
COMPANIES 3
. <

BHOPAL | TUESDAY, 11 MARCH 2025

AveoPharmasuspectsmisuse
of its drug in some countries
Firmreceived‘stopproduction’orderandshowcausenoticefromCDSCOonFeb24

SOHINI DAS
Mumbai, 10 March

Mumbai-based Aveo
Pharmaceuticals,which
hasbeenunder scrutiny

for exporting drug combinations
of Tapentadol and Carisoprodol,
used as painkillers, under the
brand Tafrodol, said on Monday
that it suspects “possiblemisuse”
of this medicine by local entities
in the importing countries.

The company also clarified
that the “stop production” order
ofFebruary24wasdue tocompli-
ance issuesunder theScheduleM
of theDrugsandCosmeticsRules,
1945, and not due to the combi-
nation product.

Arvind Sharma, managing
director, Aveo Pharmaceuticals,
said it is crucial to clarify that the
“stop production” order is not
because of the combination pro-
duct of Tapentadol and
Carisoprodol but due to some
compliance issues under
Schedule M of the Drugs and
Cosmetics Rules, 1945 that
specifies Good Manufacturing
Practices (GMP) related to prem-
ises & equipment, sanitation &
hygiene, manufacturing prac-
tices, documentation, etc. “We
havealready takencorrectiveand
preventivemeasuressuggestedby
the regulatory authorities and
submitted our reply to them,” he
said.

Sharma went on to add that
they have valid product permis-
sions from the State FDA for
Tafrodol. “These permissions
align with established market
precedentsandapprovalsgranted
to other manufacturers in
Maharashtra and other states of

India,” he added.
On February 24, Aveo

Pharmaceuticals received a “stop
production” order and a show-
cause notice from the CDSCO
(Central Drugs Standard Control
Organization) and State FDA. “As
a result, our factory is closed, and
all pharmaceutical production
has been stopped. We have sub-
mitted a detailed Corrective and
Preventive Action (CAPA) plan to
both authorities, showing our
commitment to all compliances
and regulatory norms. We are
waiting for further instructions
and hope to resume production
soon,” Sharma said.

TheUnionhealthministryhad

said in February that Aveo
Pharmaceuticals has been issued
a“StopActivityOrder”,haltingall
operations on the company’s
premises after a comprehensive
audit by a joint team of the
CDSCOandtheMaharashtrastate
regulatory authority. Following
the audit, the investigation team
seized all raw materials, in-pro-
cess materials, and finished pro-
ducts. “Approximately 13 million
tablets/capsulesand26batchesof
Active Pharmaceutical
Ingredients (APIs) of Tapentadol
and Carisoprodol were detained
to prevent further distribution of
these potentially dangerous
drugs,” the ministry had stated.

Meanwhile, the pharma com-
pany also suspects “misuse” of
Tafrodol in the importing coun-
tries by locals. Sharma said:
“Based on the BBCdocumentary,
we suspect possible misuse of
Tafrodol in the importing coun-
triesby the locals. Theremayalso
be fake brands illegally using our
brand name and design. These
counterfeitproducts couldbedis-
tributed in countries where we
have not exported Tafrodol. To
control the misuse of any drugs
andcheck thecounterfeits, it’s the
responsibility of regulatory
authorities of respective import-
ing countries.”

Sharma added that they are
working with their legal team to
address the misinformation and
inaccuracies propagated by BBC.
He clarified that their agreement
with the buyer is for contract
manufacturing and Cost,
Insurance, and Freight (CIF)
export to the destination port.

“It is important to note that
distribution, marketing, and
pharmacovigilanceof theproduct
are the buyer's responsibilities in
their respective countries. So far,
wehavenotofficially receivedany
reports of adverse events during
post-marketingsurveillance from
our buyer,” he claimed.

Aveo has also filed legal cases
againstseveralcompanies thatare
unlawfully using its brand name,
product design and logo in India.
“Thematter against various com-
panies like Amico Pharma, K S
Pharmachem, TowaPharma, and
others is currently sub-judice in
thehighcourt,”Sharmainformed.

Aveo has a portfolio of 400
products sold in India as well
as overseas.

SyngeneInt’lacquiresitsfirst
biologicsunitinUSfor$36.5mn

ChatGPTusing
our contentmay
lead tounfair
competition:ANI
OpenAI using ANI’s content
to train its large language
model(LLM)leadstodilution
of thenewsagency’smarket,
thereby resulting in unfair
competition, ANI told the
DelhiHighCourtonMonday.

Thecourtwashearingthe
plea moved by ANI Media
against ChatGPT maker
OpenAI in which the former
has alleged that its content
was illegally used to train its
LLMandotherartificial intel-
ligence (AI)models.

Advocate Sidhanth
Kumar, appearing for ANI,
told the court that ChatGPT
used its material to train the
AI software, which is then
stored and general access is
provided toANI’s content.

During the proceedings,
Amicus Curiae Adarsh
Ramanujan, said that lan-
guage models were not
designedas ‘truthmachines’
but operated based on pre-
dictive algorithms. He said
the language model did not
use ANI’s data directly and
ANI’scontentwasoftenpub-
lished behind a subscription
wall, yet its subscribers, who
hadvarying levelsofpaywall
restrictions, could republish
the content. BHAVINI MISHRA

CleanMax and
Osaka Gas form
JV focusing on
green transition
Brookfield-backedrenewable
energy provider CleanMax
haspartneredwithJapanese
gas company Osaka Gas to
launcha jointventureaimed
at catering towards India’s
corporate sector.

The newly formed entity,
Clean Max Osaka Gas
Renewable Energy (CORE),
will focus on wind-solar
hybrid solutions, starting
with a 400-megawatt (Mw)
portfolio inKarnataka.

Thefirstphaseoftheproj-
ect includes300Mwofoper-
ational capacity with a total
investment value of ~1500
crore, which will be opera-
tional in 6 months, and an
additional 100Mw, expected
to be developed within 2
years. “One of the key objec-
tives is capital efficiency, as
renewables is a massively
capital-intensive industry”,
saidKuldeepJain,Managing
Director of CleanMax. CORE
will be majority-owned by
CleanMax. JADEN MATHEW PAUL

~4,250cr underPRIPplan
maybesanctionedbyAug
SANKETKOUL
NewDelhi, 10March

TheDepartment of Pharmaceuticals
(DoP) isexpectingtostartsanctioning
of funds to the tuneof ~4,250crore to
select industryplayersandstart-
ups under the second compo-
nent of its Promotion of
Research and Innovation in
Pharma MedTech (PRIP)
schemebyAugust this year.

Pharma Secretary Amit
AgrawalonMondaysaidthattheDoP
is currently in the process of taking
feedbackfromindustrystakeholders
through Expressions of Interest
(EoIs), andwillhavemultiplediscus-
sions for the same.

The department had last week

sought EoIs from interested entities
for project funding under the PRIP
scheme. “Stakeholders can respond
by April 7, with the application pro-
cess expected to start by May 2025,”
Agrawaladded.Discussionswouldbe

heldwithpartnerministries, the
industry,venturecapital (VC),
andprivateequity(PE)stake-
holders, he said.

ThePRIPSchemeaimsto
promote industry-academia

linkage for research and devel-
opment in the lifesciences segment.

Agrawal added that all seven
National InstitutesofPharmaceutical
Education and Research (NIPERs)
have established their respective
CentresofExcellence (CoEs) inFY25,
withworkon67projects goingon.

Healthcare clocked
$30bn investment
in2years:Report
India’s healthcare and pharma
sector recorded 594 merger and
acquisition (M&A), and private
equity (PE) transactions worth
over $30 billion in deal value
between 2022 and 2024,withhos-
pitals sector emerging as a pre-
ferred investment destination,
according to a joint report by con-
sultancy firm Grant Thornton
Bharat and Association of
Healthcare Providers of India
(AHPI). The report states that
hospitals in IndiaundertookM&A
deals worth $6.74 billion and
attracted $4.96 billion from PE
investors, accounting for 40 per
cent and 38 per cent of such deals
between 2022 and 2024
respectively. SANKET KOUL

CASE HISTORY

WEHAVESUBMITTEDA
DETAILEDCORRECTIVEAND
PREVENTIVEACTIONPLANTO
AUTHORITIES.WEARE
WAITINGFORFURTHER
INSTRUCTIONSANDHOPETO
RESUMEPRODUCTIONSOON”
ARVIND SHARMA
MD,AveoPharmaceuticals

> Firmsays“stopproduction”orderdue to compliance issues
under theScheduleMandnotdue to the combinationproduct

>Authorities seizedapproximately 13million tablets/capsules
of TapentadolandCarisoprodol toprevent furtherdistribution

> The firmclaims that theyhavenotofficially receivedany
reportsof adverseeventsduringpost-marketing surveillance
fromthebuyer

ANEEKA CHATTERJEE
Bengaluru, 10 March

Biocon arm, Syngene International,
announced on Monday the acqui-
sition of its first biologics
facility in the US from
Emergent Manufacturing
Operations Baltimore, a
subsidiary of Emergent
BioSolutions.

The facility, equipped
with multiple monoclonal
antibody (mAbs)manufac-
turing lines, comes at a
deal value of $36.5million.

The state-of-the-art biologics
facility expands Syngene’s global
footprint in human and animal
health.

Overall investment in the US
facility is estimated around$50mil-
lion, including thecostofacquisition
and expenses to make the facility
operational. The sale is expected to

close in March 2025, subject to the
satisfaction of customary closing
conditions.

The site increases single-use
bioreactor capacity to 50,000 litres

for large molecule
discovery, develop-
ment, andmanufac-
turing. It ensures
supply continuity
from Syngene’s four
facilities in India
and North America,
offering end-to-end
services, including

cell line development, process opti-
misation, and clinical to
commercial supply.

“Withoneof the largest biologics
R&D teams and commercial scale
manufacturing capabilities in both
India and the US, we now offer a
compelling and flexible solution for
global pharma and biotech cus-
tomers. This investment will enable

Syngene to cater to growing client
requirements in an expandingmar-
ket. Itwill alsoprovideclients access
to collective service capability of
multiple geographic sites, scientists
and experience,” said Peter Bains,
chief executive officer
(CEO) designate, Syngene
International Ltd.

On the domestic front, Syngene
has manufacturing facilities in
BengaluruandMangalore.Syngene's
state-of-the-art cGMP manufactur-
ing facilities support its smallmole-
cule contract manufacturing busi-
ness. Since its inception, the
companyhas suppliedclinical (early
and late-phase) and commercial
drug substances (NCEs), advanced
intermediates, regulatory starting
materials, and select generic APIs.

Syngene expects demand from
USmAbdevelopers seekingonshore
production and global innovators
needingaUSmanufacturingoption.

The state-of-the-
art biologics facility
expands Syngene’s
global footprint in
human and
animal health


