JUNE MEDIA COVERAGE

£2 OPP

*p




INDEX

Financials and Mainlines

orpl 22

via & fae

f Pharmaceutical Producers of India

Govt allows global tenders to access 120 key,

14-June-24 | Economic Times Online
patented drugs
24-June-24 Th_e Hlnd_u Online Redeflnlng the requlatory pathway  for
Business Line nutraceutical and pharmaceutical products
24-June-24 The Hmdy Print Redeflnln_g the regulatory pathway for
Business Line nutraceutical and pharmaceutical products
Online and Trade
. . Presenting e4m PR & Corp Com 40 Under 40
1-June-24 | Exchange4Media Online Awards 2023 Winners
DoP further expands list of special invitees into
25-June-24 Pharmabiz Online | committee  constituted to  reform _ pricing
framework
27-June-24 Medical Buyer Online Centre _expands MedTech pricing committee;

includes 7 associations



https://economictimes.indiatimes.com/industry/healthcare/biotech/pharmaceuticals/govt-allows-global-tenders-to-access-120-key-patented-drugs/articleshow/110977493.cms?from=mdr
https://economictimes.indiatimes.com/industry/healthcare/biotech/pharmaceuticals/govt-allows-global-tenders-to-access-120-key-patented-drugs/articleshow/110977493.cms?from=mdr
https://www.thehindubusinessline.com/specials/pulse/redefining-the-regulatory-pathway-for-nutraceutical-and-pharmaceutical-products/article68323959.ece
https://www.thehindubusinessline.com/specials/pulse/redefining-the-regulatory-pathway-for-nutraceutical-and-pharmaceutical-products/article68323959.ece
https://www.exchange4media.com/pr-and-corporate-communication-news/presenting-e4m-pr-corp-com-40-under-40-awards-2023-winners-134732.html
https://www.exchange4media.com/pr-and-corporate-communication-news/presenting-e4m-pr-corp-com-40-under-40-awards-2023-winners-134732.html
https://www.pharmabiz.com/NewsDetails.aspx?aid=169938&sid=1
https://www.pharmabiz.com/NewsDetails.aspx?aid=169938&sid=1
https://www.pharmabiz.com/NewsDetails.aspx?aid=169938&sid=1
https://www.medicalbuyer.co.in/centre-expands-medtech-pricing-committee-includes-7-associations/
https://www.medicalbuyer.co.in/centre-expands-medtech-pricing-committee-includes-7-associations/

FINANCIALS &
MAINLINES




42 OPP| &2,

Organisation of Pharmaceutical Producers of India

Publication Economic Times
Date 14-June-24
Edition Online
Headline

Govt allows global tenders to access 120 key, patented drugs

Govt allows global tenders to access 120 Kkey,
patented drugs

By Teena Thacker, ET Bureau - Last Updated: Jun 14, 2024, OB17:00 AM IST

Synopsis
nw

In what could ease access to some
patented medicines, the government
has allowed global tenders to be
floated for procurement of 120 drugs,
including anti-diabetic medication
Semaglutide, after the health ministry
raised concerns over lack of domestic

options.

The decision was notified by the finance ministry last week, people in the
know told ET.

With this, it will become easier for people in India to procure medicines which
are either not available in the country because they are patented, or are not
being produced here due to technological barriers. "This will open doors to
various such products and will benefit the Indian patient,” said an industry
insider.

The government's public procurement policy prohibits global tendering to

source goods and services worth up to 200 crore as part of a strategy to bolster
the domestic industry.

Among the 120 medicines for which global tenders can now be floated are
anti-diabetic drug Dulaglutide; Evrysdi, which is used for treatment of spinal
muscular atrophy; Fabrazyme, for fabry disease; Kadcyl, for breast cancer;
Lemitrada, for multiple sclerosis; and Semaglutide, used for treatment of type-2
diabetes and obesity.
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A $6-B maze. Redefining the regulatory pathway
for nutraceutical and pharmaceutical products
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As the nutraceutical landscape grows, experts call for clarity in the manufacturing debate
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At crossroads: Disallowing nutraceuticals from being made at phanma production units would be comtrary o gloks
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After years of deliberation whether nutraceuticals are a food or drug, the decision was
taken to classify It as food. But as the nutraceutical landscape grows, with some
products claiming therapeutic benefits — the nutra-pharma discussions have come
up again.
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Redefining the regulatory pathway for nutraceutical and pharmaceutical products

—
PT Jyothi Datta

fter years of deliberation
A whether nutraceuticals are

a food or drug, the decision
was taken to classify it as food. But
as the nutraceutical landscape
grows, with some products claim-
ing therapeutic benefits — the
nutra-pharma  discussions have
come upagain.

Government representatives and
experts are revisiting streamlining
the regulatory framework. Anda crit-
ical part of this discussion involves
manufacturing — allowing a plant
that produces  pharmaceutical
products, to make nutraceutical
products,aswell.

Industry-insiders explain that
turning the regulatory clock back
and disallowing nutraceuticals
from being made at pharma pro-
duction facilities would be contrary
toglobal practice.

DECONTAMINATION RULES
Pharma plants have cleaning and
decontamination  protocols in
place, as they make multiple
products, says Sanjaya Mariwala,
Executive Chairmanand Managing
Director, OmniActive Health Tech-
nologies,and President of the Asso-
ciation of Herbaland Nutraceutical
Manufacturers of India.
Drug-makers can make nut-
raceuticals in their plants (follow-
ing cleaning p Is) — the re-

AT C Di

quirements. He estimates the do-
mestic nutraceuticals market at $6
billion.

maceuticals di

icals from being made at pharma
production units would be contrary to global practice, say experts srockcon

ing therapeutic claims are regu-
lated by the Drug Controller
General of India; and those

‘The recent nutraceuticals/phar-  products meeting the food require-
iontracesback  mentsare classified ic-
toa few industry practices, includ-  als, the expert suggested.

ing possibly circumventing price
control, says a regulatory veteran
familiar with the details. For ex-
ample, pharma producers of vitam-
ins or mineral products may have
shifted to the food classification, by
their product to

verse is not allowed, he clarifies,
adding, it is the right approach. Re-
sponding to concerns that nut-
raceutical producers may claim
pharma-level manufacturing
standards (adhering to current
Good Manufacturing Practices),
Mariwala said, that should be seen
as a positive. There are about a
1,000-0dd nutraceutical producing
plantsin the country, he estimates
Nutraceutical productionis gov-
erned by the FSSAI rules says Mari-
wala, and companies exporting to
regions including the US, for ex-

ample, meet their regulatory re-

meet food standards and avoid
price control, the expert observed.
This is not illegal, but could impact
the requirement of similar pharma
products required to treat certain
health issues, and that is a concern,
the official added. Also, nutraceut-
ical products are now available in
convenient formats like capsules,
tablets and syrups - usually seen
withdrugs.

The way forward is to tighten
regulation, so products meeting
the pharmaceutical definition (in
terms of composition and percent-
age of active ingredient) and mak-

Production facilities can make
both products on a “campaign
basis”, the expertadded, where few
days of the week are dedicated to
making nutraceuticals and the rest
for pharmaceuticals, after decon-
tamination protocols are followed.
That is the global practice, the in-
dustry-veteran said.

‘ALLOWBOTH’

Anil Matai, Director General with
the Organisation of Pharmaceut-
ical Producers of India (OPPI) fore-

Redefining the nutraceutical
and pharma pathways, again

A $6-B MAZE. As the nutraceutical landscape grows, experts call for clarity in the manufacturing debate
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Currently, nutraceuticals are
regulated under various laws
and regulations, including the
Food Safety and Standards
Authority of India (FSSAI)
regulations, the Drugs and
Cosmetics Act, and the
Ayurveda, Yoga & Naturopathy,
Unani, Siddha, and
Homoeopathy (AYUSH)
guidelines.

Source: Assocham

is particularly important as India is
poised for significant manufactur-
ingopportunities, withglobal com-
panies considering it a viable al-
ternative to China. Ensuring our
companies can meet their commit-
ments is crucial for maintaining
credibility,” he says.

The Indian pharmaceutical in-
dustry already aligns with global
standards, such as US FDA and
European  Union  regulations,
“where facilities adhering to strin-
gent drug manufacturing protocols
are permitted to produce FDA-li-
cenced dietary supplements,”
Matai points out.

“Safety and quality standards
should continue to meet WHO
GMP guidelines,” says Matai,
adding that OPPI have submitted
comments to the Government, ad-
vocating that “companies be al-
lowed to manufacture both drugs
and nutraceuticals/dietary supple-
ments if they meet the revised
Schedule M requirements for good
manufacturing  practices and
premises, plant and equipment
standards.”

The regulatory landscape is frag-

re-

mented, recent h

sees inim-
plementing the proposed changes.
“Limiting manufacturing

premises exclusively to drug pro-
duction, as outlined in the revised
Schedule M, could impact compan-
ies that produce both drugs and di-
etary supplements, affecting both
domestic supply and exports. This

port, and it “often leads to ambigu-
ity and inconsistency in
compliance requirements, hinder-
ing industry growth.” The require-
ment is, for a “unified regulatory
framework that provided clarity
and consistency in standards,” it
pointsout.
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Presenting e4m PR & Corp Com 40 Under
40 Awards 2023 Winners

The winners were chosen from 80+ shortlisted nominations

ASAWARI SATHAYE

Director -
Communications

and Patient Advocacy
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DoP further expands list of special invitees into committee constituted to reform
pricing framework

Gireesh Babu, New Delhi
Tuesday, June 25, 2024. 08:00 Hrs [IST]

The Department of Pharmaceuticals (DoP) has once again expanded the list of special invitees for its Committee for reforms in the pricing framework
for drugs and medical devices, formed in March this year to include representatives from the largest pharmacy trade organisation, healthcare service
providers' organisation and the doctor's association along with various patient advocacy groups.

This is the second time the list is broadened, after it expanded the list of special invitees in April, to include all major pharma manufacturing industry
organisations in line with the request of the representatives from the organisations.

It has now issued an order to add seven more members to the list of special invitees with the existing 12 invitees. With this, there would be 19 special
invitees with representation from 19 organisations.

The Department said that representatives from All India Drug Action Network (AIDAN), Healthcare Foundation of India (MAT Health), Patient Safety
and Access Initiative of India Foundation, Indian Medical Association (IMA), All Indian Organisation of Chemists and Druggists Association (AIOCD),
Laghu Udhyog Bharti, and Medecines Sans Frontieres (MSF) India have been included in the committee as invites.

The terms of reference of the Committee shall remain the same as mentioned in the Office Memorandum issued on March 12, 2024, it added.
It may be noted that the initial notification on March 12, had a provision to have two special invitees from the industry, one each from the Indian

Pharmaceutical Alliance (IP Alliance) and Indian Drugs Manufacturers' Association (IDMA). However, the number of special invitees was broadened to
12, through an order on April 22, 2024.
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Centre expands MedTech pricing committee; includes 7
associations

-

‘IB wﬁb T R i

—

Centre has expanded the committee for drugs and medical devices pricing reforms and

included industry representatives as special invitees.

Pulmonary : — Em 6 'SM(E“I'LI&II;E‘E

Function Testin:
Solutions

Rl P CLICK HERE TO KNOW MORE

This follows the request by different associations for their inclusion in the committee

“Based on the requests received by the Department from various associations for inclusion
of their representatives as Special Invitees in the Committee above, it has been decided to
broaden the list of special invitees,” said Khayi Leishingam, Joint Director, Department of
Pharmaceuticals (Pricing Division), Ministry of Chemicals and Fertilisers, in the order.

The new special invitees include the All India Drug Action Network (AIDAN); Healthcare
Federation of India (NAT Health); Patient Safety and Access Initiative of India Foundation;
Indian Medical Association; All India Organization of Chemists and Druggists Association;
Laghu Udhyog Bharti; Médecins Sans Frontiéres (MSF) India.
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