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PHARMA YEAR-END WRAP: SIGNS OF EXCITING TIMES AHEAD?

INTRODUCTION

The last quarter of 2019 has been more about beginnings rather than endings. The hot button issue of e-pharmacy
regulation has made a comeback to the forefront of regulatory discourse while a new issue on the regulation of e-
cigarettes is simmering on the backburner. The government has also taken some laudatory steps by requiring
manufacturers to use brand names for drugs that are not similar to other brand names or trade names of drugs
already in existence as a condition for obtaining the manufacturing license. Given all the collective developments
that have taken place in 2019, 2020 should be filled exciting times for the pharma industry. In case you missed it, do
also read our pharma round up covering updates from January to July here.

DRUG REGULATOR ISSUES LETTER TO STATE DRUG CONTROLLERS TO ENFORCE COURT ORDER
PROHIBITING E-PHARMACIES FROM OPERATING WITHOUT A LICENSE.
The DCGl issued an office letter on November 28, 2019 requiring all drug controllers to enforce an order passed by

the Delhi High Courtin December 2018 in the case of Zaheer Ahmed v. Union of India W.P.(C) 11711/2018 (“Delhi
HC Order”) which prohibited the online sales of medicines without a valid license (“Office Letter”).! The Delhi HC

Order is based on a previous order issued by the Madras High Court? banning the online sales of medicine
altogether. However, even though the Madras High Court Order was subsequently reversed in appeal, the Delhi HC

Order continues to remain in force.>

The Office Letter is the latest developmentin a series of events surrounding e-pharmacy regulation. e-Pharmacies
have been at the center of controversy in India since 2015, with regulators being asked to keep a strict watch on all
players in the market until the expert committee, headed by ex-Maharashtra Food and Drug Commissioner

Harshdeep Kamble examined the issues in the sector.* The committee had later submitted its recommendations to
the Drugs Controller General of India (‘DC@") - India’s apex drug regulator — who had reportedly examined the report
and forwarded his recommendations to the the Ministry of Health and Family Welfare (“Health Ministry’).
Subsequently, in August 2018, the Health Ministry released draft rules proposing to regulate e-pharmacies under the

ambit of D&C Act (“E-pharmacy Rules”).® However, soon after the E-pharmacy Rules were published the
aforementioned orders were passed by the Delhi High Court and Madras High Court.

E-pharmacy regulation regulatory hot button issue for over a year now. The Office Letter appears to only be a
continuation and reaffirmation of the current position i.e. online sale of medicines should not be done by pharmacies
who are notlicensed for the same.

HEALTH MINISTRY AMENDS DRUG REGULATION TO PREVENT MANUFACTURERS FROM USING SIMILAR
BRAND NAMES

The Health Ministry has amended the Drugs and Cosmetics Rules, 1945 (“D&C Rules”) — rules framed under the
Drugs and Cosmetics Act, 1940 (“‘D&C Act’), India’s primary drug control legislation — to require manufacturers to use
brand names that are not similar to other brand names or trade names of drugs already in existence as a condition

for obtaining the manufacturing license (“Amendment”).6 The Amendment also requires manufacturers to provide an
undertaking to the relevant authority to the effect that the manufacturer has already undertaken a search of the
proposed brand name in the trademarks registry, the central database maintained by the drug regulator, literature
and reference books on drug formulations as well as the internet and is not aware of the existence of any drug with
the same or similar proposed brand name.

The Amendment comes on the heels of another circular issued by the DCGI directing all drug controllers in India to
take strict action against manufacturers who change the underlying formulation of a drug without changing the brand
name of the drug, to prevent patients from being confused about the composition of a drug marketed under a brand

name.7

GOVERNMENT BANS ELECTRONIC NICOTINE DELIVERY SYSTEMS SUCH AS E-CIGARETTES

The Prohibition of Electronic Cigarettes (Production, Manufacture, Import, Export, Transport, Sale, Distribution,
Storage and Advertisement) Act, 2019 (“END Act’) received Presidential Assent on December 05, 20198 and has
come into effect retrospectively from September 18, 2019. The END Act was based on and has replaced an

ordinance promulgated earlier in the year (“Ordinance”)." The END Act prohibits the production, manufacture, import,
export, transport, sale, distribution, storage and advertisement of electronic nicotine delivery systems such as e-
cigarettes (“END’). Contravention of the END Actis punishable with imprisonment up to one year or with fine which
up to INR 100,000. A repeat offence is punishable with imprisonment of up to three years and with fine up to INR
500,000.

The Health Ministry has been in the process of regulating ENDs for over a year now. In August 2018, the Health
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Ministry issued an advisory to all Indian States and Union Territories to ensure that ENDs were not sold in their Scope of judicial interference and

territory (through brick-and-mortar stores or online), exceptin accordance with the provisions of the D&C Act inquiryin an application for
(“A(.‘ivisory’).10 Since then, the Central Board of Indirect Taxes and Customs has also issued a circular to India’s appointment of arbitrator under the
(Indian) Arbitration and Conciliation

customs authorities asking such authorities to ensure the Advisory is implemented (“(ﬁrcular”)“ as well as sending

Act, 1996
September 22, 2024

an internal communication to all state drug controllers requiring them to ensure that ENDs are sold in accordance
with the D&C Act (“Communication’).'> However, the validity of the Circular and Communication were challenged in
the Delhi High Court, where it has been stayed.13 The Delhi High Court, while ruling on the interim stay, held that
ENDs do not appear to be drugs on the face of it. The Bombay High Court, in the case of Godfrey Philips India Ltd. &
Anr. V. The State of Maharashtra and Ors."* relating to the Advisory, placed reliance upon the decision of the Delhi
High Court and passed an interim order directing the Maharashtra Food & Drug Authority to not take any action

against the petitioner who is a manufacturer ofe—cigaret‘[es.15

Currently, the Ordinance has been challenged before the Calcutta High Court by an importer of e-cigarettes

(“Petitioners").16 The Petitioners before the Calcutta High Court have contended that e-cigarettes should be treated
as any other Nicotine Replacement Therapy and are currently being unfairly and arbitrarily singled out. The
Petitioners are also expected to place evidence before the Calcutta High Court to demonstrate that e-cigarettes pose

fewer health risks as compared to combustible cigarettes and cigars.17 However, the status of these matters is
unclear now that the END Act has been passed.

CONCLUSION
A lot of issues have been left open ended at the end of 2019. We expect thatthe END saga is likely to come into its

own as the highlight of the 2020. However, all eyes are on seeing a resolution to the e-pharmacy debate, with the
expectation that a final set of rules would be released on how e-pharmacies should be properly regulated. All in all,
the progress made over the course of 2019 has paved the way for a very exciting 2020!

— Shreya Shenolikar, Darren Punnen & Dr.Milind Antani
You can direct your queries or comments to the authors
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