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Covid Jabs May Not Provide Absolute Protection But Reduces Risk Of Death, Complications: Soumya Swaminathan (13-08-2021
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Editorial 
 
 
In a recent article in Australian Prescriber under title “Fluoroquinolone antibiotics and adverse events” Diva Baggio and 
Michelle R Ananda-Rajah stated that “Epidemiological studies have reported an increased risk of rare adverse effects. 
These include tendinopathy and tendon rupture, peripheral neuropathy and aortic aneurysm”. 
Fluoroquinolones are broad-spectrum antibiotics with good oral bioavailability. They are used for the treatment of a 
wide variety of infections.  
Safe prescribing of fluroquinolones requires recognition of patients with risk factors for toxicity. Prompt drug 
discontinuation is recommended in the event of an adverse reaction. 
Fluoroquinolones require to be prescribed only when alternative drugs are not available is the key to limiting adverse 
events and antibiotic resistance. 
Apart from this there are several reports of adverse reaction by different scientists from different countries which 
includes- Tendinopathy, Aortic aneurysm and dissection, Peripheral neuropathy, Retinal detachment, QTc prolongation and 
cardiac arrhythmia, Gastrointestinal effects, Hyperglycaemia and hypoglycaemia, Central nervous system effects. 
The fluoroquilones are being used rampantly in India with prescription and without prescription. Apart from used 
singly there are several FDCs are available in Indian market and are being used with or without prescription. Some 
experts have opined that there are hardly any rational in combining fluoroquilones with other drugs belonging to 
different other therapeutic categories. This is high time to regulate such irrational combinations considering the 
potential adverse effects as identified several scientists and potential of developing antimicrobial resistance. 
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Editor 
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 Greetings from Drug Information Bulletin! 

SEC recommends 
emergency use 

approval for use of 
Covaxin (Covid-19  

vaccine) in children 
between 2 to 18 yrs 



New Drug: Elasomeran for prevention of COVID-19 
 
Approved indication: prevention of COVID-19 
Spikevax (Moderna) 
5 mL multidose vials containing 0.2 mg/mL 
Elasomeran is a COVID-19 vaccine indicated to prevent COVID-19 in individuals 12 years old and over. 
Like the BNT162b2 COVID-19 vaccine (made by Pfizer), elasomeran is a messenger RNA (mRNA-1273) 
vaccine. The RNA encodes for a modified form of the spike protein of the coronavirus. It is encapsulated in 
lipid nanoparticles to enable the RNA to be taken into cells after intramuscular injection. The cells produce 
the spike protein which then induces an immune response which includes neutralising antibodies. 
Preliminary investigations,1 including some patients over the age of 56 years,2 established the dose regimen 
to be used in a randomised phase III trial.3 This was two doses of 100 micrograms of mRNA (0.5 mL) given 
28 days apart. 
The ongoing phase III trial in the USA has reported its results for people followed up for a median of 63 days 
after the second injection.3 The per-protocol analysis included 14,134 adults who received the two doses of 
the vaccine and 14,073 who received a saline placebo. Efficacy was assessed by the occurrence of 
symptomatic COVID-19 at least 14 days after the second injection. Eleven cases occurred in the vaccine 
group compared to 185 cases in the placebo group. This gives a vaccine efficacy of 94.1% for the prevention 
of symptomatic infection. The efficacy was similar across all age groups. Elasomeran had an efficacy of 
100% against severe infection as the 30 cases that had severe COVID-19, including one death, were all in 
the placebo group. 
Adverse reactions at the injection site were more frequent with the vaccine than with placebo (88.6% vs 
18.8% after the second injection).3 These effects included pain, tenderness, erythema and induration and 
may have a delayed onset. There have been cases of anaphylaxis, so people need to be observed after 
vaccination. More common adverse reactions include fatigue, headache, myalgia and arthralgia. The 
frequency and severity of these adverse effects was greater after the second dose of vaccine. They persist 
for an average of three days. Myocarditis and pericarditis may be rare adverse effects. 
Elasomeran has to be stored between –25 oC and –15 oC. Thawed vials should be stored at 2 oC to 8 oC until 
used. Each multidose vial contains enough vaccine for 10 doses (0.5 mL). Dilution is not required. The 
deltoid muscle is the preferred site for injection. 
Like all the vaccines against COVID-19, the efficacy and safety data for elasomeran are incomplete. For 
example, children and pregnant women were not included in the phase III trial and there was a limited 
number of immunocompromised patients.3 The efficacy against different viral strains and the duration of 
protection is unknown. A small study suggests that elasomeran produces higher antibody concentrations 
than the BNT162b2 vaccine in people over 50 years old.4 
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Covaxin Gets SEC Nod for Use in Children Aged 2-18 Years 
Bharat Biotech’s Covaxin, the vaccine against coronavirus disease (Covid-19), has received the 
recommendation of a subject expert committee (SEC) for use in children between the ages 2 to 18. The 
Drug Controller General of India (DGCI) will give the final approval for the use of Covaxin on children and 
when that comes through it will become the second vaccine, after Zydus Cadila's DNA-based vaccine 
ZyCoV-D, to be approved for inoculating kids in the country.  
 
Bharat Biotech, the Hyderabad based biotechnology company, submitted data from its Covid-19 vaccine 
trial in children aged 2 to 18 years to the DCGI on October 6, after being granted approval for conducting 
trials in children back in May. 
  



Sanjay K Rai, a professor at Centre for Community Medicine, All India Institute of Medical Sciences (AIIMS), 
and the principal investigator of Covaxin’s trial on children told news agency ANI that the trial was carried 
out in three age groups. "Covaxin's trial was done on three age groups. The first group examined was 
between 12 -18 years, the second group was between 6- 12 years and the third age group was between 2-6 
years," he said, claiming that the trial found safety and immunogenicity levels were the same in children as 
it was in adults. 
Besides Covaxin and Zydus Cadila’s ZyCoV-D, Serum Institute of India (SII) has also been given permission to 
conduct phase II and III clinical trials of Novavax in children between 7 and 11 years of age. 
 
India is gearing up to vaccinate children as schools and educational institutions start reopening up across 
the country and experts continue to caution against a potential third wave being deadly for children. Many 
states have also ramped up paediatric facilities to help combat any rise in Covid-19 infection in children. 
The Union government has, however, repeatedly insisted that there is no need to panic about successive 
waves infecting children. 
Source: Hindusthan Times 
 
25 Lakh ZyCoV-D Doses Every Month for Private Hospitals  
ZyCoV-D, the first vaccine to be approved for use in children above the age of 12 in India, will also be made 
available to private sector hospitals across the country. 
The Centre's supply principle in the ratio of 75:25 for public and private vaccination will remain applicable 
for this vaccine too. 
“If there are buyers, up to 25 lakh doses of the ZyCoV-D would be made available to private sector hospitals 
every month as the initial monthly vaccine availability will be 1 crore doses,” N K Arora, chairman of the 
Centre's Covid-19 working group of the National Technical Advisory Group on Immunisation (NTAGI) told. 
However, 75% of the available doses would be reserved for vaccination of eligible adolescents at public 
vaccination centres for free, Arora clarified. 
The needle-free ZyCoV-D vaccine, manufactured by Ahmedabad-based Zydus Cadila, has received 
emergency use authorization for being administered to children aged 12 years and above in India. 
 
The three-dose vaccine is to be administered with a 28-day gap between each dose. ZyCoV-D is going to be 
introduced in the country's Covid vaccination programme by October 20. 
 
“The biggest hurdle or challenge about this vaccine is its slow production. Initially, the manufacturer can 
only make available one crore doses every month. Private hospitals can procure 25% of the monthly 
production of ZyCoV-D from the manufacturer,” Arora said. 
However, he added that the private sector had not shown much interest in vaccine purchases after the new 
guidelines about Covid-19 vaccine supply in the ratio of 75:25 came into effect a few months ago. 
Covid-19 vaccine manufacturers in India keep the central government informed about their production plan 
in advance. This helps the government better plan the procurement and distribution. 
The Centre also knows about a consolidated demand from the private sector, as state governments collate 
the demand and indicate it to the authorities. 
Source: The Times of India 
 
  DISCLAIMER:  

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


