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Medical Fraternity Raises
Eyebrows over the Quality of
Non-Branded Drug

Although the government resolution (GR),
which stated that doctors should only prescribe
generic medicines to patients, has been put on
hold, the medical fraternity has raised concerns
over the diktat while raising questions over the
quality of non branded drugs. After the National
Medical Commission (NMC) came under heavy
fire from several associations of medicos, the
August 2 GR has been kept in abeyance.

However, the move hasn't pacified the doctors at
large as several of their groups are holding
meetings with Union Health Minister Mansukh
Mandaviya and raising questions over quality of
generic medicines. In a letter sent to the Centre,
the Indian Medical Association said that less
than 1% of generic drugs produced in India are
tested for quality. Moreover, a government panel
has underlined the problems in the drug
regulatory system and attributed them to weak
infrastructure, inadequate testing and drug
inspection stafl shortages. “Before making such
regulations, the NMC should take the opinion of
doctors, who are crucial stakeholders in the
country's healthcare policies.

The commission should adopt a gradual
approach to policy changes over time,” said a
senior doctor. Dr Parthiv Sanghvi, a city-based
consultant surgeon, dubbed the NMC as a
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“burcaucratically managed doctors
(association)”. Under the garb of affordable
healthcare for all and to decrease medical
expenses for the general public, the NMC came
out with a 'fatwa' for doctors to prescribe generic
medicines. “Has the government forgotten that
the World Health Organisation has blacklisted
some of the pharmaceutical companies for
manufacturing spurious medicines which
claimed the lives of many children. The Indian
pharmacy was dragged into an international
dispute due to such deaths arising from wrong
combination generic cough syrups, which were
exported by an unregulated pharma company in
north India to Gambia.

The government easily puts the onus on doctors
but what about the unregulated pharma
companies,” he said. A senior doctor said there
are several reasons due to which the GR received
a backlash from the medical fraternity as most of
the doctor conferences are sponsored by
pharmaceutical companies.

[f the new GR is implemented, it will have a big
impact on these firms, the medico added.
Averring that the rule has the potential to break
the nexus between doctors and pharma
companies, he said, “Generic names in
prescriptions will mean that doctors cannot push
the products of any particular company. If that
happens, would companies be as willing to
sponsor doctors? Maybe not.”
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Possession of E-Cigarettes
Violation of Law: Health Ministry
(PTI)

Possession of e-cigarettes and similar devices in
any form, quantity or manner is in violation of
the Prohibition of Electronic Cigarette Act
(PECA) 2019, the Union Health Ministry said in
a clarification. The clarification was sent to the
Ministry of Civil Aviation (MCA) last month,
official sources said, adding it will strengthen the
enforcement of the ban. The ministry said that
though there is no explicit mention of
prohibition of individual use of e-cigarette in
PECA, the law has been enacted to prohibit the
production, manufacture, import, export,
transport, sale, distribution, storage and
advertisement of e- cigarettes.

“Therefore, possession of e-cigarette within the
country in any quantity is not possible without
contravening the provisions of PECA, 2019,”
said Dr Pulkesh Kumar, Deputy Secretary,
Ministry of Health. The ban includes a
prohibition on all forms of Electronic Nicotine
Delivery Systems, Heat Not Burn Products, e-
Hookah and similar devices. The law was
enacted in the interest of public health and to
protect the people from harm, the health ministry
said. Despite heavy penalties and imprisonment,
e-cigarettes are reported to be widely available
across a range of sources including tobacco
vendors, general stores, and online providers.

The health ministry has also launched an online
portal to facilitate reporting of violations under
PECA. This portal will allow the ministry to take
necessary action on violations. Anyone can
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report these violations at “http://www.violation-
reporting.in”. The government has also
expressed concern regarding the alarming rise in
its use amongst youth. In May, the ministry
issued a public notice for effective
implementation of the Act. Later in July, the
ministry sent notices to 15 websites selling e-
cigarettes, asking them to stop advertisement
and sale of such products. The ministry, earlier in
February, had written to all states and UTs to
ensure effective compliance of the government's
ban on e-cigarettes. In a letter addressed to chief
secretaries of all states and Union territories, it
had flagged the sale of ecigarettes at stationary
stores near educational institutions.

Draft Notification to Include
Antiviral Drugs Oseltamivir &
Zanamivir in Schedule H1

The Union health ministry has issued a draft
notification to include antiviral drugs
oseltamivir and zanamivir into the Schedule H1
of'the Drug Rules, 1945, allowing the retailers to
store and sell the drug against prescription by
maintaining a separate record for the details of
the particular sales. These drugs were removed
from the Schedule X in the Rules, in 2017 with
an intention to add them to the Schedule Hl,
which was introduced in the year 2013. In a draft
notification issued on September 25, the
Ministry said that the amendment, which shall
come into force on the date of their final
publication in the Official Gazette unless
otherwise specified, proposes to include
oseltamivir as the serial number 49 and
zanamivir as 50 in the list of Schedule H1 drugs.
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The draft rules shall be taken into consideration
on or after 30 days from the date of the draft
notification made available to the public and the
ministry said that objections and suggestions
received within the period will be considered by
the Central government. Schedule H1 was
introduced by the government through a
notification on August 30, 2013, which contains
certain 3rd and 4th gencration antibiotics,
certain habit forming drugs and anti-TB drugs.
These drugs are required to be sold in the country
with certain conditions including that the supply
of a drug specified in Schedule shall be recorded
in a separate register at the time of the supply
giving the name and address of the prescriber,
the name of the patient, the name of the drug and
the quantity supplied. Such records shall be
maintained for three years and be open for
inspection.

The drug specified in Schedule HI shall be
labelled with the symbol Rx which shall be in red
and conspicuously displayed on the left top
corner of the label and shall be labelled with the
warning that it is dangerous to take the
preparation except in accordance with the
medical advice and it should be sold by retail
without the prescription of a registered medical
practitioner. The health ministry's gazette
notification issued on September 15, 2009 had
imposed restrictions on the manufacturing and
sale of these drugs so that it should follow the
conditions as specified for Schedule X of the
Drugs and Cosmetics Rules, 1945. It added that
it requires permission from the Central
Government each time for the export of these
drugs. In a notice on June 22, 2017, the then
Drug Controller General (India) Dr G N Singh
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informed that in February, 2017, the government
through a gazette notification withdrew
oseltamivir and zanamivir from the list of
Schedule X drugs and permitted for sale as
similar to drugs under Schedule H1.

The notification was issued following the
recommendation of the Drugs Technical
Advisory Board (DTAB) in a meeting held on
November, 2016, that both the drugs should be
included in Schedule H1 subject to the condition
that details of the manufacture and sale of the
drugs should be submitted by the manufactures
to the DCG(I) at regular interval and the DCGI
should direct his enforcement officials to keep
strong vigil on manufacture, sale of these drugs.
Infact, the DTAB has considered the proposal to
include these two drugs under the Schedule H in
February 2015 itself, observing that oseltamivir
phosphate and zanamivir belonging to Schedule
X had impacted the sale of the drug in the
country, in the wake of a rise in the incidence of
swine flu and large numbers of deaths reported
during the time.

The Board during then observed that there is an
urgent need for oseltamivir formulations to be
made freely available putting an end to the toll
caused by the ailment and an indigenous HINI
vaccine has been developed in the country and
permitted to be sold without such restrictions.
"The above restrictions were imposed in 2009
when it was felt that oseltamivir is the only drug
available for treatment of HIN1 virus influenza
in humans and it is not desirable to allow
indiscriminate and unregulated access to this
drug as inappropriate use would lead to the
HINI virus developing resistance to the drug,
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thereby rendering it ineffective,” it said, adding
that in view of the situation prevailed in 2015 the
notification may be rescinded and fresh
notification for the sale of the drug as Schedule
H1 drug may be issued which would make
increased availability of the drug in the country.

The Board, during the time said that its members
were of the view that the drug has been in use in
many countries and there are no reports of
resistance being developed with the use of the
drug. It also recommended that the 2009
notification may be withdrawn and Schedule H1
may be amended to allow sale of the drugs
applying the relevant conditions. The Drugs
Consultative Committee (DCC), in a meeting in
July, 2020, recommended revoking of the
notification issued on February, 2017 which
mandated permission from the Central
Government to be given each time for the export
of these drugs, and recommended that the drugs
should be notified under Schedule HI.
Following this, the drug regulator decided to
remove the export restrictions on oseltamivir
and zanamivir. It may be noted oseltamivir is
sold by Swiss pharma major Roche under the
brand name Tamiflu and by various Indian
manufacturers under different brand names,
while zanamivir has been sold by
GlaxoSmithKline under the brand name
Relenza, and by various Indian manufacturers
under different brand names.

Eye Medicine Sales Grow 5 Times
Faster Than Other Drugs

The 'pink eye' outbreak has led to a surge in sales
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of ophthalmology medicine. Sales jumped
nearly 30% year-on year for the second month in
a row in August — outgrowing the overall
market by almost five times. The rise reflects the
massive incidence of conjunctivitis and eye-
complications in the last few months across the
country. Overall, sales growth was muted at 6%
in the domestic pharma market, estimated at Rs
18,700 crore during the month. The pharma
market has slowed from June — hovering
around 5-6% growth — pulled down by poor
sales of acute therapies, data from market
research firm IQVIA showed. Acute therapies
including respiratory and anti-infectives grew
4%, as against chronic medicines (used for
lifestyle ailments), which posted a 9% growth.
Others like cardiac and gastro medicines
registered the highest growth amongst large
therapies.

Industry experts pointed out that though the data
showed ophthalmology and otology (ear
medication) clubbed together, the jump is
primarily due to eye medicine sales. Within
ophthalmology, methyl cellulose registered the
highest sales of Rs 51 crore with 13% growth,
while the highest growth 0f 95% was observed in
Moxifloxacin. Typically, Moxifloxacin is an
antibiotic prescribed for bacterial eye and ear
infections, industry experts told TOI. During the
month, Sun Pharma maintained top position
with a share of 8% in the organised pharma retail
market. Others like Macleods, Aristo and FDC
improved by two ranks to reach seventh,10th &
22nd position, respectively. Amongst brands,
popular antibiotic Augmentin topped the list
with Rs 76-crore sales, followed by antidiabetic
Mixtard and antibiotic Monocef.
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Augmentin stood at the top position though sales
declined 5%, while among top 10 brands, the
highest growth (38%) was observed by Liv-52
with a gain of two ranks to secure the sixth slot.
Monocef recorded a growth of 19% while Pan,
Thyronorm and Foracort also mopped a robust
double digit growth during August. Further,
other movers included anti-diabetic Lantus
which moved up four ranks to secure the 16th
position, pain-relief drug Calpol gained six
ranks to secure the 12th position. Monocef and
Azithral gained 12 ranks to secure third and 2 Ist
positions. The pharma market, which is valued
over Rs 2 lakh crore, registered a growth of 10%
for the 12-month period ended August.

Strengthening Antimicrobial
Resistance Surveillance Systems

Antimicrobial resistance (AMR) has been
declared a global public health threat that has the
potential to jeopardise the foundations of
modern medicine and infectious diseases control
[1]. Current estimates suggest that AMR is
responsible for approximately 700,000 human
mortalities per year [2] with the potential for up
to 10 million deaths per year by 2050 if effective
strategies to reduce resistance are not
implemented [2]. Whilst immediate
repercussions to human health have been widely
recognised as impetus for action [3], the
significance of AMR extends to animal and
environmental health sectors [4]. The breadth of
the issue, thus, necessitates a collaborative
approach to address the multi-faceted AMR
crisis [5]. The World Health Organization's
(WHO) Global Action Plan (GAP) on AMR was
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developed to engage the international
community in efforts to address the emerging
public health crisis [1]. The GAP describes 5
objectives including: (i) improving awareness
on AMR through training, education, and
communication, (ii) strengthening knowledge
and evidence base through surveillance and
research, (ii1) reducing the incidence of infection
through sanitation, hygiene, and infection
prevention measures, (iv) optimisation of
antimicrobial medicines in human and animal
health, and (v) developing an economic case for
sustainable investment for new medicines,
diagnostic tools, vaccines, and interventions | 1 ].
The basis for these objectives is to facilitate
effective policy and stewardship processes to
ultimately produce discernible mitigation efforts
againstAMR [ 1].

The second objective of the GAP foregrounds
surveillance as an integral component to
ascertain the status of AMR in various contexts
and monitor progress towards control objectives
[1]. The role of continuous AMR surveillance
facilitates evaluation of AMR stewardship
programmes, interventions, and policy efficacy
via the generation of evidence [6]. Moreover, the
borderless nature of AMR has emphasised the
need for continuous global monitoring [7].
International initiatives such as the Global
Antimicrobial Resistance and Use Surveillance
System (GLASS) have aimed to provide
guidance in assembling and standardising data
from national AMR surveillance systems to
inform future actions [8]. Whilst surveillance
has been outlined as a global necessity 7], the
current state of surveillance systems vary greatly
across national contexts [9], with some having
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highly structured and effective systems [10] and
others with no system or a system under
development [8]. The wide variation in the
structure and effectiveness of national
surveillance systems and the absence of
foundational work to facilitate improvement
calls for research to better understand the
barriers and enablers of national AMR
surveillance systems. The aim of this scoping
review is to identify and thematically map
published literature describing the
implementation or evaluation of national AMR
surveillance systems.

The objectives of the scoping review are to (1)
identify the main thematic categories that are
relevant in implementing, utilising, and
improving surveillance systems (2) examine
reported challenges and successes in utilising
surveillance systems, and (3) identify gaps
within literature that can be used to design
further studies on AMR surveillance systems.
PubMed, Web of Science, SCOPUS, and
EMBASE databases were searched
systematically to identify literature pertaining to
implementation, monitoring, and evaluation of
AMR surveillance systems. A thematic analysis
was conducted where themes within the
literature were inductively grouped based on the
described content. Results The systematic
search yielded 639 journal articles for screening.
Following deduplication and screening, 46
articles were determined to be appropriate for
inclusion. Generally, most studies focused on
human AMR surveillance (n = 38, 82.6%).
Regionally, there was equal focus on low- and
middle-income countries (n = 7, 15.2%) and
trans-national contexts (n = 7, 14.5%). All
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included articles (n = 46, 100.0%) discussed
barriers to either implementing or utilising AMR
surveillance systems. From the scoping review,
6 themes emerged: capacity for surveillance,
data infrastructure, policy, representativeness,
stakeholder engagement, and sustainability.
Data infrastructure was most frequently
discussed as problematic in evaluation of
surveillance systems (n = 36, 75.0%). The most
frequent success to surveillance system
implementation was stakeholder engagement
(n=30,65.2%).

Conclusions

Experiences of AMR surveillance systems are
diverse across contexts. There is a distinct
separation of experiences between systems with
emerging surveillance systems and those with
established systems. Surveillance systems
require extensive refinement to become
representative and meet surveillance objectives.

Journal Reference: Do, P.C., Assefa, Y.A., Batikawai, S.M.
et al. Strengthening antimicrobial resistance surveillance
systems: a scoping review. BMC Infect Dis 23, 593 (2023).
https://doi.org/10.1186/s12879- 023-08585-2

References: SOURCE : BMC Infectious Diseases.

OTC drug policy

Healthcare experts in the country have long been
demanding for creating a robust regulatory
framework for over-the-counter (OTC)
medicines that will enable and facilitate the
creation of a positive list of OTC medicines and
ensure their widespread availability across the
country, including in the remote arcas. Experts
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have also been stressing that this framework
should also work towards educating consumers
and pharmacists on the judicious use of OTC
medicines and the creation of a system of checks
and balances regarding the safety, efficacy,
promotion, and consumption of such medicines.
Even though a separate category for OTC drugs
1s common in many countries, including
developing and developed countries like the US
and the European Union, at present India does
not have an OTC policy. In India, allopathic
drugs which are even safe to be dispensed
without prescription mostly fall under Schedule
H and H1 and require a prescription.

As per D&C Act 1940 and Rules 1945, these
drugs should be sold against prescription only. It
is true that a large percentage of people in the
country are still not in a position to bear the cost
of treatment and the doctor's fee. Once schedule
of OTC drugs comes out, the poor patients will
have no botheration of visiting doctors for
treating common ailments. A qualified
pharmacist can then dispense OTC drugs for
common ailments such as anti-allergies,
antipyretic (for fever), antiemetic (for vomiting
and nausea), muscle relaxants, decongestants
(for cough and cold), anti-inflammatory,
antacids, etc. A robust OTC policy, with clear
guidelines for promotion and sale of OTC drugs,
will be a win-win situation for both the industry
as well as the patients. While it will help the
pharma industry grow, for the patients their
dependence on medical practitioners for minor
ailments will drastically come down, thus saving
asubstantial amount of money and time.

But, the government should move with caution
as a considerable section of patients in the
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country still require to be educated on the use
and side-effects of OTC drugs. Though the OTC
drugs are generally those that are effective for
minor ailments and extremely safe to use, there
should be some mechanism in place to prevent
the indiscriminate sale of these drugs. For this
purpose, the point-of-sale should be clearly
defined and the labeling norms will have to be
adequately revised to make it casier for
consumers to read and understand its contents.

Then there is the issue of similar sounding brand
names with different drugs, which should also be
addressed by the government before finalising a
separate OTC drug category in the country.
Some time back, the Organisation of
Pharmaceutical Producers of India (OPPI) had
conducted a survey 'Value of OTC drugs in India’
which revealed that Indians spend around Rs.
36,000 crore annually on treatment of 27 minor
ailments including acidity, indigestion,
constipation, diarrhea, cold, cough, allergy,
headache, joint pain, back ache, body ache,
fever, menstrual pain, dental pain, acne, intimate
hygiene, cuts/burns/wounds, weakness,
tiredness, anemia, eye strain, sleeplessness,
smoking control, etc. The study further revealed
that healthcare professional spends contributed
86 per cent to the total spends while self-
medication accounted for just 10 per cent. The
fact is that all these minor ailments can, up to an
extent, be treated without consulting a doctor if
the country had an OTC drug policy. In a country
like India, where the cost of primary healthcare
1s expensive, a robust OTC drug policy will
considerably bring down the cost of primary
treatment by providing patients safe, effective
and easy access to OTC drug products.
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