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Editorial

COVAXIN: How the only Indian indigenous
COVID vaccine of International repute is
lagging in world’s race
Kamal Pratap Singh

Pfizer is making 300 crore doses (3 billion) whereas
Indian vaccine manufacturer consortium of Bharat Biotech
will make only 90 crore doses till the end of 2021.
Pfizer is making 300 crore doses (3 billion) whereas Indian
vaccine manufacturer consortium of Bharat Biotech will make
only 90 crore doses till the end of 2021.
Pfizer eyes $26B in COVID-19 vaccine sales for the year 2021,
with $3.5B (360 crore Rs) already in the bag. Moderna has predicted output of up to 1 billion doses this year. Adar Poonawalla on May 1 announced that the Serum Institute would be able to
raise its monthly output to 100 million (10 crore) doses by July.
India approved Russian made Sputnik V also, and is also planning to approve vaccines made by Pfizer, Moderna, Johnson &
Johnson and others.
The finance ministry approved ₹3,000 crore for Pune-based SII
which is manufacturing the AstraZeneca’s COVID-19 vaccine
Covishield but granted ₹1567.50 crores to Hyderabad-based
Bharat Biotech for boosting the production of indigenous
Covaxin.
India recently set the milestone of vaccinating more than 180
million (18 crore) people.
Centre’s statement that India will produce over 216 crore vaccine
doses between August and December represents an ambitious
scaling up of manufacturing capacity of India. Current workhorses Covishield and Covaxin will yield 75 crore and 55 crore doses
respectively (around 50%), while others including Sputnik V and
vaccines under trial from Novavax, Zydus Cadila, Biological E
and Bharat Biotech’s nasal vaccine will contribute the rest.
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S.No Company
1
2
3
4
5

Bharat Biotech’s Bangalore facility
Haffkine Biopharmaceutical Corporation Ltd.
Indian Immunologicals Limited (IIL)
BIBCOL, Bulandshahr
Gujarat Biotechnology Research Centre along with Hester Biosciences and
OmniBRx

Grant
Sanctioned
Rs 65 crore
Rs 65 crore
Rs 60 crore
Rs 30 crore
Not disclosed

Table: Companies recently funded to increase production
of COVAXIN.

“Price is a little concern but
inactivated covaxin has less
reported side effects like
anaphylaxis and blood clot
as compared to mRNA covishield”
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Editorial
COVAXIN®, India’s only indigenous COVID-19 vaccine by
Bharat Biotech is developed in collaboration with the Indian
Council of Medical Research (ICMR) - National Institute of
Virology (NIV). The indigenous, inactivated vaccine is developed and manufactured in Bharat Biotech’s BSL-3 (Bio-Safety
Level 3) high containment facility. The vaccine is developed using Whole-Virion Inactivated Vero Cell derived platform technology. Inactivated vaccines do not replicate and are therefore
unlikely to revert and cause pathological effects. They contain
dead virus, incapable of infecting people but still able to instruct
the immune system to mount a defensive reaction against an infection.
Conventionally, inactivated vaccines have been around for decades and are found safest. Numerous vaccines for diseases such
as Seasonal Influenza, Polio, Pertussis, Rabies, and Japanese
Encephalitis use the same technology to develop inactivated
vaccines with a safe track record. It is thus the well-established,
and time-tested platform in the world of vaccine technology.
“Manufacturing scale-up has been carried out in a stepwise manner across multiple facilities in Hyderabad and Bengaluru but
still it is limited to 700 million (70 crore) doses...,” said the company on April 20th, 2021, which had in January pegged the capacity at 200 million doses a year. Bharat Biotech CMD Krishna
Ella at an event in April 2021 said that the company will produce
30 million (3 crore) doses of Covaxin next month (May) against
around 20 million (2 crore) doses this month (April) and 15 million in the last month (March). He said that the company expects
to reach a production capacity of up to 700 million doses per
annum by July-August 2022.
The Union health ministry said the government has paid an advance of ₹1,699.50 crore, after deducting tax at source, to Serum
Institute for 110 million (11 crore) doses of Covishield, as well
as ₹772.50 crore to Bharat Biotech for 50 million (5 crore) doses
of Covaxin. Both payments were made on 28 April.
On May 10, union aviation minister Hardeep Singh Puri has
said advance orders for May, June and July have been placed.
Puri said the central government has placed advance orders with
SII, buying 5.6 crore vaccines worth Rs 1,176 crore through PM
Care fund. To Bharat Biotech, he said the Centre has placed orders for 1 crore vaccines worth Rs 216.83 crore through PM
Cares; and 5 crore doses on April 22 and 2 crore on May 10 by
the health ministry.
Cumulatively, Indian vaccine manufacturers, including SII,
Bharat Biotech, Panacea Biotech, Sanofi’s Shanta Biotech, Biological E, Hester Biosciences and Zydus Cadila, have an installed capacity to manufacture 8.2 billion doses of different
vaccines per year out of which companies have already planned
to give 5.4 billion covid vaccine doses in a year.

Points to consider while deciding manufacturing and expansion capacities of Bharat Biotech
1.

Only COVAXIN is indigenous and safe vaccine which has
been developed in India

2.

Bharat Biotech has world class manufacturing expertise
approved by USFDA, KFDA and WHO

3.

Demonstrating capabilities of world’s first: Eco-friendly
recombinant Hepatitis-B vaccine (free of cesium chloride and Thiomersal), Rotavirus vaccine from a naturally
attenuated strain and Typhoid Conjugate vaccine.

4.

Among the first in India to develop vaccines for viral
diseases like Chikungunya and Zika.

5.

Bharat Biotech produces largest number of different kind
of vaccines.

6.

Pfizer, the largest contender of COVID-19 vaccine has
very stringent storage conditions which can result in unnecessary loss of doses.

7.

It is effective against emerging mutants.

Recently, the Centre has provided financial assistance in the
form of grant of Rs 220 crore to vaccine manufacturers to boost
the production of Bharat Biotech’s COVID-19 vaccine Covaxin,
and its production is expected to reach more than 10 crore doses
per month by September this year (Table).

Conclusion:
Bharat Biotech is perfect candidate for Atma Nirbhar Bharat
vaccine production which has ramp-up production to 500 million (50 crore) doses a year. US’s Pfizer has expected to produce
3 billion vaccines but it can be beaten up if 10 such facilities of
Bharat Biotech being built up by govt through a more robust
investment in the future indigenous vaccine industry of India.
As we calculated it will bring more than 3 billion doses which
otherwise a target of Pfizer and at the same time we can vaccinate the whole world with a safe and cost effective COVAXIN
through FDA, EU, WHO, CEPI, GAVI, COVAX and other alliances.

If required, total vaccine production capacity can be tweaked
to manufacture COVID-19 vaccines. Besides vaccinating every
citizen of the country, it can be used to supply vaccines to other
countries of the world.
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Editorial

Variants of SARS-CoV-2 (COVID 19) :
Update May 2021

Seema Pavgi Upadhye

Viruses constantly change through mutation, and new variants of a virus are expected to occur over time. Sometimes new variants emerge and disappear. Other
times, new variants emerge and persist. In 2019 when SARS-CoV-2 burst upon
the world, scientists knew that it was bad but thought it was stable as Corona
Virus don’t mutate as readily as few other viruses like hepatitis, flu or AIDS.

Coronaviruses are named for the crown-like spikes
on their surfaces. They have a molecular “proof reading “ system that SARS-CoV-2 and its generation use
to prevent damaging genetic errors when replicating.
But virus was indeed bad and was not so stable. This
virus after jumping from animals to humans, is acquiring minor random mutations. These mutations
can occur as deletion or insertions in genetic code.
If this occur, most mutations either kill the virus or
BIOTECH EXPRESS | Vol 8, Issue 94, May 2021

cause no change in its structure or behaviour.
But within few months, new variants of original virus
or wild type have been seen to cause major changes in the way the pathogen behaves including alterations to its contagious behaviour. Coronavirus scientists monitor changes in the virus, including changes
to the spikes on the surface of the virus. These studies, including genetic analyses of the virus, are helping scientists understand how changes to the virus
www.biotechexpressmag.com
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Editorial
might affect how it spreads and what happens to
people who are infected with it.

it led to international travel bans and stronger lockdown measures in the U.K.The B.1.1.7 variant conMultiple variants of the virus that causes COVID-19 tains 17 mutations, including several in the spike
have been documented in the United States, South protein. One of them, N501Y, has been found to help
Africa, Brazil and in other countries. These variants the virus bind more tightly to the ACE2 cellular reseem to spread more easily and quickly than other ceptor.It is unclear, however, whether the variant’s
variants, which may lead to more cases of COVID-19. enhanced contagiousness comes from N501Y alone
The mutations are not random and they helped vi- or also involves some combination of other spike
rus to transmit faster and attach the immune system. protein mutations.Despite initial concerns, there
The people who recovered from COVID 19 were rein- has been no real evidence that the variant is more
infectious in children than the original, says Universifected with the mutant virus.
ty of Cambridge microbiologist Sharon Peacock, who
Here are five of the most prominent variants, listed is executive director of the COVID-19 Genomics UK
in the order that researchers first spotted them. This (COG-UK) Consortium, a group that analyzes genetic
roster identifies where each variant was first seen changes to the virus. Recent data from the U.K  hint
and gives the technical name or names scientists that the variant may be more lethal than the original,
use to identify it. (Naming variants has caused some but the analyses are preliminary.
confusion because different research teams employ
different systems. This list uses one based on the 3- The B.1.351 variant appeared around the same
ancestral lineage of each variant, but some variants time as B.1.1.7, and it spread quickly in South Afristill have more than one name. The entries also high- ca to become the dominant version in that country.
light important mutations in each variant—denoted Like its European counterpart, B.1.351 contains the
by letters and numbers that indicate their position N501Y mutation, although evidence seems to suggest
in the sequence of the viral genome—and describe the two variants arose independently. But scientists
what scientists know or suspect about what those are more concerned about another mutation called
E484K that appears in the South African version. The
changes do.
genetic change may help the virus evade the immune
1- The 20A.EU1 variant, first identified in Spain, con- system and vaccines. It was found that E484K—
tains a mutation called A222V on the viral spike pro- as well as similar mutations at that particular spot
tein. The spike is a component of SARS-CoV-2 that in the protein—made it as much as 10 times more
binds to a receptor on human cells called ACE2, and difficult for antibodies to bind to the spike in some
this attachment helps the virus get inside those cells people. Late this month researchers in South Africa
and infect them. The spike protein is also the part released a preprint study (research that has not yet
of the pathogen that is targeted by human antibod- been peer-reviewed) showing that an antibody-conies when they fight back against the infection. In lab taining serum from COVID patients was considerably
tests, human antibodies were slightly less effective at less effective at neutralising this variant.
neutralizing viruses with the A222V mutation. Over
the course of several months, the 20A.EU1 variant 4 and 5- In January researchers reported they had
became the dominant one in Europe. Epidemiolo- detected two new variants in Brazil, both descengists never saw any evidence that it was more trans- dants of a somewhat older common ancestor varimissible than the original. Researchers believe that ant. Although they share mutations with other newly
when Europe began lifting travel restrictions last discovered versions, they appear to have arisen indesummer, the variant that was dominant in Spain, pendently of those variants.
spread across the continent.
Of the two, researchers are currently more con2 - Scientists in the U.K. had been watching the B.1.1.7 cerned about P.1. That variant contains more muvariant for some time before announcing in Decem- tations than P.2 (though both have E484K), and it
ber that it might be at least 50 percent more trans- has already been seen in Japan and other countries.
missible than the original form. That announcement Although it is possible that P.1 accumulated its muwas based on epidemiological data that showed the tations in an immunocompromised individual. both
virus rapidly spreading throughout the nation. And Brazil and South Africa had large COVID outbreaks
BIOTECH EXPRESS | Vol 8, Issue 94, May 2021
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in 2020. With so many infected people creating an- host cells.
tibodies against the virus, a version that could evade
the immune system and reinfect a person who had
recovered might have a strong advantage and then More than a million distinct sequences of SARSCoV-2 have been reported to GISAID, the global
become more widespread in a population.
public database. Many inconsequential mutations
Alarmed by the local outbreaks of B.1.1.7, the vari- go unnoticed. But some mutations can change the
ant first discovered in the United Kingdom, the gov- amino acids, which are the building blocks of viral
ernment formed a multi-laboratory network named proteins, “which may change their characteristic,”.
the Indian SARS-CoV-2 Genomic Consortium (INSA- When one or more mutations persist, they create
COG) to monitor the evolution of SARS-CoV-2, the new variants distinct from the ones already in circuvirus that causes COVID-19. On March 24, after se- lation and are then given new names.
quencing less than one percent of coronavirus samples collected by its member laboratories across the
country, INSACOG announced it had found “a new The new variant, now designated as B.1.617 , cardouble mutant variant.” What alarmed scientists ries two known mutations; the first at position
was that the variant carried features from two wor- 452 of the spike protein and the second at 484. It
risome lineages; the variants first identified in Cali- shouldn’t be called double mutation, because that
fornia (B.1.427 and B.1.429), and those discovered is just a misnomer. Actually, B.1.617 carries 11
in South Africa (B.1.351) and Brazil (P.1). Although it other mutations—13 in total, of which seven are
wasn’t noticed at the time, the mutant had in fact in the spike protein that punctuate the surface of
been sequenced and its genetic code deposited in SARS-CoV-2 and endow the virus with its signature
the global database as early as in October 2020, “crown” structure. The virus uses spike proteins to
This new variant has spread fast, causing more than anchor to the ACE2 receptor protein on the surface
60 percent of all coronavirus infections in the In- of lung and other human cells, and infect them. An
dian state of Maharashtra alone, which reported eighth mutation in B.1.617 located at the midpoint
of the immature spike protein—and also found in
the largest number of all COVID-19 cases in India.
some New York variants—can increase the transmission of the virus, giving it an adaptive advantage.
The emergence of more transmissible variants
highlights limitations in the current state of global surveillance of not only SARS-CoV-2 but of all The mutations in the B.1.617 have been studied inemerging diseases in far-flung areas. INSACOG was dependently, but not in combination. there’s a lot
expected to sequence five percent of the positive of mutations coming up in the spike protein.Sursamples from all states but managed far fewer: only face proteins evolve more rapidly, especially with a
13,614 by April 15. Certainly, the world has lots and new virus, as it wants to evolve to bind cells better.
lots of genomic surveillance, and India needs to be Because the spike protein coats the surface of the
doing a much higher proportion. Often people ask SARS-CoV-2 virus, it is the primary target for imhow much? The U.K. is the gold standard on genom- mune system. Immune cells make antibodies that
ic surveillance and maybe between five and 10 per- recognise and bind to the virus and “neutralize” it.
That is why, all current COVID-19 vaccines also use
cent. India does far less than one percent.
the spike protein to train the body for immunity.
Viruses frequently mutate and these mutations
occur randomly. In fact, SARS-CoV-2, HIV, and influenza viruses, all of which encode their genetic
instructions using the molecule RNA, mutate more
frequently than other types of viruses due to copying errors introduced as viruses replicate in their
page 11

www.biotechexpressmag.com

While random, the mutations in the spike protein
that change its appearance and structure can help
the virus evade the antibodies. These adaptations
increase the ability of the virus to survive and replicate. Any mutations in spike protein have potential
to impact the neutralisation phenotype of the virus
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and its infectivity, its transmissibility, and potentially
pathogenesis. He has shown that the California variants with L452R mutations are two to three times
less susceptible to antibodies from vaccines and
convalescent serum samples.
Similar studies suggest that L452R mutation can increase the number of viruses that can infect a single
cell, potentially promote viral replication, and help
the virus bind more tightly to the ACE2 receptor on
the surface of cells. However its not sure whether
that mutant can be more dangerous for human population.
Just a mutation at the E484 site alone, which is the
case in the B.1.351 and P.1 variants, can help the
virus escape neutralising antibodies . Coupled with
the L452R mutation, which is also likely responsible
for helping the virus evade antibodies, the B.1.617
can be a very troublesome variant and need to characterise this.
B.1.617 has spread worldwide. On April 3, the
B.1.617 variant was identified in a U.S. patient.
Could the variant have arisen independently in the
United States? No but rather were through global
spreads. B.1.617 variant has now been identified
in 16 countries on all continents, except Africa.
Since B.1.617 brings so many ominous mutations
together, the additive effects seem to be evidenced
by the rapid increase in India at present. It should
also be noted that the number of viral sequences
analysed in India [about 100 sequence per day] is
much smaller than the number of infected people
in India [about 300,000 per day]. Therefore, still not
sure the current huge surge of COVID in India is due
to B.1.617.The so-called fast spreading variant still
in the country is about 10 percent so that means 90
percent of the cases in the current sense are something else, not double mutant,” said Rakesh Mishra
of the Indian Centre for Cellular and Molecular Biology.
While genomic surveillance of the variants is critiBIOTECH EXPRESS | Vol 8, Issue 94, May 2021

cal, that alone cannot prevent new outbreaks, super spreader events, or stop the pandemic. Genomic surveillance can only help scientists track where
infections are going, and how and where the virus
is spreading.
Early in the pandemic there was struggle to test
people having COVID, otherwise we cannot know
the number of people having COVID and how fast it
spreads and the involved risks. Now the next step is
genetic sequencing which decodes the genome of
SARS-CoV-2 virus in samples from patients. Knowing
the genome sequence helps researchers understand
two important things – how the virus is mutating into
variants and how it’s traveling from person to person.
Before the COVID-19 pandemic, this kind of genomic surveillance was reserved mainly for conducting
small studies of antibiotic-resistant bacteria, investigating outbreaks and monitoring influenza strains.
Particularly now, as new coronavirus variants of concern continue to emerge, genomic surveillance has
an important role to play in helping bring the pandemic under control.
Genome sequencing involves deciphering the order
of the nucleotide molecules that spell out a particular virus’s genetic code. For the coronavirus, that
genome contains a string of around 30,000 nucleotides. Each time the virus replicates, errors are made.
These mistakes in the genetic code are called mutations.Most mutations do not significantly change
the function of the virus. Others may be important,
particularly when they encode vital elements , such
as the coronavirus spike proteins that acts as a key
to enter human cells and cause infection. Spike mutations may influence how infectious the virus is,
how severe the infection may become, and how well
current vaccines protect against it.Researchers are
particularly on the lookout for any mutations   that
distinguish virus specimens from others or match
known variants.
Scientists can use the genetic sequences to track how
the virus is being transmitted in the community and
in health care facilities. For example, if two people
have viral sequences with zero or very few differences between them, it suggests the virus was transmitwww.biotechexpressmag.com
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ted from one to the other, or from a common source.
On the other hand, if there are a lot of differences
between the sequences, these two individuals did
not catch the virus from each other.

number of COVID-19 patients, selected to be representative of the populations most at risk from the
disease. Without this genomic information, new variants may spread rampantly and undetected through
the country and globally.

This kind of information lets public health officials
tailor interventions and recommendations for the
public. Genomic surveillance can also be important
in health care settings.

Laboratories must collect the samples, often from
different sources: public health labs, hospitals, clinics, private testing labs. Once the sequencing test
is performed, bioinformaticians use advanced programs to identify important mutations. Next, public
But how do researchers know if variants are health professionals merge the genomic data with
emerging and if people should be concerned? the epidemiological data to determine how the virus
is spreading. All of this requires investment in trainTake the B.1.1.7 variant, first detected in the United ing people to perform these tasks as a team.
Kingdom, which has strong genomic surveillance in
place. Public health investigators discovered that a Ultimately, to be useful, a successful genomic surcertain sequence with multiple changes, including veillance program must be fast and the data needs
the spike protein, was on the rise in the U.K. Even to be made publicly available immediately to inform
amid a national shutdown, this version of the virus real-time decision-making by public health officials
was spreading rapidly, more so than its predecessors. and vaccine manufacturers. Such a program is one
of the public health tools that will help bring the curScientists looked further into this variant’s genome rent pandemic under control and make a set up to
to determine how it was overcoming the distancing be able to respond to future pandemics.
recommendations and other public health interventions. They found particular mutations in the spike
References
protein – with names like ∆69-70 and N501Y – that
made it easier for the virus to infect human cells. Pre1- Alexander Sundermann,Understanding Geliminary research suggests these mutations translatnomic Surveillance: What Is It?5/4/2021The
ed into a higher rate of transmission, meaning that
Conversation
they spread much more easily   from person to person than prior strains.
Vaccine developers and other scientists then used
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Detecting variants of concern and developing a public health response to them requires a robust genomic surveillance program. That translates to scientists
sequencing virus samples from about 5% of the total
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Shrikant Nema1, 2
Division of Vector-Borne Diseases, ICMR-National Institute of Research in Tribal Health, PO Garha, Nagpur
Road, Jabalpur-482003, M.P., India; 2School of Biotechnology, Rajiv Gandhi Proudyogiki Vishwavidhalya
(State Technological University of Madhya Pradesh), Bhopal, 462 023, Madhya Pradesh, India

1

Correspondence: shrikantnema2014@gmail.com

Abstract
India along with 25 other countries has set the goal of malaria elimination by 2030. Out of these 26 countries,
22 are affected with COVID-19. We propose herewith that such countries, e.g., India must plan and manage
the COVID-19 situations in a way not to hinder targeted malaria elimination goal.

Keywords: COVID-19, Malaria elimination, India

different countries that have aimed for elimination of
malaria by the year 2030.

COVID-19 and Malaria:
The Indian perspective
The pandemic coronavirus disease 2019 (COVID-19)
was first reported in Wuhan, China, in late December
2019 and quickly spread to213 countries of the globe.
As of 23rd April 2021, about 144 million confirmed
cases with 2.1% of deaths are reported globallyi, with
India contributing around 16263695 confirmed cases
with 186920 deaths (as of 23rd April 2021) and still
countingii. The sudden emergence and high transmissibility of COVID-19 infection are posing new challenges all over the endemic countries as well as in 26
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Like many malaria-endemic countries, India also
has achieved a significant reduction in malaria cases
and stepping towards elimination [1]. However, due
to a rise in the trajectory of COVID-19 cases in ten
highly malaria-endemic states of India such as Uttar
Pradesh, Karnataka, Telangana, Chhattisgarh, Gujarat, Madhya Pradesh, Maharashtra, Kerala, Orissa,
and Rajasthan which contributed about 71% of the
malaria infection in 2019iii are of concern on the fulfilment of the targeted malaria elimination goal. India
is the second-most populous country in the globe and
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due to extensive population mobility many people are
found to have close contact with travellers returning
from COVID-19affected countries, which might have
affected rising cases of COVID-19 [2].
COVID-19 had appeared suddenly and become a serious public health concern that needs urgent attention for control. On the contrary, malaria, being an
age-old mosquito-borne human disease transmitted
by Anopheles vector causes serious health hazards
both in terms of mortality and morbidity year-by-year
in tropical and sub-tropical regions of the world.
We herewith highlight possible challenges in malaria control efforts in India due to the COVID-19 outbreak in the Indian context which might trigger the
policymakers for non-stop malaria control efforts.

Challenges in malaria elimination effort due to
COVID-19 outbreak in India
The quick action plan of the Indian government to
curb the coronavirus infection such as strengthening
the diagnostic capacity, social distancing and complete lockdown [2] are important precautionary steps
to curtail the infection and prevent the community transmission. Due to restricted movement of the
essential workforce and intermittent supply chains
might have resulted in shortage of essential malaria
commodities that are important for elimination effort.
These are (i) rapid diagnostic tests (RDTs), (ii) antimalarial medicines,(iii) long-lasting insecticidal nets,
and(iv) Indoor residual spray. The malaria T3 strategy
(Track, Test, Treat)iv which was designed to provide
diagnosis, treatment, and surveillance might create
difficulties for reaching out to patients during the lockdown period, although the healthcare delivery system
remains fully operational. Furthermore, considering
the severity of COVID-19, several diagnostic manufacturers who were involved in the production of malaria RDT kits would possibly have been diverted to
strengthen the diagnostic capacity of COVID-19. For
BIOTECH EXPRESS | Vol 8, Issue 94, May 2021

example, in 2018, 10.5 million malaria RDT’s were
distributed in Indiav; therefore, managing the malaria RDTs stock is essential. We should learn from the
experience of an Ebola outbreak in Guinea, Liberia,
and Sierra Leone where malaria cases had increased
by up to 1million in 2014 due to restricted supplies of
insecticide-treated bed nets [3]. Similarly, an increase
in malaria cases was observed at the time of the H1N1
flu pandemic outbreak in Mexico in 2009[4] and
during the civil war situation in Tajikistan in 199293[5].
Season of malaria transmission in India begins in
May, and the peak is seen after the monsoon in July
and August, with April and May are preparatory
months when preventive measures such as fogging,
fumigation and awareness campaigns are undertaken. Diversion of public health facilities and measures
and diversion of resources towards COVID-19 would
daunt malaria control efforts. To avoid such stress
in the management of the healthcare system, supply
chain management and essential/non-essential commodities should be well-established in advance in the
malaria-endemic regions.
COVID-19 along with malaria and co-infection with
other viral diseases may complicate and increase the
challenges in the early clinical diagnosis of malaria.
This is because few patients were diagnosed with
both COVID-19 and influenza virus with the common
symptoms [6]. A similar situation may be alarming in
the malaria-endemic zone as the common symptoms
of COVID-19 include fever, fatigue, myalgia, cold
and cough which may confuse with malaria [7]. Other
vector-borne viral diseases (e.g. Dengue) may also be
confusing, as, in some instances, false-positive dengue case was later confirmed to be COVID-19 positive [8]. Keeping all these challenges in mind, it is
important to highlight that diagnostic test of malaria
and other vector-borne viral diseases must be recommended along with the COVID-19 suspected cases in
the areas of high malaria and COVID-19 endemicity.
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Health professionals engaged in malaria control and
elimination program should be more careful by following the advisory guideline to avoid the COVID-19
infection during the malaria epidemiological surveys,
diagnosis, and treatment. It is worth mentioning that
in some patients, virus remains active as asymptomatic COVID-19 infection; such covert coronavirus
infections [9] may pose a challenge in malaria surveillance. Therefore, health care leaders and workers
in malaria-endemic regions must ensure that such
containment practices should be implemented and
public health policy needs should be established to
effectively manage the COVID-19 and malaria cases
simultaneously.

gov.in/.
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Concluding remarks
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1 Narain J et al. (2018) Eliminating malaria in
curb the spread of COVID-19 must not compromise India by 2027: The countdown begins!
Indian J
access to malaria prevention, diagnosis, and treat- Med Res. 148, 123–126.
ment services. If we fail to handle COVID-19 and
2 Pulla, P. (2020) Covid-19: India imposes lockmalaria cases simultaneously, it could influence the
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368.
success in the malaria elimination we have achieved
so far, and we may not be able to attain the national
3 Walker, P.G.T. et al. (2015) Malaria morbidmalaria elimination goal in the stipulated time frame.
ity and mortality in Ebola-affected
counHence, proper vigilance in the malaria-endemic retries caused by decreased health-care capacity, and
gions while dealing with the COVID-19 situation in
the potential effect of
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India is essential.
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Genome or gene editing mediated by CRISPR-Cas system has emerged as a powerful tool with a capability of precisely mutagenizing the genome of a wide range of organisms. The technology is based on an
existing bacterial immune system, and is accepted and applied world-wide as a simple, precise and efficient method to genetically improve living organisms including animal and plant species for agriculture,
food and nutrition.In addition, the CRISPR-mediated genome editing has the potential for developing
safe and cost-effective plant-based vaccines for COVID-19. The technology has already been applied for
basic biological research, human therapeutics, and crop improvement.
India is well poised for using CRISPR-based Genome Editing
for improving crops with traits such as abiotic and biotic stress
tolerance, herbicide tolerance, nutritional quality, and more.
This was revealed in the recently concluded Hands-on Workshop on Genome Editing organized jointly by The Alliance of
Bioversity International and CIAT, Asia-India, New Delhi and
the SGT University, Gurugram,in collaboration with ICAR institutes such as National Rice Research Institute, Cuttack; National
Institute of Plant Biotechnology, New Delhi, and the DBT’s National Agri-food Biotechnology Institute, Mohali, from March
23 -27, 2021.
The objective of the workshop was to develop skilled human
resources and capacity building for efficient use of this latest
technology for crop improvement by Indian researchers.
The 5-day Hands-on Laboratory Course on CRISPR-Cas Gene
Editing was attended by 14 offline and 128 online registered
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participants. The offline trainees were selected from various institutions of the country, which included ICAR institutes, State
Agricultural Universities, Central University of Jammu, and
Delhi University.
The faculty for the workshop included eminent scientists from
reputed international institutions such as International Rice
Research Institute (IRRI), Manila; International Institute of
Tropical Agriculture (IITA), Tanzania; University of Maryland,
USA; University of California, Los Angeles, USA; and Corteva
Agriscience, USA in addition to the key national institutes like
ICAR-Indian Agricultural Research Institute, New Delhi and
CSIR- Institute of Genomics and Integrative Biology (IGIB),
New Delhi.
The workshop provided for all the basic principles, concepts,
and detailed know-how for applying the CRISPR-based genome
editing in agriculture. Different sessions were devoted to pro-
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horticultural sectors with diverse traits.
There is a strong possibility of improving several complex agronomic traits
through the use of CRISPR-mediated
multiplex genome editing in a relatively
short period.
India is an agrobiodiversity rich nation,
and this technology is the right choice
for enhanced use of the available crop
diversity by bringing novel resistance
genes/alleles from crop wild relatives
and landraces to the cultivated gene
pool for developing high-yielding climate-smart crops with enhanced resistance to emerging pests and pathogens,
and tolerance to multiple stresses, such
as drought, high temperature, and salinity.

vide relevant information to the participants on aspects such as:
how to select a target gene, what tool to use to perform a desired
modification, how to deliver the editing reagents into the organism, when to go for selection and screening of mutants, and what
procedures and tools to use for analyzing data and validation
of mutants. Although genome editing tools are highly specific,
sometime they can generate unintended editing.
The experts in the workshop imparted a great deal of knowledge
on minimizing such unintentional editing and, if it occurs, how
to assess. Discussion on the worldwide regulatory status of genome-edited crops with particular emphasis to India was also
held.
From the lectures delivered by the international faculty, it was
amply clear that plant genome editing has already created crops
with improved traits. For instance, generation of genome-edited
rice with broad-spectrum resistance to bacterial blight by mutating the sucrose transporter gene promoters; high yielding rice
by multiplex editing of three yield-related QTL genes OsGS3,
OsGW2 and OsGn1a, which negatively regulate the grain size,
width and weight, and number, respectively; genome edited rice
with high tolerance to drought in combination with high yielding
ability by mutating the ABA receptors.
Similarly, tomato has been made resistant tothe powdery mildew fungal pathogen through loss-of-function mutations in the
wild-type alleles of the Mlo gene. The recent approvals of genome-edited mushroom, soybean, and petunia by the United
States Department of Agriculture and CRISPR-edited tomato by
Japan Govt. are significant examples of translational progress in
this area that would encourage other countries including India to
use CRISPR for various plant breeding innovations.
India too has already developed several genome-edited crops
with improved traits such as beta-carotene enriched banana,
drought and salinity tolerant rice, aromatic rice,and herbicide
tolerant rice, maize and pigeon pea, and few others. However,
more genome-edited crops need to be developed in the agri and
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Importantly, deregulation and global
harmonisation of the regulatory framework is needed for commercialization of
the genome-edited crops in a timely fashion for the benefit of
farmers and consumers.
Advantage with CRISPR-based technology is that it permits
modification of only a few bases/nucleotides in a precise and
targeted manner, as against random mutagenesis attempted in
the past through irradiation or chemical mutagens, for the development of crop varieties.
Notably, the genome-edited crops developed with minor targeted genetic alterations in their native genes remain indistinguishable from their non-edited counterparts and have been treated
as non-GMOs in the USA and other countries. Once the CRISPR-edited plants are made transgene-free by sexual segregation,
they are identical with many naturally occurringcrop genotypes.
A regulatory free-pass of such edited crop plants is an absolute
necessity to realize this technology’s full potential.
Feedbacks from both online and offline participants clearly indicated that this workshop helped them understand the basic concepts in applying CRISPR to their experiments, and on the types
of genome modifications possible with the currently available
tools, and provided information about freely accessible resources to facilitate designing and analyzing CRISPR experiments for
diverse agricultural applications.
The Course Director, Prof KC Bansal expressed his views in
the valedictory function, while distributing certificates to the
participants, and mentioned that the availability of efficient genome engineering tools for precise editing would greatly help
Indian agriculture, particularly to address the issues of climate
adaptation of crops, shrinking natural resources, increasing input use-efficiency, and malnutrition. However, what is needed is
a predictable, transparent, dynamic, and interactive regulatory
framework to facilitate product development and commercialization on a scale similar to what India has done wonderfully
well in vaccine development for COVID-19.
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Prof Shahid Jameel, Head INSACOG task
force, QUIT without giving any reason
MAY 17, 2021

Prof Shahid Jameel,
eminent virologist,
and head of the
advisory group to
the Indian SARSCOV-2 Genomics
Consortia (INSACOG),
resigned
from his post on
17th May 2021.
The consortia was
formed in January 2021, it is doing genomics surveillance of coronavirus in COVID-19 epidemic.
BIOTECH EXPRESS | Vol 8, Issue 94, May 2021

It has been tracking international variants of concern
as well as discovered the so called ‘Indian variant ‘
(B.1.617) that is believed to be instrumental in India’s
devastating second wave.
On May 13, in an invited opinion piece for the New
York Times, Dr. Jameel summarised India’s response
to the multiple waves and the uneven vaccination rollout and concluded by saying “scientists were facing
stubborn resistance to evidence-based policy-making.
Currently, Dr. Jameel is Director of Trivedi School of
Biosciences at Ashoka University.
www.biotechexpressmag.com
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Anti-COVID oral drug 2-DG approved in
India
MAY 17, 2021

Union defence minister Rajnath Singh released the
first batch of the anti-Covid-19 drug, 2-deoxy-D-glucose (2-DG), which has been granted emergency
approval by the Drug Controller General of India
(DCGI).
The anti-Covid oral drug has been developed by the
Defence Research and Development Organisation’s
(DRDO’s) leading laboratory — Institute of Nuclear
Medicine and Allied Sciences (INMAS) — in collaboration with Dr Reddy’s Laboratories.
Releasing the drug along with Health Minister Harsh
Vardhan, Defence Minister Rajnath Singh said 2-deoxy-D-glucose (2-DG) has brought a “new ray of
hope” in the treatment of COVID-19 patients.
The Drugs Controller General of India (DGCI) approved 2-DG for emergency use as an adjunct therapy
page 23
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in moderate to severe coronavirus patients earlier this
month.
The defence ministry, on May 8, said the clinical trials of 2-DG showed that it helps in a faster recovery
of hospitalised patients and reduces the supplemental
oxygen dependence.

The anti-Covid oral drug has been
developed by the Defence Research and
Development Organisation’s
(DRDO’s) leading laboratory —
Institute of Nuclear Medicine and
Allied Sciences (INMAS) — in
collaboration with Dr Reddy’s
Laboratories.
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Govt removes plasma therapy as
treatment for COVID-19 among adults
MAY 17, 2021

A government-appointed task force on Covid-19 on
Monday removed plasma therapy from the treatment
protocol for adult Covid-19 patients. In the revised
clinical guidelines for management of adult Covid-19
patients, use of convalescent plasma therapy has been
removed even as an ‘off label treatment.
Until now, India’s Covid-19 treatment protocol allowed ‘off label’ use of convalescent plasma therapy
but only at the stage of early moderate disease, that
is, within seven days of the onset of symptoms, and if
there is availability of a high titre donor plasma.
The Covid-19 treatment protocol is prepared in consultation with the Indian Council of Medical Research, AIIMS New Delhi, among others.
In the early months of the Covid-19 pandemic, plasma
therapy became popular as a ‘treatment’ for Covid-19
and something that was thought to be effective in preBIOTECH EXPRESS | Vol 8, Issue 94, May 2021

venting progression of a case from moderate to severe.
The decision to remove it from the guidelines comes
in the backdrop of some clinicians and scientists writing to Principal Scientific Advisor K VijayRaghavan
cautioning against the “irrational and non-scientific
use” of convalescent plasma for Covid-19 in the country.
In the letter, which was also marked to ICMR chief
Dr Balram Bhargava and AIIMS Director Dr Randeep
Guleria, public health professionals alleged that the
current guidelines on plasma therapy are not based
on existing evidence and pointed out some very early
evidence that indicates a possible association between
emergence of variants with “lower susceptibility to
neutralising antibodies in immunosuppressed” people given plasma therapy.
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After several govt task forces, SC sets up
a new task force for COVID response,
oxygen audit, supply
MAY 08, 2021
nism is set up within
the Union government for the purpose
of allocating medical
oxygen to all states
and UTs for being used during the
Covid-19 pandemic. The Union Government has agreed
to set up a National
Task Force to streamline the process,” a
Bench of Justices D Y
Chandrachud and M
R Shah said in its May
6 order.

The order said the Centre had suggested that “in order to
ensure that the allocation and distribution of oxygen takes
place on a rational and equitable basis, it is necessary to
constitute a National Task Force of experts which would
determine the method of allocation and distribution of oxygen across states/UTs”.
The Supreme Court has put in place a 12-member National
Task Force (NTF), including top experts and doctors from
across the country, “to facilitate a public health response to
the pandemic based on scientific and specialised domain
knowledge”.
The Task Force would also undertake an oxygen audit for
“formulating a methodology for the scientific allocation of
oxygen to states and UTs (Union Territories)”. The Union
Cabinet Secretary or a nominee of the official will serve as
Convenor of the NTF.
“It is necessary that an effective and transparent mecha-
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The ex-officio members named to the
NTF by it include
Bhabatosh Biswas, former Vice-Chancellor, West Bengal
University of Health Sciences, Kolkata; Dr Devender Singh
Rana, Chairperson, Board of Management, Sir Ganga Ram
Hospital, Delhi; Devi Prasad Shetty, Chairperson and Executive Director, Narayana Healthcare, Bengaluru; Gagandeep Kang, Professor, Christian Medical College (CMC),
Vellore, Tamil Nadu; J V Peter, Director, CMC; Naresh Trehan, Chairperson and Managing Director, Medanta Hospital and Heart Institute, Gurugram, Rahul Pandit, Director,
Critical Care Medicine and ICU, Fortis Hospital, Mulund
and Kalyan (Maharashtra); Saumitra Rawat, Chairman &
Head, Department of Surgical Gastroenterology and Liver Transplant, Sir Ganga Ram Hospital; Shiv Kumar Sarin,
Senior Professor and Head of Department of Hepatology,
and Director, Institute of Liver and Biliary Sciences (ILBS),
Delhi; Zarir F Udwadia, Consultant Chest Physician, Hinduja Hospital, Breach Candy Hospital and Parsee General
Hospital, Mumbai; and the Secretary, Union Ministry of
Health and Family Welfare.
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Deadly ‘Black Fungus’ in India: 10 facts
about mucormycosis in Covid-19 patients
MAY 11, 2021

Odisha has detected its first case of mucormycosis or
‘black fungus’ in a 71-year-old COVID-19 patient with
a known history of uncontrolled diabetes, officials said,
news agency PTI reported. Niti Aayog Member (Health)
V K Paul had said that mucormycosis cases were being
found in coronavirus patients.
Maharashtra, Gujarat have reported a rise in cases of the
rare but potentially fatal infection.
Let’s take a look at the10 facts about mucormycosis, also
known as the ‘Black Fungus’ infection:
1) ‘Black Fungus’ is caused by a group of moulds known
as mucormycetes present naturally in the environment.
2) Mucormycosis, to a large extent, is happening to people who have diabetes. It is very uncommon in those
who are not diabetic.
3) Cases of mucormycosis is causing blindness or other
serious issues, health officials in Maharashtra and Gujarat said.
4) This disease is not new but is on the rise among
COVID patients because the use of steroids elevates
sugar level and some medicines suppress the patients’
immunity, said Dr Tatyarao Lahane, who heads the state
government’s Directorate of Medical Education and Research.
5) The ‘Black Fungus’ is present in the environment, and
those with suppressed immunity or co- morbidities are
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more vulnerable to infection.
6) Symptoms of mucormycosis include headache, fever,
pain under the eyes, nasal or sinus congestion and partial loss of vision.
7) The treatment involves injections for 21 days. The basic cost of the injections is around ₹9,000 per day.
8) This fungal infection came to light during the first
‘wave’ of the pandemic, typically a couple of weeks after
the patient was discharged, said Dr Hetal Marfatia, professor and head of the ENT department at the government-run KEM hospital in Mumbai.
9) In an official statement, the Health and Family Welfare Department said that the situation is being monitored and the treatment for mucormycosis is available
in the state.
10) Conditions like HIV/AIDS, uncontrolled diabetes,
mellitus cancers, organ transplant, long-term corticosteroid and immunosuppressive therapy increase the risk
of this disease and the predisposing factor for most of
the cases prior to the COVID-19 pandemic, it said.

Symptoms of mucormycosis or ‘black
fungus’ include headache, fever, pain
under the eyes, nasal or sinus congestion and partial loss of vision.
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Indian Government Supports Manufacturing
Capacity expansion for COVAXIN
production under Mission COVID Suraksha
MAY 15, 2021

Under Atmanirbhar Bharat 3.0 Mission COVID Suraksha
was announced by the Government of India, to accelerate
the development and production of Indigenous COVID
Vaccines. This is being implemented by Department of
Biotechnology, Govt. of India at Biotechnology Industry
Research Assistance Council (BIRAC), New Delhi.
To augument the capacity of Indigenous production of Covaxin under the Mission, theDepartment of Biotechnology, Government of India in April, 2021 provided financial
support of Rs 220 crore as Grant to vaccine manufacturing
facilities for enhanced production capacities, which is expected to reach more than 10 crore doses per month by
September, 2021.
As a part of this augmentation plan, capacities of Bharat
Biotech Limited, Hyderabad as well as other public sector
manufactures are being upgraded with required infrastructure and technology. Financial support is being provided as
grant from GoI to the tune of approx. Rs 65 Cr to Bharat
Biotech’s new Bangalore facility which is being repurposed
to increase the capacity of vaccine production.
The following three public sector companies are also being
supported to increase the capacity of vaccine production.
1. Haffkine Biopharmaceutical Corporation Ltd, Mumbai-a State PSE under State Govt of Maharashtra.
Financial support of Rs. 65 crores as grant from GoI is be-
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DBT, India in April, 2021 approved
support of Rs 220 crore as Grant to
vaccine manufacturing facilities for
enhanced production capacities.
ing provided for this facility to make it ready for manufacturing. The facility will have a capacity of 20 million doses
per month, once functional.
2. Indian Immunologicals Limited (IIL), Hyderabad –A
facility under National Dairy Development Board is being
provided a grant of Rs. 60 crore and
3. Bharat Immunologicals and Biologicals Limited (BIBCOL), Bulandshahr a CPSE under Department of Biotechnology, Government of India is being supported with
a grant of Rs. 30 crores to prepare their facility to provide
10-15 million doses per month.
Further, Gujarat Biotechnology Research Centre, Department of Science and Technology Govt. of Gujarat along
with Hester Biosciences and OmniBRx has also firmed
up its discussions with Bharat Biotech to scale up the COVAXIN technology and to produce minimum 20 million
doses per month. Technology transfer agreements have
been finalized with all manufacturers.
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Company With No Ventilator Model Got
Rs 373 Cr PM CARES Order To Make
10,000 Ventilators, probe ordered
May 06, 2021
In early April, Trivitron Healthcare, a 23-year old Chennai-based medical technology company, got government
orders to build 7,000 “basic” and 3,000 “advanced” ventilators, paid for from the PM CARES fund. But when Trivitron
got the order, neither of their basic nor advanced ventilator
models existed—not even working prototypes. The total
value of Trivitron’s order works out to Rs 373 crore, based
on a simple cost-per-unit calculation including Goods and
Services Tax.
The “advanced” model was priced
at Rs 8,56,800, five times the “basic” model which was priced at Rs
1,66,376, information accessed
through RTI requests filed by
transparency activist Venkatesh
Nayak have revealed.

gave AMTZ an order to manufacture 13,500 ventilators and
AMTZ passed on 10,000 of these to Trivitron. Trivitron told
HuffPost India that they got the orders when they responded to a request for procurement put out by AMTZ, at prices
set by AMTZ.

Five months later, this opaque two-step contracting process between HLL and AMTZ has unravelled into a shambles even as Trivitron, the private company, says they are
stuck in the middle bearing the consequences. Trivitron
told HuffPost India that they
have manufactured the ventilators at great cost and effort
in the midst of a pandemic,
Nayak, the transparency activbut HLL is yet to issue them a
ist who shared information obdispatch order for their ventained under RTI with HuffPost
tilators. As a consequence,
Trivitron has not supplied a
India, said the botched procuresingle ventilator that they say
ment illustrates just why the PM
they developed specially for
CARES fund must be under the
this contract.

These prices for Trivitron models –
which were yet to be developed at
the time — were based on the costs
purview of the Right to Inforsubmitted by its competitors: the
cost of the basic model is exactly
The strange case of how Trivimation Act with regular audits
the same as a competitor product
tron, a company that had nevand the results made public.
by AgVa; while the advanced moder made a ventilator before,
el was Rs 8,56,800, just Rs 5,600
won an emergency governcheaper than the bid submitted by
ment contract to make 10,000
Allied Medical Limited. (Prices are inclusive of GST)
ventilators and is now still to receive a delivery dispatch, is
illustrative of the Modi government’s opaque, arbitrary and
But the tender documents contained only one set of quali- misguided attempts at procuring 58,850 ventilators for a tofying technical specifications, and no stated provisions for tal cost of around Rs 2,000 crore from the PM CARES fund.
procuring two different types of ventilators at such vastly different prices. The tender was issued by HLL Lifecare While defence public sector enterprise Bharat Electronics
Limited, a public sector enterprise tasked with procuring Limited was directly tasked with making 30,000 ventilators,
Covid-19-related supplies, including ventilators, for the Na- procurement for the remaining orders was handled by HLL.
rendra Modi government.
“HLL messed up from day zero,” one ventilator manufacturTrivitron’s order did not come from HLL. It came from er who bid for HLL’s contract said on condition of anonymAndhra Pradesh Medtech Zone (AMTZ), a public sector ity. “The process was opaque, arbitrary and designed to fail.”
enterprise under the government of AP, which has a 270acre zone dedicated for medical device manufacturing. HLL
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Adar Poonawala flew to london in middle
of pandemic because of security reasons
May 01, 2021

In his first comments since he was provided with Y’ category security by the Indian government, Poonawalla told
The Times’ in an interview about receiving aggressive
calls from some of the most powerful people in India, demanding supplies of Covishield -- the Oxford/AstraZeneca
COVID-19 vaccine that the Serum Institute is producing
in India.
I’m staying here (London) for an extended time because I
don’t want to go back to that situation. Everything falls on
my shoulders but I can’t do it alone...I don’t want to be in a
situation where you are just trying to do your job, and just
because you can’t supply the needs of X, Y or Z you really
don’t want to guess what they are going to do, Poonawalla
told the newspaper.
The businessman indicated in the interview that his move
to London is also linked to business plans to expand vaccine manufacturing to countries outside India, which may
include the likes of the UK.
According to the newspaper, by the time the Oxford/AstraZeneca vaccine was approved in January this year, the Serum Institute of India (SII) had increased its annual production capacity from 1.5 to 2.5 billion doses at a cost of USD
800 million, and stockpiled 50 million doses of Covishield.
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The company began exporting to 68 countries, including
Britain, as India seemed to have been over the worse, until
the situation worsened in recent weeks.
On the charge of profiteering as the cost of Covishield was
recently hiked, he termed it as totally incorrect and added
that Covishield will still be the most affordable vaccine on
the planet even at a higher price.
We have done the best we can without cutting corners or
doing anything wrong or profiteering. I’ll wait for history
to judge, he said.
I’ve always had this sense of responsibility to India and the
world because of the vaccines we were making, but never
have we made a vaccine so needed in terms of saving lives,
he added.

Adar Poonawalla told UK’s The Times
in an interview about receiving aggressive calls from some of the most
powerful people in India, demanding
supplies of Covishield.
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7 things for Modi govt to do before third
wave of Covid, and the time to act is now
May 11, 2021

By Arvind Mayaram, he is a former union finance secretary and
currently economic advisor to the chief minister of Rajasthan.
Vaccination is the only bulwark against the third wave. But there
are other measures that Modi govt must immediately tend to,
starting with Ayushman Bharat scheme.
The Government of India took a lead in ensuring universal free
vaccination, the Centre should procure the coronavirus vaccine
and make it available to the states. A rough calculation shows the
total vaccination cost to the central exchequer will be between
Rs 28,000 crore to Rs 35,000 crore (depending on the cost negotiations). This amount has already been allocated in this year’s
Union Budget.
The cost of delivering the vaccines will anyway be borne by the
states and so, the Centre would create a true partnership in the
fight against this scourge.
The Centre must work with the state governments towards
quickly establishing one oxygen plant in every district hospital
in India. These plants would also cater to the private hospitals
and other satellite hospitals in the district.
About 50 crore Indians fall within the age bracket of 18-44 years,
for whom a total of 100 crore vials of vaccine would be required.
To ensure the pandemic is contained quickly and to prevent the
third wave, it is necessary that the entire vaccination programme
is completed within the next six months. we allow import of all
those vaccines that have been approved by highly regulated jurisdictions such as the US, the UK and the European Union coun-
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tries without any condition of localization. Second, the Centre
may resort to the emergency provision of compulsory licensing
under the Patents Act and allow every facility with the capacity
and capability to produce vaccines in large volumes to scale up
production.
The Modi government should work out vaccination protocols
with the states on the lines of chicken pox, polio and other similar national vaccination programmes in the past. As former
Union health secretary Sujatha Rao has pointed out, CoWIN,
the government’s vaccine registration portal and app, “doesn’t
work and is not the solution”. Not everyone in India, especially
the poor, has access to a computer, smartphone or even reliable
internet connection, nor do they have the capacity to register
and wait for their turn.
Most advanced economies have a social security programme designed to provide a safety net for the unemployed. In India, the
need has never been greater. If a sum of Rs 5,000-6,000 is transferred every month to all the Jan Dhan accounts, it will provide
the poor immediate relief and reduce hardship.
The Centre should immediately order a full-scale audit of Ayushman Bharat scheme, and ascertain whether the poor are really
benefiting from it.
It must also ask Insurance Regulatory and Development Authority to conduct a public enquiry on whether Rs 2 lakh insurance
cover provided under the Jan Dhan Yojana is being paid out to
the beneficiaries by the insurance companies.
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35 Questions raised by The Wire Science for K.
VijayRaghavan, V.K. Paul and Balram Bhargava
Apr 30, 2021

Since the onset of the COVID-19 pandemic last year, the Narendra Modi government has fielded three scientists to brief
the media and the public at large. They are principal scientific adviser K. VijayRaghavan; NITI Aayog member and chief
of national expert group on vaccines V.K. Paul; and Indian
Council of Medical Research director-general Balram Bhargava.
Individually and collectively, they, along with various bureaucrats and ministers who purportedly have sought to inform
and guide the public, have been far less forthcoming in handling questions than their counterparts in other democracies
reeling from COVID-19, especially the UK and the US. Here
are few among the other questions:
Q. Did they advise Prime Minister Narendra Modi and the
government to expect a second wave
Q. Why special facilities created for the first wave, were being
dismantled
Q. Did they anticipated oxygen shortages
Q. Did they advise the government that mass election rallies,
huge gatherings at the Kumbh Mela and cricket matches
Q. accelerated “clinical trial mode” approval when results
were not available was not just a breach of scientific ethics
and increase vaccine hesitancy?
Q. Why are state governments being asked to pay for vaccines
when the people they will vaccinate are citizens of India and
in no way different from the people the Central government
is vaccinating for free?
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Q. Covaxin is an indigenously developed vaccine created with
support and collaboration from the ICMR, did they advise
the government to buy out Bharat Biotech’s intellectual property rights and permit the widest possible production of this
vaccine within the country and in other countries as well
Q. How can they convince the country the COVID-19 deaths
figure is right
Q. Why did the government stop releasing reports on adverse
events following immunisation from February 26, 2021? Covishield and rare blood clots of the sort that the US and countries in the EU had reported.
Q. The Drug Controller General has approved various questionable drugs for COVID-19 patients without the requisite
evidence that they work. They are tocilizumab, itolizumab, favipiravir and most recently Virafin. As scientists themselves,
did VijayRaghavan, Paul and Bhargava consult with the DCGI
on these decisions?
Q. The Ministry of AYUSH has pushed the use of ‘alternative
medicines’
Q. Patanjali Ayurved first marketed ‘Coronil’ as a “cure” for
COVID-19, with the health minister as the chief guest at the
product launch.
Q. Have they advised the government that weddings should
not be permitted
Q. Why did they not advise the government to distribute rapid, self-administered testing kits developed by scientists in
India last year – instead of forcing people to crowd at testing
laboratories
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Jordan’s health minister quits over
hospital oxygen deaths
May 2, 2021

Prime Minister Bisher al-Khasawneh
had asked Health Minister Nathir Obeidat to step down over the incident.
Police were sent to the hospital after
dozens of relatives turned up.
The oxygen shortage, which lasted for about an hour, reportedly also affected intensive care and maternity units at
the facility, although there were no reports of fatalities on
those wards.
It is not yet clear why there was an oxygen shortage and an
investigation is under way, Obeidat said. The health minister had earlier said he felt a “moral responsibility” for what
had happened.
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A forensic doctor at Jordan’s health ministry, Dr Adnan
Abbas, told Petra news agency that all six patients who
died on Saturday were being treated for coronavirus.
About 150 relatives of the patients gathered outside the
hospital, which was surrounded by a large deployment of
police and security officers, who prevented the families
from entering.
One of those waiting anxiously outside was Fares Kharabsha, whose parents are Covid-19 patients. He was inside
when the oxygen ran out in the ward and said medical and
civil defence workers and people from outside the hospital
rushed with portable oxygen devices to try to prevent more
deaths.
“They resuscitated a large number of people, including my
father and mother,” he said. “I do not know how many, but
I saw people who died.”
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COVID-19 vaccine formulas shouldn’t be
shared with India: Bill Gates
May 2, 2021

It’s a terrible time to be a publicist for Bill Gates. The billionaire, who the mainstream media celebrates as a philanthropist, is being criticized for his stance on vaccine patents.
When asked if he would share the COVID-19 vaccine recipes with developing nations, the tech mogul categorically
refused, much to the shock of everyone who believed Gates
prioritized saving lives over making profits.
“There’s only so many vaccine factories in the world and
people are very serious about the safety... Moving a vaccine, say, from a factory into a factory in India, it’s novel, it’s
only because of our grants and expertise that can happen
at all,” said Gates.
He contends there are limited vaccine factories in the
world, and that transferring manufacturing technology
can’t be done without American “grants” and “expertise”.
A report by Australian Fair Trade & Investment Network
Ltd (AFTINET) reveals how the Bill and Melinda Gates
Foundation’s involvement in the partnership between the
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University Oxford and AstraZeneca prevented the vaccine
from having an open distribution model.
The Gates Foundation declared more than $250 million in
vaccine investments through regulatory filings. The foundation’s $40 million-worth stake in CureVac alone has delivered profits to the tune of tens of millions of dollars.

There’s ample evidence that
Gates has his fingers in all
vaccine pies, so he has a clear
conflict of interest when
choosing between saving the
world and profiting off
vaccines.
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Lancet Editorial Slams Modi Government
for Ignoring Second Wave Warnings
May o8, 2021
The editorial says top government officials prematurely
declared victory over the pandemic – highlighting health
minister Harsh Vardhan’s comment that India is in the ‘endgame‘, leading to complacency and insufficient preparation.
While pointing out the shortcomings of the government’s
response, The Lancet also suggested a two-pronged strategy
to control the outbreak.
The journal also criticised the government’s decision –
despite warnings – to allow religious and political congregations These events are “conspicuous for their lack of
COVID-19 mitigation measures”, the editorial said.
The journal said that the country’s “botched” vaccination
campaign must immediately be rationalised and implemented with all due speed. It saw two immediate bottlenecks: increasing vaccine supply (some of which should come from
abroad) and setting up a distribution campaign that will
also cover rural and poorer citizens, who “face a desperate
scarcity of public health and primary care facilities”. “The
government must work with local and primary health-care
centres that know their communities and create an equitable distribution system for the vaccine,” it suggested.

At times, Prime Minister Narendra
Modi’s Government has seemed more
intent on removing criticism on
Twitter than trying to control the
pandemic, the article wrote.
In an editorial that minced no words, the medical journal
The Lancet severely criticised the Narendra Modi government for its handling of the COVID-19 crisis in India, saying it has given the impression of being more occupied with
“removing criticism on Twitter than trying to control the
pandemic”.
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Transmission of the virus should also be reduced as much
as possible while the vaccine is rolled out, The Lancet said,
asking the government to publish “accurate data in a timely manner”, and forthrightly explain to the public what is
happening and what is needed to bend the epidemic curve.
The editorial says the government must also consider the
possibility of a new federal lockdown.
Citing estimates made by the Institute for Health Metrics
and Evaluation, The Lancet said India could see 1 million
deaths from COVID-19 by August 1. “If that outcome were
to happen, Modi’s Government would be responsible for
presiding over a self-inflicted national catastrophe. India
squandered its early successes in controlling COVID-19.
Until April, the government’s COVID-19 taskforce had not
met in months. The consequences of that decision are clear
before us, and India must now restructure its response while
the crisis rages,” the editorial says.
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The Indian Radiological and Imaging
Association refute AIIMS director’s
remark on CT scans
May 6, 2021

The Indian Radiological and Imaging Association has expressed shock and disappointment at the comments of the
AIIMS, Delhi director Dr Randeep Guleria on CT scans.
Dr Randeep Guleria said in the interview that one CT scan
is equivalent to 300-400 chest X-rays and this increases
the risk of having cancer in later life, especially among the
youth due to exposure to harmful radiation. “If you are in
doubt, then go for a chest X-ray first. If necessary, the doctor will give proper advice whether a CT scan is needed or
not,” Dr Guleria had told India Today TV.
The radiology body on Wednesday released a statement
and condemned AIIMS director’s statement on CT scans.
The IRIA said that with the advent of low-dose CT techniques and advancement in the software’, the dose is reduced to one third to one fourth and with ultra low dose
CT scan, we can reduce to one-tenth. “The medical investigations and treatment are also analysed based on the
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The theory that a CT scan is
equivalent to 300-400 chest X-rays is
‘outdated’, the doctors’ body said in a
statement.
risk vs benefit ratio and is very clear in this case the benefit
far outweighs the risk, which is almost non-existent.”
Also, the statement that CT Chest can cause Lung Cancer
is alarming. The radiation dose from a single CT chest is
almost equivalent to the background radiation received by
any person over a year.
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INSACOG Scientists say Indian govt.
ignored warnings amid coronavirus
surge, DBT Secy denied
May 4, 2021
A forum of scientific advisers set up by the government
warned Indian officials in early March of a new and more
contagious variant of the coronavirus taking hold in the
country, five scientists who are part of the forum told Reuters.
Despite the warning, four of the scientists said the federal government did not seek to impose major restrictions to
stop the spread of the virus. Millions of largely unmasked
people attended religious festivals and political rallies that
were held by Prime Minister Narendra Modi, leaders of the
ruling Bharatiya Janata Party and opposition politicians.
The warning about the new variant in early March was issued by the Indian SARS-CoV-2 Genetics Consortium, or
INSACOG. It was conveyed to a top official who reports
directly to the prime minister, according to one of the scientists, the director of a research centre in northern India
who spoke on condition of anonymity. Reuters could not
determine whether the INSACOG findings were passed on
to Modi himself.
INSACOG was set up as a forum of scientific advisers by the
government in late December specifically to detect genomic variants of the coronavirus that might threaten public
health. INSACOG brings together 10 national laboratories
capable of studying virus variants. INSACOG researchers
first detected B.1.617, which is now known as the Indian
variant of the virus, as early as February, Ajay Parida, director of the state-run Institute of Life Sciences and a member
of INSACOG, told Reuters.
INSACOG shared its findings with the health ministry’s
National Centre for Disease Control (NCDC) before March
10, warning that infections could quickly increase in parts
of the country, the director of the northern India research
centre told Reuters. The findings were then passed on to the
Indian health ministry, this person said. The health ministry
did not respond to requests for comment.
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Asked why the government did not
respond more forcefully to the findings,
for example by restricting large
gatherings, Shahid Jameel, chair of the
scientific advisory group of INSACOG,
said he was concerned that authorities
were not paying enough attention to
the evidence as they set policy.
“Policy has to be based on evidence and not the other way
around,” he told Reuters. “I am worried that science was not
taken into account to drive policy. But I know where my jurisdiction stops. As scientists we provide the evidence, policymaking is the job of the government.”
I never saw any report which said numbers will go very high
said Biotech Secy to Economic Times on May 6, 2021. She
added, The person who has said it is not a member of the
scientific advisory group. He is a former director (superannuated on April 30 (possibly DR Rakesh Mishra as the
director of the CCMB)) of an institute, which is part of the
INSACOG. Please note that all reporting is done by this
core group. I also don’t understand the word ‘warning’ at
all. There is information given from INSACOG to NCDC
— to be clinically correlated with states and this has been
going on regularly. My department is leading the INSACOG
initiative and I never saw any such report which said that
numbers will go very high or rise exponentially. We don’t
have an algorithm that tells us of the increase in numbers
or the severity. What data tells us is that a variant has come
in, it needs to be watched, circulated and this information
has throughout been shared with states. Making such irresponsible statements, especially as people are aware of what
scientific tools tell us and what they don’t, is not a correct
thing.
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Pfizer reported its first-quarter 2021
revenues of $3.5 billion from vaccine
May 05, 2021

Pfizer CEO
Albert Bourla

Pfizer reported its first-quarter 2021 revenues of $14.6
billion, an impressive 42% operational growth. It’s much
tamer when you exclude gains from the COVID-19 vaccine developed with Germany’s BioNTech. The first-quarter revenues for the vaccine account for $3.5 billion of total
revenues of $14.6 billion.
“I am extremely proud of the way we have begun 2021, delivering strong financial results in the first quarter,” said Albert Bourla, chairman and chief executive officer of Pfizer.
“Even excluding the growth provided from BNT162b2 (the
COVID-19 vaccine), our revenues grew 8% operationally,
which aligns with our stated goal of delivering at least a 6%
compound annual growth rate through 2025.
In addition, we have achieved capacity to supply urgently-needed doses of BNT162b2 to the world. Each of these
accomplishments further demonstrates our commitment
to Pfizer’s purpose: Breakthroughs that change patients’
lives.”
The vaccine is currently approved for individuals 16 years
of age and older. The company presented data about a
month ago in support of the expanded indication. It is also
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conducting a Phase I/II/III seamless trial in children ages

Because of more supply agreements for
the COVID-19 vaccine, the company has
adjusted guidance for vaccine revenues
from $15 billion to $26 billion.

six months to 11 years of age, with three cohorts: five to 11
years; two to five years; and six months to two years.
Because of the boost from the vaccine, Pfizer is raising its
guidance ranges for revenues, adjusted cost of sales as a
percentage of revenues, adjusted R&D expenses, and adjusted diluted EPS.
Revenues are now adjusted from a range of $59.4 to $61.4
billion to a range of $70.5 to $72.5 billion. Adjusted cost of
sales as a percentage of revenues was previously 32-33%
and has been adjusted to 38 to 39%. SI & A expenses are
now $11 to $12 billion, adjusted R&D expenses have risen
from $9.2 to $9.7 billion to $9.8 to $10.3 billion.
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Anti-COVID drug now top-selling
pharma brand
MAY 11, 2021
ing in April alone,
according to data
culled from pharma research firm,
AIOCD-Awacs.
Favipiravir is an
early-use
antiviral which showed
promising
results
in certain countries
including Japan, but
it’s efficacy has been
under a cloud in India. Irrespective, the
drug is being prescribed and used
widely in Covid-19
therapy across the
country, with its
sales seeing a massive surge during the
second wave.
The antiviral drug
Call it the COVID effect. Anti-viral drug Favipiravir,
was
approved
in
June
by
India’s
drug
regulator under
used for Covid-19 treatment, has rocketed to the rank
of the largest-selling pharma brand in April for the `restricted emergency authorisation’ under the accelerated approval process, for mild-tomoderate cases.
first time ever in the domestic retail market.
Over 30 companies are now producing Favipiravir,
including Sun Pharma, Cipla, Abbott, Alkem, Dr
Reddy’s, Hetero, Brinton, Jenburkt, Lasa Supergenerics, Delcure and Strides Pharma. Glenmark has also
tweaked the strength of Fabiflu to reduce the pill burFor the 12-month period ended April, Fabiflu mopped den, and is now offered in 400 and 800 mg options.
up Rs 762 crore sales, higher than anti-diabetic drug,
Glycomet-GP’s Rs 564 crore, with around half comThe drug, marketed by Mumbai-based Glenmark as
Fabiflu, posted sales of Rs 352 crore in April alone,
overtaking sales of drugs for lifestyle ailments such as
diabetes, which have long dominated the market.
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Black marketing made the situation worst
in COVID-19 pandemic in India
MAY 11, 2021

The few medicines known to help treat Covid-19, such
as remdesivir and steroids in hospitalized patients, are
scarce. The most basic treatment —oxygen therapy —
is also in short supply, leading to unnecessary deaths.
Even hospital beds are scarce.

sates. The Delhi High Court took strong note of black
marketing in oxygen cylinders, reportedly being sold
at Rs 1 lakh per unit in the national capital for treating
seriously ill COVID-19 patients, and asked the government to take action against those indulging in it.

Black market prices for remdesivir, which is produced
by several Indian companies, have increased up to 20fold to about $1,000 for a single vial, said Siddhant
Sarang, a volunteer with Yuva Halla Bol, a youth activist group which is helping patients find medicines
and hospital beds. “People are going to dealers with
200,000 to 300,000 rupees ($2,700-$4,000) in a suitcase,” he said.

Harsh Raj, a native of Motihari, and his friends have
been making fast bucks by selling oxygen cylinders at
higher prices to infected patients living in Rajiv Nagar
area of Patna. The ADG informed that Harsh and
his friends managed to earn close to Rs 12 lakhs in a
week's time by selling oxygen cylinders in black-market.

The BBC has also found that the
shortage in supply is leading to
black marketing of the drug in
Delhi and several other cities.
At least three agents contacted
by the BBC in Delhi agreed to
supply each 100mg vial of remdesivir for 24,000 rupees.
The demand for medical oxygen
has also soared in several Indian
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Indian COVID variant is
of global concern: WHO

WHO director-general Tedros Adhanom Ghebreyesus
said that the WHO Foundation was launching a “Together
for India” appeal to raise funds to purchase oxygen, medicines and protective equipment for health workers.

Is emergency relief for
COVID-19 reaching
those in need in India?
MAY 09, 2021
Planeloads of ventilators, medicines and oxygen equipment began pouring into India, from countries including
the UK and the US. Some 300 tonnes of supplies on 25
flights had arrived at Delhi International Airport alone.
But – as cases continue to reach record levels across the
country – concerns are mounting about delays in supplying the aid to those most in need.

MAY 11, 2021
The World Health Organization said on Monday that the
B.1.617 variant first identified in India last year was being
classified as a variant of global concern.

“We classify it as a variant of concern at a global level,”
Maria Van Kerkhove, WHO technical lead on COVID-19,
told a briefing. “There is some available information to
suggest increased transmissibility.” The WHO has said the
predominant lineage of B.1.617 was first identified in India
last December, although an earlier version was spotted in
October 2020.
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For several days, much of the cargo sat in airport hangars
as hospitals called for more support. The supplies did not
begin being distributed – more than a week after the first
batch of emergency assistance arrived, state officials have
told local media.
The Indian government has strongly denied there is a delay,
issuing a statement saying it had introduced a “streamlined
and systematic mechanism” for distributing the supplies.
The health ministry said in the statement it was “working
24×7 to fast track and clear the goods”.
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Some healthcare officials claim there has been little to no
communication from the central government on how or
when they would receive supplies. “There’s still no information about where it is being distributed,” said Dr Harsh
Mahajan, the president of the Healthcare Federation of India, which represents some of the country’s biggest private
hospitals.
“It seems people don’t know – I’ve tried two or three places
and been unable to find out,” he added. “It’s still not clear.”
Some non-governmental groups involved in responding to
the crisis also say they are frustrated by an apparent lack
of information. “I don’t think anybody has any clarity on
where aid is going,” Pankaj Anand, Oxfam India’s director
of programme and advocacy, told the BBC. “There is no
tracker on any website giving you an answer.”

COVID-19: Sputnik
vaccine rockets, thanks
to Lancet boost
MAY 08, 2021
The president’s claim that it had gone through “all the necessary trials”1 did not seem to be backed up by the information on the Russian language registration certificate,
which said that just 38 participants had received the vaccine.
International responses ranged from concern to derision.
By granting approval to a vaccine before results from large
phase III randomised trials were available, the Russian
government seemed to be taking two immense risks. The
first was a risk of direct harm to large numbers of people.
Bad vaccines don’t just fail to protect, they might have serious adverse effects including making subsequent infection more dangerous through antibody associated disease
enhancement, a phenomenon previously seen with SARS
and MERS coronaviruses.3 Second, if people were harmed,
public confidence in the vaccination programme and future investment in covid-19 vaccine development and
uptake might be jeopardised. Trust in vaccines is easily
bruised and recovers slowly.
the paper was followed by an open letter of concern from
Bucci, who drew attention to a large number of minor errors that would not be expected in a study of such impor-
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tance.13 On a Kaplan-Meier plot, for example, hundreds
of people whose data were available at day 20 were not included in the analysis at day 10. In another data table in
the appendix, the numbers didn’t add up to the reported
total. Later, in an online response to The BMJ, Bucci and a
group of international authors pointed out the improbable
consistency of vaccine efficacy values reported at interim
analyses.14
Bucci was not alone. Vasiliy Vlassov, a professor at the National Research University Higher School of Economics
in St Petersburg, also wrote an open letter referencing the
Lancet’s brief correction of the previous paper, which, he
said “has exacerbated distrust.”15 He pointed out that, unlike vaccines authorised by a major regulator, the Sputnik
team was unique in being the only major vaccine developer not to release its full trial protocol.
The Lancet subsequently issued a correction for the phase
III trial, again amending some of the anomalies.16 The
overall impression is that of inadequate peer review and
editorial processes that failed to detect what seem to be
obvious errors in reporting the results of this high profile
research.
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Indian Govt approves
procurement of 150,000
units of DRDO’s
‘Oxycare’ system

Pfizer/BioNTech
COVID-19 Vaccine Wins
US-FDA EUA in Young
Teens

MAY 14, 2021

May 11, 2021

The government on Wednesday approved the procurement
of 1,50,000 units of ‘Oxycare’ system developed by the Defence Research and Development Organisation (DRDO)
to help in the treatment of COVID-19 patients.

The U.S. Food and Drug Administration (FDA) expanded
the Emergency Use Authorization for the Pfizer and BioNTech vaccine to include adolescents ages 12 to 15 after
recent clinical data showed 100% efficacy and “robust antibody responses.”

The efficacy response for this age range is even higher than
the data seen in patients ages 16 and up, for which the vaccine was initially authorized in December 2020. The FDA’s
authorization is the first COVID-19 vaccine approved for
this age group.
Results from this trial showed vaccine efficacy of 100% in
participants in the 2,260 patient study with or without prior SARS-CoV-2 infection.
Oxycare is an oxygen supply system based on SpO2 (oxygen saturation) level. The DRDO has already transferred
the technology to multiple industries in India for largescale production of the Oxycare system.
The ‘Oxycare’ systems will be procured for Rs 322.5 crore
using the PM-Cares Fund, according to the defence ministry. Oxycare was developed by the DRDO’s Bengaluru-based Defence Bio-Engineering and Electro Medical Laboratory (DEBEL) for soldiers posted at extreme
high-altitude areas.
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In addition to the high effectiveness, the companies said
the vaccine generated robust antibody responses and was
also generally well tolerated. Participants will continue to
be observed for long-term protection and safety for two
years after their second dose.
Pfizer and BioNTech are also seeking authorization in
Europe for this age group. The companies will also seek
approval from other regulatory agencies that have granted
prior EUA for use in adults 16 and over.
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Natco Pharma launches
Baricitinib in India
without patent waiver
approval
MAY 07, 2021
Casting caution to the wind, Natco Pharma has already
started distributing its generic version of the rheumatoid
arthritis drug Baricitinib under the brand name Barinat
without waiting for the approval of the Compulsory Licence (CL) it had applied for Covid-19 drug Baricitinib in
India.
Baricitinib, sold under the brand name of Olumiant, is a
U.S. Food and Drug Administration (USFDA) approved
oral medication to treat moderately-to-severely active
rheumatoid arthritis.
It is an orally available small-molecule inhibitor of Janus
kinases that is used to treat moderate-to-severe rheumatoid arthritis and more recently was given emergency use
authorization as therapy in combination with Remdesivir
for severe COVID-19.
The Medical Dialogues Team had earlier reported that the
USFDA had approved the emergency use of Eli Lilly and
Co’s arthritis drug, Baricitinib, in combination with Gilead
Sciences Inc’s Remdesivir, to treat COVID-19 patients. The
approval was based on a review of the data from a clinical
trial of hospitalized COVID-19 patients sponsored by the
National Institute of Allergy and Infectious Diseases.

COVID drug FabiFlu
sales jump 600% in April
to rake in Rs 351 crore
9 May, 2021
Glenmark’s FabiFlu — the generic version of Japanese
anti-influenza drug Favipiravir — is now the top-selling
brand in the pharma retail market of India, data shows.
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Sales of the drug — which was running short of supply and
saw constant SOS calls floating on social media — went up
by over 600 per cent or six times, in one month.
FabiFlu has now replaced multivitamin drug Zincovit, with
sales of Rs 351 crore in the month of April alone, when India witnessed the highest number of infections, hospitalisations and deaths.
In March, FabiFlu registered sales of Rs 48.3 crore when
India was registering around 15,000 cases daily.
Since the launch of the drug last June, Mumbai-based
Glenmark has registered a turnover of Rs 762 crore, almost
half of which it earned last month.
According to data from the All Indian Origin Chemists &
Distributors Ltd (AIOCD), FabiFlu topped the list of drugs
with maximum sales value in the past year (moving annual
turnover).
Till last month, the list included anti-diabetes drugs such
as Abbot’s insulin brand Mixtard, Glycomet GP, Sanofi’s
Lantus and Merck’s Janumet among the top three selling
brands, with sale values fluctuating between Rs 470 crore
and Rs 550 crore.
FabiFlu is approved to be used to treat mild-to-moderate
Covid-19 in adults under restricted emergency use.
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Merck signs deals with
five Indian firms to boost
supply of oral Covid-19
drug

100 LMICs. Furthermore, Merck is holding talks with the
Medicines Patent Pool (MPP) to analyse the possibility of
more licenses. To aid relief efforts, Merck will donate over
$5m worth of oxygen-production equipment, masks, hand
sanitiser as well as financial aid to India.
Merck chairman and CEO Kenneth Frazier said: “The scale
of human suffering in India at this moment is devastating,
and it is clear that more must be done to help alleviate it.

Apr 28, 2021
To help India with increased supply of investigational oral
Covid-19 drug molnupiravir (EIDD-2801/MK-4482) amid
the country’s surge of coronavirus cases, Merck (MSD) has
signed non-exclusive voluntary licensing agreements with
five established Indian generics manufacturers.

Roche gets emergency
use approval for antibody
cocktail used in Covid-19
treatment
May 6, 2021
This emergency use authorisation (EUA) will now enable
Roche to import the globally manufactured product batches to India and will be marketed as well as distributed in
India through a strategic partnership with Cipla Limited.
The approval was based on the data that have been filed
for the EUA in the United States, and the scientific opinion
of the Committee for Medicinal Products for Human Use
(CHMP) in the European Union.
Umang Vohra, MD & Global CEO Cipla said, “We are deeply committed to exploring all possible treatment options
and being at the forefront in our fight against COVID-19.

The agreements have been signed with Cipla, Dr Reddy’s
Laboratories, Emcure Pharmaceuticals, Hetero Labs and
Sun Pharmaceutical Industries which have World Health
Organization (WHO) prequalified manufacturing facilities and capability as key suppliers to global and key low
and middle-income countries (LMICs).

This partnership with Roche is a significant step in enabling access to promising treatments in furtherance to
our purpose of ‘Caring for Life’. The drug will be available
through leading hospitals and COVID treatment centres,
Roche India said.

Being developed by the company in partnership with
Ridgeback Biotherapeutics, molnupiravir is an investigational, orally bioavailable form of a potent ribonucleoside
analogue that hinders the replication of various RNA viruses, including SARS-CoV-2.

On March 23 2021, Roche announced that a large phaseIII global trial (n=4,567) in high-risk non-hospitalised
COVID-19 patients (“outpatients”) met its primary endpoint, showing that Casirivimab and imdevimab significantly reduced the risk of hospitalisation or death by 70%
compared to placebo.

According to the agreements, these manufacturers will
receive licenses to supply molnupiravir to India and over

Casirivimab and imdevimab have been shown to significantly shortened the duration of symptoms by four days.
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Ocugen-Bharat Biotech
Vaccine Shows Efficacy
Against B.1.617 Variant
April 26, 2021
On Monday morning, shares of Ocugen surged in pre-market trading after the White House said it will back India
in fighting the country’s COVID-19 case spike. Stock in
OCGN was up 16.3% by 7:30 am ET.

first interim analysis. The findings are still promising and
may continue to support bringing the vaccine to the U.S.
market.

IIT Kharagpur launches
COVIRAP diagnostic
technology
April 24, 2021
IIT Kharagpur has successfully commercialised its flagship
healthcare product COVIRAP the novel diagnostic technology to zero on infectious diseases including COVID-19,
the institute said Wednesday.

On the U.S. front, Ocugen has struck a deal with Bharat to
manage Covaxin’s commercialization in the states pending
approval from U.S. regulators.
Last week, an interim analysis of Phase III trial data showed
the vaccine had a 78% efficacy against mild-to-moderate
COVID-19 as well as a 100% efficacy against severe infection.
“We believe that COVAXIN can help change the course
of this pandemic by preventing severe COVID-19 disease
including hospitalizations by 100% as well as significantly limit the spread of asymptomatic COVID-19 infections
based on efficacy shown to date,” said Shankar Musunuri,
Chairman and Chief Executive Officer of Ocugen, in a
statement. “We are dedicated to being a part of the solution to save lives from COVID-19 by bringing COVAXIN
to the U.S. market.”
The efficacy of the vaccine against mild-to-moderate disease decreased from the initial 81% demonstrated in the
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The product, developed by lead researchers Professor Suman Chakraborty, Dr Arindam Mondal and their research
group, has been licensed for commercialisation to the Rapid Diagnostic Group of Companies, India and Bramerton
Holdings LLC, USA.
The research team has now developed a more advanced
version of COVIRAP using a step-wise isothermal nucleic
acid testing technology for the rapid diagnostics of pathogenic infections including SARS-CoV-2 in individuals, Mr.
Chakraborty said.
The COVID-19 diagnostic test can be conducted directly
from human swab samples in the portable device developed by the team, without requiring any separate facility
for RNA extraction.
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BioNTech Secures
Manufacturing Capacity
in Asia for mRNA
Vaccine and Therapeutics
May 10, 2021
Germany-based BioNTech announced it was expanding its
global footprint with the new site in Asia. The facility will
provide rapid-response capabilities for future pandemic
threats in Southeast Asia.

Ugur Sahin, chief executive officer and co-founder of BioNTech, noted that establishing a facility in Asia is an essential part of its strategy to build out its global footprint
and capabilities.
The Singapore facility will bring highly automated and
end-to-end mRNA production capabilities across drug
substances, drug products, and fill-and-finish. When it is
operational, the facility will have an estimated annual capacity of several hundred of million doses of mRNA-based
vaccines depending on the specific vaccine.

Humanigen filing for
Lenzilumab EUA with
FDA for COVID-19
May 14, 2021
Humanigen announced it had “recently held a meeting
with FDA” to discuss plans for filing an Emergency Use
Authorization (EUA) for its lenzilumab for hospitalized,
hypoxic COVID-19 patients by the end of May.

The development of the new facility will be supported by
the Singapore Economic Development Board (EDB). In its
announcement, BioNTech declined to provide information regarding the expected manufacturing costs.
The establishment of the Singapore site comes at a time of
significant success for BioNTech and the COVID-19 vaccine it co-developed with Pfizer. As of May 6, more than
450 million doses of the BNT162b2 vaccine were supplied
to 91 countries or territories, according to company data.
BioNTech said it would open an office in Singapore later
this year and begin construction on the new facility following approval from local authorities. BioNTech said it
anticipates the site could be operational as early as 2023.
When the site is complete, BioNTech anticipates the facility will create up to 80 jobs in Singapore, one of the biggest
pharma hubs in Asia.
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On May 5, the company published data from its Phase III
study in hospitalized COVID-19 patients. The data had
initially been announced on March 29. And on April 20,
they reported data from their Phase Ib ZUMA-19 trial of
the same drug in patients treated with CAR-T in diffuse
large B-cell lymphoma (DLBCL). The drug is being evaluated for its ability to control the hyper-immune response
known as a cytokine storm.
The cytokine storm is a known potential side effect of
CAR-T immuno-oncology therapies and one of the deadliest aspects of COVID-19.
Lenzilumab targets GM-CSF, a cytokine linked to poor
outcomes in COVID-19 patients. In the study, they randomized 520 hospitalized COVID-19 patients to receive
either lenzilumab or placebo as well as standard-of-care
such as dexamethasone or Gilead’s remdesivir (Veklury).
Humanigen launched a public offering of common stock
during the quarter, which brought in $94.1 million. It also
entered into a loan facility with Hercules Capital that will
secure about $80 million of debt financing.
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COVID-19 mRNA
vaccines are immunogenic in pregnant and
lactating women, new
JAMA study finds

complicated by the viral infection. The Centers for
Disease Control and Prevention (CDC) recommended that people who are pregnant may choose to be
vaccinated at their own discretion with their healthcare provider. However, pregnant and lactating women were not included in Phase 3 vaccine efficacy trials;
thus, data on vaccine safety and immunogenicity in
this population is limited.
In a new study from Beth Israel Deaconess Medical
Center (BIDMC), specialists in the Department of Obstetrics and Gynecology and the Center for Virology
and Vaccine Research evaluated the immunogenicity
of COVID-19 mRNA vaccines in pregnant and lactating women who received either the Pfizer or Moderna
COVID-19 vaccines. The researchers found that both
vaccines triggered immune responses in pregnant and
lactating women. Further analyses revealed that maternal vaccine antibodies are transferred into infant
cord blood and breast milk.
Collier and colleagues conducted an exploratory, descriptive study of 103 women, ages 18-45, who received an mRNA COVID-19 vaccine (54 percent received Pfizer; 46 percent received Moderna).

May 13, 2021

The scientists found similar levels of vaccine-induced antibody function and T cell responses in
all non-pregnant, pregnant and lactating women after their second vaccine dose. Additionally,
both pregnant and non-pregnant women who
received the mRNA vaccines developed cross-reactive immune responses against the COVID-19
variants of concern B.1.1.7 and B.1.351.

The team’s findings appear in the Journal of the American Medical Association.
Pregnant women with symptomatic COVID-19 have a
higher risk of intensive care unit admissions, mechanical ventilation and death compared to non-pregnant
reproductive age women. Increases in preterm birth
and still birth have also been observed in pregnancies
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“The COVID-19 mRNA vaccines raised robust immune responses in pregnant, lactating, and non-pregnant non-lactating women,” said senior corresponding author Dan. H. Barouch, MD, PhD, Director
of the Center for Virology and Vaccine Research at
BIDMC. “Additionally, the vaccine-elicited antibody
responses were greater than antibody responses seen
after COVID-19 infections. These findings add to the
emerging data that support the use of these vaccines
in pregnant and lactating women.”
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RESEARCH
GRANTS
Merck is all about science and technology. In
2021, we offer a series of research grants to
stimulate innovative research in challenging
areas of future importance.
We intend to provide research grants in several
areas of up to 450,000€ per year for up to
3 years with the option of extension or
expansion.
Drug Discovery
Next game-changing technology / molecule to
cure cancer or autoimmune disease.
Three grants of €350,000/year for 3 years.
Real time testing and sensors
State-of-the-art of in-line or at-line monitoring
during the production of biopharmaceuticals.
Grant of $100,000 - $500,000/year for 2 years.
Nanoparticle for nucleic acid delivery
Novel, inventive delivery vehicles, formulations,
routes of delivery, targeting strategies,
considering manufacturing and stability.
Grant of $100,000 - $300,000/year for 2 years.
Digital Innovation
Digital pathology image analysis, Single-Cell
RNASeq analysis pipelines and AI-driven
solutions using research and clinical data.
Three grants of €40,000 - €100,000 for 1 year.
Bioelectronics
Novel solutions and biosensor technologies for
remote patient monitoring in chronic
inflammatory disorders
Grant of €150,000/year for 3 years.
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Sustainability
New sustainable products, technologies, sources,
processes, business models.
Media recycling for cultured meat
Conceptual designs, deployment strategies and
equipment for low cost and efficient systems.
Organoids
3D cell culture solutions with focus on pre-clinical
drug discovery and personalized medicine.
We are looking for innovative research proposals
from scientists worldwide. Top submitters will be
invited to a deep dive workshop to further
advance the proposals together with our
scientists. The deep dive workshop will include
decision on grant recipients. Merck will then
enter into bilateral collaboration agreements with
the winning recipients to enable pay-out of the
research grant and project start in 2022.
Detailed description of the challenges, the
application process and timing of the deep dive
workshops are available at:
researchgrants.merckgroup.com
Applications deadline Aug. 31st, 2021.
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COVID-19 vaccination
is associated with fewer
SARS-CoV-2 infections
Vaccination dramatically reduced COVID-19 symptomatic and asymptomatic infections in St. Jude Children’s Research Hospital employees compared with
their unvaccinated peers, according to a research letter that appears today in the Journal of the American
Medical Association.

During the study, 236 of the 5,217 employees included
in the analysis tested positive for SARS-CoV-2. They
included 185 unvaccinated employees and 51 of the
3,052 workers who had received at least one dose of
the vaccine.
Almost half of the positive cases, 108, reported no
symptoms upon testing. The asymptomatic cases included 20 employees who had received one vaccine
dose and three who tested positive within seven days
of the second dose. “The results are a reminder of the
many hidden cases in the population, which makes
containing the virus a big challenge,” Tang said.
The study group included a cross-section of employees in regard to race and gender. More than 80% of
employees were younger than 65 years old. The vaccinated group included a higher percentage of health
care staff, 47%, than the unvaccinated employees,
25.7%.

The study involved 5,217 St. Jude employees who were
eligible under Tennessee state guidelines for vaccination between Dec. 17, 2020, and March 20, 2021.
More than 58% of employees were vaccinated during
that period. Most workers received both doses.

Journal Reference:
Li Tang, Diego R. Hijano, Aditya H. Gaur, Terrence L.
Geiger, Ellis J. Neufeld, James M. Hoffman, Randall
T. Hayden. Asymptomatic and Symptomatic SARSCoV-2 Infections After BNT162b2 Vaccination in a
Routinely Screened Workforce. JAMA, May 6, 2021;
DOI: 10.1001/jama.2021.6564

Denmark, Norway study
finds slightly raised
blood clot rates after
Astra COVID shot

Overall, vaccination reduced the risk of asymptomatic and symptomatic SARS-CoV-2 infection by 79%
in vaccinated employees compared with their unvaccinated colleagues. An analysis of asymptomatic infections alone found vaccination reduced the risk by
72%.
May 5, 2021
Protection was even greater for employees who completed two doses. A week or more after receiving the
second dose, vaccinated employees were 96% less
likely than unvaccinated workers to become infected
with SARS-CoV-2. When researchers looked just at
asymptomatic infections, vaccination reduced the risk
by 90%.
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A study in Denmark and Norway has found slightly increased rates of vein blood clots among people
who have had a first dose of AstraZeneca’s COVID-19
vaccine, including clots in the brain, compared with
expected rates in the general population.
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Researchers who conducted the study stressed, how- outweigh any side effect risks, but several other counever, that such side effects are extremely rare, and the tries have recommended using it only in certain age
benefits of the vaccine still outweigh the risks in most groups.
situations.
The BMJ study looked at 280,000 18-65 year-olds in
“The absolute risks of venous thromboembolic events Denmark and Norway who had a first dose of the Asdescribed in this study are small, and the findings traZeneca vaccine between the start of February and
should be interpreted in the context of the benefits of March 11.
COVID-19 vaccination at both the societal and the
individual level,” they wrote in a summary of their Using national health records, the researchers identifindings published in the BMJ medical journal on fied rates of events such as heart attacks, strokes, deep
vein blood clots and bleeding events within 28 days
Thursday.
of receiving a first vaccine dose, and compared them
Norway suspended its rollout of the As- with expected rates in the general populations of Denmark and Norway.

traZeneca vaccine on March 11 after
a small number of cases of blood clots
combined with bleeding and low platelet counts. read more Denmark has also
withdrawn the shot from use.

Results showed 59 blood clots in the veins, compared
with 30 expected, equating to 11 excess events for every 100,000 vaccinations.

The researchers said this included a higher-than-expected rate of rare brain blood clots, known as cereEuropean and UK medicine regulators have said the bral venous thrombosis, at 2.5 cases per 100,000 vacvaccine is safe and effective, and that its benefits far cinations.
BIOTECH EXPRESS | Vol 8, Issue 94, May 2021
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New cell atlas of COVID
lungs reveals why SARSCoV-2 is deadly and
different
April 29, 2021

sy (within hours of death) -- during which lung and
other tissues were collected and immediately frozen
-- and the lungs of non-COVID-19 patients. In collaboration with investigators at Cornell University,
the researchers also compared their findings to lungs
of patients with other respiratory illnesses.
Compared to normal lungs, lungs from the COVID
patients were filled with immune cells called macrophages, the study found. “In COVID-19, we see expansion and uncontrolled activation of macrophages,
including alveolar macrophages and monocyte-derived macrophages,” Izar says. “They are completely
out of balance and allow inflammation to ramp up
unchecked. This results in a vicious cycle where more
immune cells come in causing even more inflammation, which ultimately damages the lung tissue.”

Though the study looked at lungs from
patients who had died of the disease, it
provides solid leads as to why survivors
of severe COVID may experience longterm respiratory complications due to
lung scarring.
A new study is drawing the most detailed picture
yet of SARS-CoV-2 infection in the lung, revealing
mechanisms that result in lethal COVID-19, and
may explain long-term complications and show how
COVID-19 differs from other infectious diseases.
Led by researchers at Columbia University Vagelos
College of Physicians and Surgeons and Herbert Irving Comprehensive Cancer Center, the study found
that in patients who died of the infection, COVID-19
unleashed a detrimental trifecta of runaway inflammation, direct destruction and impaired regeneration
of lung cells involved in gas exchange, and accelerated
lung scarring.

One inflammatory cytokine in particular, IL-1beta, is
produced at a high rate by these macrophages.
The researchers also found a large number of specific fibroblast cells, called pathological fibroblasts, that
create rapid scarring in COVID-19 lungs. When the
fibroblast cells fill the lung with scar tissue, a process
called fibrosis, the lung has less space for cells involved
in gas exchange and is permanently damaged.
Journal Reference:
Johannes C. Melms, et. al. A molecular single-cell
lung atlas of lethal COVID-19. Nature, 2021; DOI:
10.1038/s41586-021-03569-1

Izar’s team examined the lungs of 19 individuals
who died of COVID-19 and underwent rapid autoppage 51
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Institute of Liver & Biliary Sciences

Applications are invited for the following contractual posts under the
Project: “Empowering People Against Hepatitis: The Empathy Campaign”
The interested candidates that meet the essential qualifications/eligibility criteria are requested to send
their application in addition to the documents & testimonials mentioned in ‘General Instructions’.
The application should be sent out by Email at [email protected] according to the details below. Kindly
mention the post made an application for in the subject line followed by name of the candidate.
Job Location: The Empathy Resource Centre, Institute of Liver & Biliary Sciences (ILBS), New Delhi
Job Title: Project Officer, Empathy Campaign
No.of Posts: 04
Age Limit: 45 years
Consolidated Salary: Rs. 75,000/Essential Qualification:

Masters in Life Sciences, Microbiology from a recognized institution with at least 3 years of experience.
Computer Skills viz. familiarity with word processing and also standard applications
Willingness to travel for project activities across India as per project requirements

Desirable Qualification:

Prior experience as well as familiarity with issues associated with viral hepatitis and/or other infectious diseases such as HIV,
TB, etc.;
Prior experience in implementing health projects and/or engaging multiple stakeholders and also partners, consisting of international agencies;
Experience in working on issues associated with health care delivery and/or stigma and also discrimination and social empowerment;

The last date of application is 30th May 2020.
BIOTECH EXPRESS | Vol 8, Issue 94, May 2021

www.biotechexpressmag.com

page 52

Biotech Notices

The details of Admission, Application Form, Ph.D. course work are available at N
website (www.nabi.res.in). Eligible candidates may send their completely filled applica
form along with synopsis sheet in excel format (Application form and Synopsis Sheet
( Autonomous institute under department of biotechnology, Ministry of Science &
available in NABI Website) by email (Single adobe pdf file) to phdbiotechprog@gmail.
Technology,
of India)
along with application
fee ofGovt.
Rs. 500/plus GST @ 18% i.e. Rs 590/-.

National Agri-Food Biotechnology Institute (NABI)
Sector-81, Knowledge City, Mohali-140306, Punjab (INDIA)

You are requested to deposit above mentioned application fees through Bank Transfer (B
detail of the
Institute mentioned
below).
Advertisement
No.NABI/6(59)/2021-Gen
NamePhD
of Beneficiary
Account
National Agri-food
Biotechnology Institute
(Biotechnology)
Program Admission
2021
Beneficiary Account No.
00000031791059995
BankBiotechnology
Name:
Bank
of India
National Agri-Food
Institute (NABI), State
Mohali
invites
applications from the
motivated students
for admission
to the PhD degree program
Biotechnology
Address
of the bank
SCO 35,inPhase
I, Mohali starting July
2021 session. NABI
is Code
a recognized centre of Regional
Branch
1828Centre for Biotechnology (RCB),
Faridabad to conduct
PhD
(Biotechnology). The programme
will be conducted at NABI and
SWIFT
Code
SBININBB141
the degree will IFSC
be awarded
an institute of national importance
Code by RCB (www.rcb.res.in),
SBIN0001828
created by an act of parliament.

Duration of PhD
course:
The duration
is for
yearsout
andofa transaction
maximum of
7 years.No./acknowledgement
You
are requested
to take
the5print
ID/UTR
regarding transfer of payment.
Area of PhD research work: Agricultural biotechnology, Food Biotechnology, and
Nutrition Biotechnology
You must attach the above proof/ acknowledgement alongwith application form and send

through email on above mentioned email id.
Number of Seats: 07 (Reservation of seats: as per GOI guidelines)

Eligibility Criteria:
Last date of application submission: May 31, 2021.
i) Minimum qualification: MSc/MTech in any area of life sciences/MPharma/ MVSc/
The application
MBBS or an equivalent
degree. form received after the last date will not be considered.
ii) Qualifying marks: 55% total marks or equivalent score in the qualifying degree (5%
date of interview:
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(Tuesday), 2021
relaxation will beTentative
given to SC/ST/OBC/PD
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GOI22norms)

Theabove,
interview
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Junetest
22,for2021 through v
iii) In addition to
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for admission
shall qualifycandidates
a nationalon
level
mode.
The purpose
of test
interview
assess fellowship
the studentorfor his/her sci
pursuing Doctorconferencing
of Philosophy
programme
and such
includeis atodoctoral
aptitude
and
interest
in
a
career
in
scientific
research
and
development.
admission eligibility test conducted at the national level by the University Grants
Commission (UGC), or Council for Scientific and Industrial Research (CSIR), or Indian
Council for Medical Research (ICMR), or Department of Science and Technology (DST), or
Kindly note the
following
points :(Application
and Selection process)
Department of Biotechnology
(DBT),
or anyimportant
other Government
recognised
agency.
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the fellowship
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4. Kindly
sendtocomplete
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them from the different only.
granting agencies as per their rules.
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Biotech Notices

NATIONAL INSTITUTE OF SCIENCE EDUCATION AND RESEARCH
(An Autonomous Institute under Dept. of Atomic Energy, Govt. of India)
PO-Jatni, Dist- Khurda, Pin-752050, website: www.niser.ac.in
Adv. No. FA-Rct./NA/02-2021

Advertisement for Scientific Officer
Applications are invited from eligible Indian citizens for recruitment in the position of ‘Scientific
Officer ‘D’ & Scientific Officer ‘C’ in the Centre for Medical and Radiation Physics, NISER.

Sl #

Positions with Pay

1.

Scientific Officer ‘D’
(Medical Physics)
Level-11, Index-1
Pay `67,700/-

2

Scientific Officer ‘D’
(Physics)
Level-11, Index-1
Pay `67,700/-

3

Scientific Officer ‘C’
(Electronics)
Level-10, Index-1
Pay `56,100/-

4.

Required Qualification & experience
Essential:
Ph.D (Physics/Medical Physics) with M.Sc in
Medical Physics/ Post-MSc (Physics) Diploma in
Radiological Physics
Essential:
Ph.D. in Experimental Nuclear or Particle Physics
with one year post-Ph.D. experience.

Essential:
B.E./B.Tech. in Electronics or Communication
Engineering or Instrumentation with 4 years of
experience in reputed organisation

Desirable: ME/M.Tech
Essential:
Scientific Officer ‘C’ M.Sc in Radiation Biology or MSc in Medical
(Medical Physics) Physics or MSc in Life sciences with biological
Level-10, Index-1
effects of radiation as part of the course or MSc in
nuclear medicine or Post-MSc (Physics) Diploma in
Pay `56,100/Radiological Physics with 04 years post-MSc
experience.

Category

Age

Vacancies

UR

40
Years

01 (One)

UR

40
years

UR

36
years

01 (One)

UR

36
Years

01 (One)

03
(Three)

Applicants fulfilling the above eligibility criteria mentioned in brief should apply ONLINE
(www.niser.ac.in) only. The last date for applying online is 10th June 2021. For full details
of all the aspects of the advertisement, candidates are requested to follow the
advertisement at NISER web site (https://www.niser.ac.in).
DIRECTOR
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United States-India Educational Foundation
www.usief.org.in

2022-2023 Fulbright-Nehru Academic and
Professional Excellence Fellowships
These fellowships, for four to nine months, aim to provide Indian faculty,
researchers, and professionals the opportunity to teach, conduct research, or
carry out a combination of teaching and research at a U.S. institution.
Applicants can also opt for four to six-months Flex Award only for research
category in two segments.
Applications are invited in the following fields only: Agricultural Sciences;
Anthropology; Bioengineering; Chemistry; Computer Science (including, but not
limited to, cyber security, digital economy, quantum computing, artificial
intelligence, machine learning and big data analytics); Economics; Education
Policy and Planning; Energy Studies; Geography (including GIS and Geology);
History; Language and Literature; Materials Science (with emphasis on
environmental applications); Mathematical Sciences; Neuroscience; Performing
Arts; Physics; Political Science (including, but not limited to, International
Security and Strategic Studies); Public Health; Public Policy; Sociology; Urban
and Regional Planning (with emphasis on smart cities and waste management);
Visual Arts; and Women's and Gender Studies.
How to Apply
v Applications must be submitted online at: https://apply.iie.org/fvsp2022
v Please carefully review the FNAPE Applicant Instructions before starting
your online application.
v Please refer to FNAPE Applicant Checklist before submitting the
application.
v In addition, you must complete and upload the following documents on
your online application:
FNAPE Applicant Annexure
FNAPE Letter of Support from Home Institution
Application Due Date: July 15, 2021, 23:59:59 hrs (IST)
For eligibility criteria, please visit our website Fulbright-Nehru Academic and
Professional Excellence Fellowships
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Controversies
‘Unfair and unsubstantiated’: Journal retracts
paper suggesting smoking is linked to lower
COVID-19 risk
April 24, 2021
A paper suggesting that smokers were significantly
less likely than nonsmokers to contract Covid-19 has
been retracted because the authors failed to disclose
financial ties to … the tobacco industry.
The article, which appeared as a preprint and then as
an “early view” in the European Respiratory Journal
last July, came from a group at the University of Piraeus, in Greece, and the University of Utah. The first
author was Theodoros Giannouchos, currently a postdoc at the University of Utah, and the senior author
was Konstantinos Farsalinos, a fairly prominent name
in the world of vaping research.
Some vaping advocates have pointed to a protective
effect of nicotine against Covid-19. According to the
preprint of the now-retracted paper:
Current smokers were 23% less likely to be diagnosed
with COVID-19 compared to non-smokers. Of all
COVID-19 patients, 34.8% were hospitalized and
13.0% experienced an adverse outcome. Male gender, older age, having one or more comorbidities, and
chronic renal disease, diabetes, obesity, COPD, imBIOTECH EXPRESS | Vol 8, Issue 94, May 2021

munosuppression and hypertension were associated
with hospitalization and adverse outcome. Current
smoking was not associated with adverse outcome.
The long retraction notice reads like this:
The above mentioned article has been retracted at the
request of the editors and the publisher. The article
was originally published “early view” in the European Respiratory Journal on 30 July 2020. Subsequent
to this, and prior to publication of the version of record in an issue of the European Respiratory Journal,
it was brought to the editors’ attention that two of the
authors had failed to disclose potential conflicts of interest at the time of the manuscript’s submission: That
is, one of the authors (José M. Mier) at the time had
a current and ongoing role in providing consultancy to the tobacco industry on tobacco harm reduction; and another (Konstantinos Poulas) at the time
was a principal investigator for the Greek NGO NOSMOKE, which has its base at Patras Science Park, a
science and innovation hub that has received funding from the Foundation for a Smoke Free World (an
organisation funded by the tobacco industry). After
careful review of the manuscript content alongside
the new disclosures brought to light, and in consultation with the leadership of the European Respiratory
Society (the publisher of the journal), the editors and
society were in firm agreement that, if these conflicts
of interest had been disclosed at the point of manuscript submission, the editors would not have considered the article for publication, for the following
main reasons. 1) The manuscript presents some new
data on, and provides a section of discussion of, the
effect of tobacco consumption on patient susceptibility to COVID-19, and cites other studies that claim
SARS-CoV-2 infection is less prevalent in smokers or
tobacco users. 2) The European Respiratory Society,
as a leading medical organisation in the respiratory
field whose mission is to promote lung health and alleviate suffering from respiratory disease, has bylaws
in place that do not permit individuals with ongoing
relationships with the tobacco industry to participate
in its activities: As well as society membership, and
participation in congresses and meetings, publication
in the society’s journals is also considered an activity
covered by these rules. 3) Because of these bylaws, at
www.biotechexpressmag.com
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the point of manuscript submission, the submitting
author is specifically asked to assert that no potential
conflict of interest involving the tobacco industry exists regarding the submitted manuscript. In the case
of this article, the submitting author asserted that no
such conflict of interest existed, and for this reason the
article duly entered the journal’s peer review process.

Data discrepancies and
substandard reporting of
interim data of Sputnik
V phase 3 trial: The
Lancet
May 12, 2021

tional and should follow the FAIR principles.
The second concern pertains to the trial protocol, as
already described in an open letter by the Russian
Society for Evidence-Based Medicine.3 The Sputnik V investigators mention that three interim analyses were added to the study on Nov 5, 2020,1 but
this change was not recorded on ClinicalTrials.gov
(NCT04530396). Unfortunately, the full study protocol has not been made publicly available, so the rationale behind this change or the type I error rate adjustment, if any, is not known.
Besides these protocol amendments, the definition of
the primary outcome is unclear in the Article,1 where
it says that when COVID-19 was suspected, participants were assessed with “COVID-19 diagnostic protocols, including PCR testing”. Here, we lack some
crucial information, such as the clinical parameters
determining suspected COVID-19, what diagnostic
protocols were used, when the PCR testing was done,
what specific method was used, or how many amplification cycles were used. The way cases of suspected COVID-19 were defined could have led to bias in
PCR testing used to assess the number of confirmed
COVID-19 cases, which is crucial for the efficacy determination.

Restricted access to data hampers trust in research.
Access to data underpinning study findings is imperative to check and confirm the findings claimed. It
is even more serious if there are apparent errors and
numerical inconsistencies in the statistics and results
presented. Regrettably, this seems to be what is hap- A final point of concern about the study protocol relates to the enrolment and randomisation of patients.
pening in the case of the Sputnik V phase 3 trial.
According to the trial profile in figure 1 of the ArtiSeveral experts3, 4 found problematic data in the cle,1 35 963 individuals were screened and 21 977 inpublished phase 1/2 results.2 We have made multiple dividuals were randomised. The ClinicalTrials.gov reindependent requests for access to the raw dataset, but cord for NCT04530396 (Jan 20, 2021) mentions that
these were never answered. Despite publicly denying 33 758 patients were enrolled. We would expect that
some problems, formal corrections were made to the this last figure should be equal to either the number of
Article,2 thus addressing some concerns.5 Notwith- participants screened or randomised. Moreover, there
standing the previous issues and lack of transparency, is no information about what caused the exclusion of
the interim results from the phase 3 trial of the Sput- 13 986 participants, as per the trial profile.
nik V vaccine1 again raise serious concerns.
The third concern relates to the data reported and nuWe have a serious concern regarding the availability merical results. We found the following data inconof the data from which the investigators draw their sistencies: (1) in figure 2 of the Article,1 data for the
conclusions. The investigators state that data will not vaccinated group on day 20 refer to more individuals
be shared before the trial is completed, and then only than at day 10, as if there was either information missby approval of stakeholders, including a so-called se- ing for 100 participants at day 10, or participants were
curity department. Data sharing is one of the corner- enrolled after day 10 (figure 2 was formally corrected
stones of research integrity; it should not be condi- on Feb 20, 2021, but the correction statement did not
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state the reasons leading to such correction); and (2)
in table S1 of the appendix,1 the number of participants reported for the different vaccinated age cohorts
do not add up to the reported total (n=338 vs n=342).
With such inconsistencies, we question the accuracy
of the reported data.

emailed responses to questions by The Scientist. “For
integrity purposes, we investigate any concerns raised
about a paper, regardless of publication stage or journal,” he adds.

Frontiers’s investigation concluded that the paper
lacked objectivity, contained unsubstantiated claims,
We also found some highly coincidental results re- and inappropriately included the FLCCC Alliance’s
ported in table S3 of the appendix. In particular, two own COVID-19 treatment protocol, according to
upper confidence limit values for two different distri- Fenter’s statement last month. He adds over email that
butions (placebo group at baseline for unstimulated “the types of concerns identified in this case would
and antigen-stimulated measures) both equal 0·708. very likely have led to a retraction in due course.”
Of course, this is possible, but we call once more for
access to the data from which the statistics originate The ivermectin paper was officially rejected on March
for close scrutiny.
1.

Frontiers Pulls Special
COVID-19 Issue After
Content Dispute
Apr 28, 2021

On March 11, another paper coauthored by Malone—
which reported a case series of 25 patients treated at
a community hospital with a combination of famotidine and the anti-inflammatory drug celecoxib and
had not been provisionally accepted—was rejected at
the post-review stage.
Frontiers also removed the issue’s webpage entirely—a
procedure that Fenter says is standard policy at Frontiers in this kind of situation.

Aspecial issue of Frontiers in Pharmacology on repurposing existing drugs as COVID-19 treatments has
been axed following a dispute between the journal’s
publisher and the issue’s guest editors over which submissions should be accepted.
The dissolution of the issue, which was entitled “Treating COVID-19 with Currently Available Drugs,” is the
latest move in a row that’s continued for weeks. At the
beginning of March, Frontiers issued a rejection for a
manuscript on the antiparasitic drug ivermectin that
had been provisionally accepted, after the publisher
identified “a series of strong, unsupported claims”
in the paper and determined that it did “not offer an
objective nor balanced scientific contribution,” Frontiers’s chief executive editor Frederick Fenter said in a
statement at the time.
Multiple readers contacted Frontiers shortly after the
ivermectin paper’s abstract was posted online, with
concerns about some of its assertions, Fenter writes in
BIOTECH EXPRESS | Vol 8, Issue 94, May 2021
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