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India Hopes to Ease Regulatory Pathways for
Biosimilars
(Source: An article by Vibha Ravi for Scrip Citeline)

While India has played a critical role in lowering cost of
medicines across the world with generics, it is now preparing
to move on to the next stage of development which includes
increased focus on biosimilars. This will require an easing of
clinical development norms and a new approach to regulatory
procedures, and the country is ready to take on the challenge.

From a waiver of Phase lll trials for biosimilars to simplification
of regulatory processes for cell and gene therapy development,
executives from leading Indian firms have recently called for
changes.

Concurrently, officials noted that venture capital (VC) funds
need to play a bigger role to encourage novel modalities, just
as they have done in China. Likewise, companies should direct
discovery efforts to disease areas like cancer and rare diseases.

During a panel discussion at the Indian Pharmaceutical
Alliance (IPA)’s 9th global pharmaceutical quality summit, Ravi
Shankara, senior general manager, biopharma, at Sun Pharma
said “each biosimilar will hit the Indian market at the right time”
post patent expiry.

While Shankara didn’t specify which companies intend to
launch the biosimilars and when, he said companies are working
very aggressively to develop biosimilars that would be available
at a fraction of the cost of biologics to Indian patients. Launch
of medicines such as Keytruda (pemrolizumab) would be a
significant event for a country with an increasing cancer burden.

With global sales of US$6.9 billion in the first quarter of 2024,
Merck & Co., Inc/s Keytruda retained its title as the best-selling
drug, a position it has held every quarter since the start of 2023.
As of March 2024, it was approved for 27 indications overall in the
European Union. In India, it is approved for treatment of triple-
negative breast cancer (TNBC) and renal cell carcinoma (RCC) in
adults, among at least 14 indications across different kinds of
tumors. It is currently imported for use in the country.

Terming regulatory expectations a “sensitive topic”, lpca’s
senior vice president and head of biosimilars, Sanjeev Gupta
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+ Pfizer Inc. has announced that it has selected a once-

daily, modified-release formulation of its oral glucagon-
like peptide-1 (GLP-1) receptor agonist danuglipron to
advance in development. The decision is based on the
results of an ongoing pharmacokinetic and safety study
evaluating immediate- and modified-release formulations
of danuglipron in healthy adults. Danuglipron is the most
advanced asset in Pfizer’s obesity pipeline. Separately,
Pfizer’s chief scientific officer, Mikael Dolsten, M.D., Ph.D. is
leaving the company after 15 years. Pfizer is in the process
of finding his replacement.

* Viatris has completed the divestiture of its over-the-
counter business to Cooper Consumer Health, a European
over-the-counter drug manufacturer and distributor.
The completion of the OTC divestiture, the largest of the
divestitures that the company previously announced, is a
major milestone in the execution of the company's strategic
plan to considerably simplify the organization in order
to increase focus on areas with the greatest potential to
accelerate growth, patient impact and shareholder value,
Viatris said.
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Alta Pharmaceuticals Ltd. Joins IFPW

as the Newest Wholesale Member

IFPW is pleased to announce that Alta Pharmaceuticals Ltd.
has joined IFPW as its newest wholesale member organization.
Alta Pharmaceuticals is a modern company with its eye on the
future. Alta focuses on sustainable upward development in
the pharmaceutical sector and has extensive knowledge and
experience in wholesale of pharmaceutical products, medical
devices, food supplements and cosmetics. It is one of the
leading distributors of medical products to the wholesale and
retail market in Bulgaria.

Alta Pharmaceuticals Ltd. was founded in 2007 with business
activities related to the import of medicinal products, medical
devices, food supplements, medical cosmetics, as well as their
distribution to pharmacies and wholesalers of medicines. The
company also performs activities related to the analysis of the
medicinal products’ market and the pharmaceutical sector.
Alta is committed to excellence and strives to provide the
highest quality products and services to the Bulgarian market.
In addition to services related to classic distribution, Alta
Pharmaceuticals also offers services related to pre-distribution
- (3PL) according to the requirements of the Good Distribution
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India (cont’d.)...

said the complexities of molecule development along with
complicated approval procedures cause delays in new drugs
reaching patients.

“We have to deal with two bodies — the RCGM [Review
Committee on Genetic Manipulation] for preclinical and non-
clinical trials and the DCGI [Drugs Controller General of India] for
Phase | to Il trials,” he said.

He also observed that Phase Ill trials are no longer required
for biosimilars in a few countries and so should the case be in
India. Globally, the Biosimilars Forum, a trade association of
biosimilar sponsors, wants the U.S. Food & Drug Administration
(FDA) to drop blanket comparative efficacy study and clinical
pharmacokinetic study requirements and has asked for a risk-
based approach to mandating immunogenicity studies.

Similarly, the European Medicines Agency is considering a
more “tailored” approach to the assessment of new biosimilar
medicines, with a focus on whether to waive the requirement
for comparative efficacy studies when the biosimilar shows a
high degree of similarity to the reference drug.

Reiterating a long-standing demand of the industry, Gupta
inquired if the Indian regulator could harmonize dossiers
required for biosimilars approvals with those required by other
agencies in the U.S., United Kingdom, Japan and Europe to cut
the submission burden on companies.

Meanwhile, Dhananjay Patankar, former vice president,
pharmaceutical and biologics at Syngene International, a Biocon
subsidiary, asked for greater regulatory easing for new molecules.

Patankar also urged regulators to encourage use of contract
research organizations (CROs) and contract development and
manufacturing organizations (CDMOs) for research on novel
molecules.

In 2023, globally six of the top ten new biologics were from
new modalities like RNA, and cell and gene therapies, indicating
the need for India to follow suit. Also, upstream and downstream
processes for manufacture of biologics need to be scaled up and
integrated for a thriving industry.

Pointing out that the use of artificial intelligence (Al)
also necessitates rapid changes and responses, Ratnesh Jain,
managing director, Mumbai Biocluster and associate professor
at the Institute of Chemical Technology (ICT) said “Just as the US
changes rapidly, we also need to amplify efforts”

If Indian pharma companies wish to progress the discovery
of novel molecules, they need to incorporate drastic changes
and transform every five to ten years on the lines of technology
companies, the panelists felt.

Alta Pharmaceuticals (cont’d.)...

Practice. Since 2015 Alta Pharmaceuticals is a shareholder in the
leading Armenian pharmaceutical company — Alfa Pharma. Since
2021 the company operates in Northern Macedonia, Albania
and Kosovo. It also has a successful strategic partnership with
SUBRA®pharmacy chain.

“As members of IFPW, Alta is particularly enthusiastic about
the prospect of engaging with fellow members through various
events, seminars, and networking opportunities. The exchange
of ideas and experiences with other esteemed members will
undoubtedly enrich our perspective and drive our continuous
improvement. Furthermore, we are eager to contribute to

the vibrant business community that IFPW fosters, sharing
our knowledge and collaborating on initiatives that promote
economic growth and development. We believe that together,
we can achieve remarkable success and foster a strong,
collaborative environment for all members,” stated Alta’s CEO,
Todor Dotchevw.

IFPW warmly welcomes Alta Pharmaceuticals Ltd. to IFPW,
and looks forward to its insights and perspectives on the Eastern
European pharmaceutical market.




