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Editorial
USFDA extended EUA approval to Remdesivir Injection for COVID treatment on 1st May 2020 for hospitalized patient
and for clinical trial, which was tried earlier for several purposes without much positive result. In the mean time Gilead
-the patent holder signs Voluntary Licensing Agreements with Cipla, Hetero Labs, Jubilant Life Sciences, Mylan for
Remdesivir. Subsequently CDSCO approved for experimental use to Hetero, Cipla, Mylan, Jubilant Life Sciences etc.
First Hetero introduced a 100 mg Injection at a price of Rs. 5400. Then Mylan introduced the same product at a price of
Rs. 4800, Cipla marketed the same product at a price Rs. 4000 and Jubilant Life Sciences at a price of Rs. 4700 per 100
mg Injection. Recently Zydus introduced the same product in Indian market at a price of Rs. 2800.
The price of the Remedesivir 100 mg Injection reduced to 50 % within less than two months of its first approval by
CDSCO on 20.06.2020 due to competition amongst multiple manufacturers.
Very unfortunately there are some reports of black marketeering of the same drug at very high price in different parts
of India. Hope the regulators will be more vigilant and will take stringent action against the offenders.

Dr. Subhash C. Mandal
Editor


E mail: subhash.mandaldr@gmail.com
Mob. 9830136291

Notification of exemption of hand sanitizer from sale licence

Govt. to expand Ayushman Bharat to cover
'missing middle'
The Centre plans to expand the Ayushman Bharat
health insurance framework to include 45 crore
‘non-poor population’ who are currently not
covered
under
any government or private
insurance scheme and are only a little better off
than the PM-JAY beneficiaries. While the
proposed plan is to offer coverage on ‘self-pay
basis’, it aims to reduce insurance premium by
around one-third of the existing retail price and
cover the “missing middle” against financial
risk of hospitalisation using the Ayushman Bharat
ecosystem, official sources said.
“The idea is to reduce the average insurance
premium so that it is affordable to people who
are just above the poverty line and are currently
neither covered under the government scheme or
by their employers and are also unable to afford
market prices,” an official said.
Apart from Ayushman Bharat and other
government schemes, around 12.5 crore people

are covered under private health insurance. Of
this, around 7-8 crore people access schemes
offered by employers and rest buy a policy from
retail market. However, for a policy of Rs 3-5 lakh,
the average premium for a young family is around
Rs 10,000-15,000 annually. Those involving
elderly have higher premiums.
The proposed scheme is likely to reduce the
premium to Rs 4,000-Rs 5,000 per year for a
cover of Rs 5 lakh, the official said. Under the
proposal, it will be mandatory for insurers to
maintain basic features of AB-PMJAY scheme
such as a family floater of Rs 5 lakh per annum
with no cap on the number or age of family
members in a group. The policy cover will be sold
to groups like RWAs (for their employees),
delivery groups and cab integrators to ensure a
“cross risk” pool through a mix of individuals of all
age groups and with variety of disease profiles
that should make it viable for insurance
companies too. The scheme should help persons
in informal employment or gig workers.
The National Health Authority — the
implementing agency of the government-run

scheme — has invited expressions of interest
from insurance companies that are interested in
participating in the project targeting the “missing
middle”. At present Ayushman Bharat provides a
free annual cover of Rs 5 lakh to around 10.74
crore ‘deprived’ families, covering 50 crore
people.
Source: The Economic Times
WHO in conversation with Russia for more
vaccine information: expert
A senior
expert of the
World
Health
Organization (WHO) said that it is currently in
conversation
with Russia to
get additional
information about the Covid-19 vaccine that
Russia will start production soon.
Dr. Bruce Aylward, senior adviser to WHO's
director-general, told a press conference on
Thursday that WHO does not have sufficient
information at this point to make a judgment on
the Russian vaccine, Xinhua news agency
reported.
He told reporters that with the coordination of
WHO, there are altogether nine vaccine
candidates that are going through Phase 2 or 3
trials, but the Russian vaccine is not one of them.
Russian President Vladimir Putin announced 11th
August that the country has registered the
world's first registered vaccine against the
novel coronavirus.
Later on 12th August, Russian Health
Minister Mikhail Murashko said that the country
will start the production of the vaccine within two
weeks. Murashko also said that doubts about the
effectiveness of the vaccine are unfounded.
Source: ET Healthworld.com
Covid-19 re-infection not confirmed: WHO
expert
A senior expert of the World Health
Organization (WHO) said that although there are
some cases suggesting that an individual may
have been re-infected with Covid-19, it's still not
confirmed.
Maria Van Kerkhove, technical lead on Covid-19
response at the WHO Health Emergencies
Program, told a virtual press conference on 11th
August that some people can have PCR

(polymerase chain reaction) positivity for many
weeks, not just days, and it doesn't necessarily
mean that they are infectious for that long,
Xinhua news agency reported.
According to the WHO expert, false positivity or
false negativity may also lead to the result that an
individual is tested positive again, but that should
not be viewed as re-infection.
Source: ET Healthworld.
TB vaccine shows encouraging results against
corona virus in phase-3 clinical trials
India may have hope in a fourth vaccine being
tested as a preventive and immunity booster
against Covid-19. VPM1002, a tuberculosis
vaccine, is showing encouraging results against
the coronavirus infection in phase-III clinical trials
being conducted in Germany.
The most encouraging factor for India is that the
country will have access to this vaccine,
as biotechnology company Serum Institute of
India has tied up with its developer, Berlinbased Max Planck Institute for Infection Biology
and Vakzine Projekt Management (VPM)
Company.
VPM chief executive Leander Grode told ET: “At
the moment we are performing two phase-III
clinical trials, together with Serum Institute of
India, in high-risk populations — one trial in
healthcare professionals and the second in elderly
population. Both trials have been approved by
German national authority, the Paul-EhrlichInstitut, and the responsible independent ethics
boards.
Source: First World Pharma
US Secures at Least 100 Million Doses of
Moderna’s COVID-19 Vaccine for $1.5 Billion
Moderna on 11th August said it reached an
agreement with the US government to supply
millions of doses of its coronavirus vaccine
candidate mRNA-1273. The award of up to $1.525
billion is for the manufacturing and delivery of
100 million doses of the vaccine, including
incentive payments for timely delivery, with the
deal also including an option to purchase up to
another 400 million doses.

The agreement is on top of a previous award of
up to $955 million from the US that went toward
supporting development of the vaccine, including
a recent commitment of up to $472 million from
the Biomedical Advanced Research and
Development Authority (BARDA). The US
government said Americans will receive mRNA1273 at no cost for the vaccine itself, although as
is customary with government-purchased
vaccines, healthcare professionals could charge
for the cost of administering it.
Last month, an interim analysis of a phase 1 study
found that mRNA-1273 induced “robust”
neutralizing antibody titers in all 45 study
subjects, and also elicited Th1-biased CD4 T-cell
responses, while producing only mild-tomoderate side effects, typically after the second
dose. Meanwhile, a phase 3 trial got under
way recently, and will test the mRNA-based
vaccine against placebo in approximately 30,000
participants.

Scaling up production “We appreciate the
confidence of the US government in our mRNA
vaccine platform,” said CEO Stéphane Bancel,
adding “we are scaling up our manufacturing
capability with our strategic partners, Lonza,
Catalent and ROVI, to address this global health
emergency.” Moderna indicated late last month
that it remains on track to deliver about 500
million doses of mRNA-1273 a year, and possibly
up to 1 billion doses annually, beginning in 2021.
Meanwhile, Moderna recently lost a US patent
challenge brought against Arbutus Biopharma
over the latter’s lipid nanoparticle delivery
technology, potentially affecting mRNA-1273. In a
recent regulatory filing, Moderna disclosed there
was a possibility it was not the first company to
make “inventions claimed” in its patent
applications, including those for mRNA-1273, and
as a result, it “may be unable to secure desired
patent rights, thereby losing exclusivity.”
Source: Eyewire

Readers’ Column……………………..

In the Inaugural programme of APTI-IPAMOOCs
FDP-2020- Prof. B. Suresh, President Pharmacy
Council of India (PCI), Dr. T.V.Narayana, National
President, Indian Pharmaceutical Association
(IPA),
Dr.
Rao
Vadlamudi,
President,
Commonwealth Pharmacists Association (CPA),
Prof. P.D.Chaudhury, President, Association of
Pharmacy Teachers of India (APTI) and other
eminent personalities.

Dear Editor,
This issue of the Drugs Information Bulletin is
very important and warned me further regarding
uses of NITROFURANTOIN and CLOZAPINE.
As I am a Registered Pharmacist I will take much care
of the patients during selling of the above mentioned
drugs in my sales counter.
If any impairment/serious bowl constipation
syndrome is found I shall give a caution to the
patients and will request the patients to consult their
respective doctors again before use.
I also got the prescription of ONDANSETRON for
pregnant women and I shall request them also not
use such drugs during the first trimester of
pregnancy.
DRUG INFORMATION BULLETIN HAS BECOME A
PART AND PARCEL OF A REGISTERED PHARMACIST
NOW A DAYS.
GOBINDA LAL BHATTACHARYA

DISCLAIMER:
The Newsletter intends to provide updated and reliable information on medicines and other related issues in an attempt
to equip healthcare professionals to take informed decision in recommending medicines to the patients. However, they
are encouraged to validate the contents. None of the people associated with the publication of the Newsletter nor the
organization shall be responsible for any liability for any damage incurred as a result of use of contents of this publication
The brand names of medicines, if mentioned, are for illustration only and the Newsletter does not endorse them.

