac-
turers seeking PAP exemp-
tion to maintain.records on
the identity of the patient,
diagnosis, dosage and medi-
cines received and con-
sumed, alongside
undertakings on accuracy.

“The authority can seek
further detail, conduct audits
orinspections, and verify pro-
grammes through third-party
agencies,” the senior official
quoted above said.

Manufacturers must also
report PTS/PTD and MRP
data through the NPPA's Inte-
grated Pharmaceutical Data-
base Management System
(IPDMS) and submit revised
price information within
seven days of the notification,
even where MRPs remain
unchanged.

In an affidavit before the
Supreme Court, the Centre
acknowledged hospital mark-
ups of 170-700 per cent or
more on anti-cancer drugs
and 100-1,000 per cent or
more on medical consum-
ables. It said it lacked the data
to assess hospital-supply
margins and would need to
compare procurement prices
with patient charges before
considering further controls.

Mandeep Singh Malhotra,
director of surgical oncology
at Delhi’s CK Birla Hospital,
said hospitals and doctors
often facilitated PAP enrol-
ment and administration,
while eligibility and benefits
varied.

“An independent verifica-
tion of sales data, transparent
disclosures and periodic
audits would help ensure the
exemption did not obscure
commercial sales or dilute
intended price reductions,”
he added.

Only three top-selling
drugs covered by new cap
Six of India’s 10 top-selling
anti-neoplastic drugs in the
retail channel are price-
capped under the National
List of Essential Medicines
(NLEM).

According to Pharmarack,
only three top-selling cancer
drugs by moving annual turn-
over (MAT) as of September
2026 — bevacizumab, nivol-
umab and abiraterone acetate
— are covered by the new
trade-margin rationalisation
(TMR) order.

Industry estimates put
hospitals’ share at nearly 70
per cent of cancer-drug sales,
Retail rankings exclude insti-
tutional sales and PAP dis-
tribution. “Margin capping
and price capping are two dif-
ferent things. The former
includes drugs whose MRP
could still be raised by 10 per
cent every year with only the
trade margin being capped,” a
Delhi-based pharma execu-
tive said.

A single 10-millilitre injec-
tion of nivolumab costs ¥1.09
lakh. Its trade margin may be
capped at 30 per cent of the
MRP, but the MRP canstill rise
under the Drug Pricing Con-
trol Order (DPCO).

The exercise follows a 2019
pilot covering 42 non-sched-
uled anti-cancer drugs,
reportedly generating ¥984
crore in annual savings across
526 brands.

Concerns also persist that
hospitals could offset the lost
pharmaceutical margins
through higher admission or
chemotherapy charges. An
executive at an unlisted hospi-
tal chain in the Delhi-National
Capital Region said reducing
one revenue component with-
out addressing underlying
costs would require recalibrat-
ing economics elsewhere.
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Cap on cancer drug margins
may not lower medical bills

Benefitcould be limited as patient-assistance programmes have been left out: Experts

SANKIT KOUL
Piger D, 26 Octisbar

Cancer pathesits may pot giln
proportionately Doy the
Cemtre'sdechslonto cop trade
WArgins o1 30 per cont of the
maximum retall price (MR}
Tor 137 anti-cancer drugs.

‘The concern s on pccount
of the fact that the pallent-
assistance programme (PAIY
has been beft out of price cal
culations.

PAPS sre manufaciume-
funded programmen offering
Tree or diwounted medicines
to eligivle patients,

The revivedd piced take
elfect on Novembur g,

“The trade-mnrgpln cag bs
unlihely 10 reduce cous for
patients enmlied In PAPS,
because thelr medicines are
already being provided frec or
al heavily discounted rates,”
wald Tanvi Singh, medical
oncologist at MOC Cancer
Cate, Puza Road. New Delhl,

She said patlents buying
medicines outsdde PAPy such
s Uhrough hoapitils or phat-
maches, would Benefit nvore.

PAFs can reduce expen-
diture by 30-60 per cent for
wome expensive Immuno-
theraples  and  tnrgeted

therapies.

Olficinls  told  Muesiness
Stamdard the intervention
could reduce MRI™ by 2070
per cent, depending on the
exinting prices, gencraling
estimuated annual sxvings of
12,500 croee.

"PAPs are markel-expan-
skol stralegics which operale
by peoviding discounts ot buy
and get some free deals®, sald
Malini Alsola, co-convener of
the All India Drug Action Nets
work (AIDAN].

She sabd excluding PAP
volumes understated trade
marging and diluied MRP
reductions. Aisola nlso gues-

10 Top-salling

anti-neoplastic drugs

Dy | MAT Inchuded in

| finta) | HLEMITMR st
Mytophenchatemafet?® 4185 NN NLEM
Bavaciunib T A6A7 TR
Nilumab | 16676 I T
Trastunamab | 3035 - NLEM
Tacrolims® | 30106 HLEM
Hitwuimsh U671 NLEM
Adslnuniab® T neor HAR
Filgrastin® | 2000 — WLEM
Absraleecoe acelity | 9175 TR
PackiLue| |8 NLEM

BIAT Moving asetuaf bursair, of the 1oling vles Fgure over D lint
erantha funtd 5000 JETRE NLESE Hatanal Lat of Tuential Meddnes
TR Toady Maopn Bteaditaties: "Urogs ndt pranieily uted Tor cancm
Ueatmant 60ty el igares May e SChit i atang 0ol iutad in

@il HLEM ar the TIAE iat

Geasre Fhaeman s

tioned the methodology, cal-
ling markups of 4286 per cent
In diteet hospital tales of
shorter  supply  chains
“extremely liberal™
According 10 the notlbea-
tloa of the Natlonal Pharma-
ceulleal Pricing  Authority
(NPPAL the Yo percent capon
the MRP, excluding goods
and services tix, translates

Into a 4284 per cenl markop
on the price 1o a stockist or
distributor [PTS/FTDL

PAP artangements vary
by maaufacturer. distribu-
tor, eligibility and treat-
ment cycle, making thelr
overall scale difflcult to
guantily. Frae quantities
supplied under qualifying
PAPs are excluded from

price calculntions,

Lackof afull-saly

The XPPA rugudres manufac-
nirers seeklng PAIY exemp-
tion 10 maintain records on
the Identity of tho patient,
diagnoss, dosage amil med|-
clnes  rocelved and  con-
sumed, wlongside
undeakings on pecuracy.

“The authotlly can ek
further detall, conduct awdine
ot Inspections, ankl verlly pro-
gramimen Huough - praty
agencles,” the senior officlal
quated above sald,

Manulncturors nwa also
repoit FIS/PTD and MRP
datntheavgh the NPPA'S Inte-
grated Phanmaceutical Data-
bawy  Manuagermant  Systom
(rDMS) nnd submit ravised
price  Information  within
sevenl days of the nolification,
even where MRS renwin
unchanged.

In an afhdavic before the
Supreme Court, the Centre
acknowledged hoapital miagk-
ups of 170-700 per cont or
more on antl-cancer drugs
and 100-L000 per cent of
more on medical conaum-
abslen. Pesale i e ked tho data
to  assess  hosplial-supply
margins and would need 1o
compan procunment prices
wilh putlent charges belore
considering further controds,

Mandeep Singh Malhotra,
director of surgical oncology
al Delhi's CK Nirka Hosplial,
sitld hospitals and doctors
often facllitaled PAP enrol-
ment and adminisration,
while eligibility and bencfits
varied,

"An Independent verifica
tion of sales data. transparent
disclosures and periodic
sudits would help ensure the
exemption did not obscure
commercial sales or dilule
intended price reductlons,”
he adided.

Onily three top-sclling
drugs covered by new cap
Six of Indin's 10 10p-selling
antl-neoplastic diugs in the
rutall  channel e price-
cnpped under the Natlonal
List of Esseatinl Mediclnes
(NLEM).

According to Mharmarack,
only three top-selling cancer
drugs by moving anoual lurne
over IMAT) av of September
2026 = bevacizumab. nivol:
wimab and abliateiome acetite
- are covred by the new
trade-margin rationnlisation
IMR ] order,

Industry  estimates gt
boapitals” share at pearly 70
per cent of canoer-diug sales.
Retall rankings exclude Instl-
Tuthonal sales amd PAF dis-
tribution, "Masgin capping
and pesce capplig nre two dif-
ferent things. The former
Includes drugs whote MRD
conld still be ralved by 10 per
cent every year with only the
trade margin belng capped.” a
Delhi-bused pharma execu-
tive sakl.

Aslingie 10l e Injec-
ton of nivolumab costs T1.o9
lakh. lis trade margin may be
capped 0t 30 pee cent of the
MILP, bust the MR can still rise
under the Dyt Priclng Con-
trol Order (DIXCO),

The exercise follows a 2019
pllol covering a2 nog-schud:
uled anti-cancer  druy.
reportedly generating o84
crore Inannual savings acioss
526 briadL

Concerns atso peesist that
hospitals could olfsct the lost
pharmaceutical margins
through higher admission or
chematherapy charges. An
executive at an unlisted hospé-
tal chain in the Delhi- National
Capital Region sald reducing
one revenie cormponent withe
out addressing underlying
couts would reguire recalibral -
Ing econpmics elséwhere,
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Drug prices: overcharging claims of 38447 crore remain unpaid

I DATA POINT ]
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n October 12, the Centre

informed the Supreme

Court that it had decided
to cap trade margins at 30% for |
non-scheduled anti-cancer medi-
cines. A Bench of Justices Vikram
Nath and Sandeep Mehta ques-
tioned why similar restrictions
could not be extended to other
medicines and medical products.
Citing steep differences between
the prices at which products were
supplied and those charged to pa-
tients, the court asked the govern-
ment to work out broader mea-
sures for regulating medicine
prices. The matter is scheduled to
be heard again on October 27.

While high trade margins are
not necessarily illegal, overcharg-
ing beyond regulated prices vio-
lates the Drugs (Prices Control) Or-
ders (DPCO), which governs
medicine pricing in India. Both,
however, raise questions about the
costs borne by patients.

The National Pharmaceutical
Pricing Authority (NPPA), the go-
vernment’s drug-price regulator,
continues to pursue companies ov- |
er past cases of . Alth-
ough established in 1997, the
NPPA’s records cover cases dating
back to 1979. Since certain pricing
violations can attract penalties, as
of March 31, 2026, ¥10,029.8 crore |
had been demanded, including
with interest. Of the total demand-
ed, 1,582.4 crore had been real-
ised, leaving ¥8,447.4 crore out-
standing. The scale of the issue
matters because medicines make
up a significant share of household
hospitalisation costs. According to
the National Statistics Office’s Hou |
sehold Social Consumption:
Health survey, conducted in 2025,
medicine expenditure averaged
¥6.368 per hospitalisation case in
rural areas, out of a total of |
32,884 — nearly one-fifth of the |
cost. In urban areas, the average |
was 6,948 out of ¥6,774, or |
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The outstanding amount accounts for about 84% of the cumulative demand

| about one-seventh (Chart 1).

The outstanding amount is
more than five times the amount
realised and accounts for about
84% of the cumulative demand.
Moreover, these figures cover only
cases in which the NPPA has raised
demands against companies for
overcharging. They do not include
cases that may have gone unde-
tected or have not been pursued
by the regulator. The NPPA's year-
wise data show that the number of
cases has varied considerably bet-
ween 2009-10 and 2025-26. The
highest count in this period was
268 cases in 2015-16, followed by
224 in 2017-18. The number fell to
38in 2020-21 before rising to 148 in
2022-23. In 2025-26, the regulator
recorded 133 cases (Chart 2).

The annual entries after 2009
add up to approximately 5,265
crore in demands, including inter-
est, of which about ¥4,460 crore
remain outstanding. For the pe-
riod before 2009, the NPPA re-
corded 731 cases, with ¥4,764.75
crore demanded and ¥3,987.5
crore outstanding. Outstanding
amounts were highest in 201516,
at ¥,003.3 crore, followed by ¥576
crore in 2017-18. In 202526, 345.1
crore remained outstanding
against a demand of ¥72.2 crore
(Chart 3). Of the total outstanding
amount, more than 35,800 crore is
tied up in litigation. Another ¥200
crore relates to cases referred to
collectors for recovery, while
¥2,369.3 crore remains under pro-
cess (Chart 4).

Importantly, recovering money
from pharmaceutical companies is
distinct from compensating pa-
tients who paid higher prices. Ina
Lok Sabha reply in 2019, the De-
partment of Pharmaceuticals stat-
ed that “there is no mechanism to
compensate the consumers for the
amount overcharged.” However,
the NPPA accepts complaints from
consumers about medicine over-
pricing, shortages, new drugs be-
ing sold without prior price appro-
val, and refusal to supply or sell
medicines. The regulator takes ac-
tion where warranted.

A bitter pill ‘1‘%“"
to swallow *

The data for the charts were
sourced from the National
Pharmaceutical Pricing
Authority (NPPA) and NSS
Report no. 596: Household
Social Consumption: Health
(2025) by the Ministry of
Statistics and Program
Implementation

CHART 3: Amount outstanding and amount realised
against derands raised by the NPPA for each financial year
cohort, from 2009-10 to 2025-26 (2 crore). Recoveries may
occur in years subsequent to the demand

B Amount realised against demand of the year

Bl Amount outstanding

CHART 1: The break-up of average medical expenditure
() (excluding childbirth) per hospitalisation case by its
companent across medical institutions in rural and urban
areas during 2025

MM Package companent Il Doctor/surgeon fee
Diagnostic tests Il Bed charges B Other

N Medicine

When hospitols charged a single package price and households
could not specify expenditure on individual items, the amount
was recorded as a lump sum under the ‘package component!
Since thesa pockages may include medicines, the octual share of
hospitalisation costs spent on medicines could be higher than the
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CHART 2: Number of overcharging cases recarded by the

CHART 4: Break-up of the NPPA's outstanding overcharg-
NPPA each financial year, from 2009-10 to 2025-26

ing dues by status as of March 31, 2026 (2 crore)

NO. OF CASES Under litigation 3
| {
2004 Under process ‘
150
1 | Referred to collector

Pending with BIFR / official liquidator
| 5.5

Note: Consumers can complain to the NPPA through the |
A - Pharma Jan Samadhan portal, the Pharma Sahi Doom mo- |
$° | bile app, the toll-free number 1800-11-1255, or by emailing
» | monitoring-nppa@gov.in.
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