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Editorial 

 
Recently Drugs Controller General (DCGI) approved restricted use in emergencies for people 
aged 18 and above to the intranasal vaccine for Covid-19 in India for heterologous booster 
doses. Heterologous booster dose studies were conducted for safety and immunogenicity in 
875 subjects with BBV154 intranasal vaccine, administered post 2 doses of the two commonly 
administered Covid-19 vaccines. This vaccine has been developed by Bharat Biotech a 
biotechnology firm supported by Dept. of Biotechnology (DBT) and Biotechnology Industry 
Research Assistance Council (BIRAC)-a nonprofit, Public sector Enterprises, set up by 
Department of Biotechnology, Government of India. This vaccine has been developed using 
indigenous technology and an example of success of a joint venture of a private manufacturer 
with Govt. research organization. Bharat Biotech has launched this vaccine under brand name 
iNCOVACC and is available in co win portal for vaccination. Earlier two Covid vaccines –
Covaxin and ZyCov-D was developed in India using indigenous technology which shows the 
strength of Indian company to innovate new product. Expecting Indian pharma industry will be
transformed from manufacturing to innovation hub in near future. 
. 

 
Dr. Subhash C. Mandal 
Editor 
E mail: subhash.mandaldr@gmail.com 
Mob.. 9830136291 
 
 
 

 

 

 

First intranasal Covid-
19 vaccine approved 

by CDSCO is now 
available for use. 

Merry Christmas Greetings from Drug Information 



Health Secretary, Government of India issued advisory to states on recent upsurge of 
Covid in other countries 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  



First Nasal Vaccine against COVID- 
19 supported by DBT-BIRAC gets 
emergency use authorization from 
DCGI 

Central Drugs Standard Control 
Organization (CDSCO) has granted 
approval for Bharat Biotech’s BBV154 
vaccine for treating Covid-19. 
BBV154 is claimed to be the first intra-
nasal vaccine for Covid-19 in the world. 
It has been approved for restricted use 
in emergencies for people aged 18 and 
above in India for the first two-dose 
schedule and homologous booster 
doses. 
The Department of Biotechnology (DBT) 
and its PSU, Biotechnology Industry 
Research Assistance (BIRAC), 
supported Bharat Biotech in developing 
the new intranasal vaccine for Covid-19. 
Under the Mission COVID Suraksha 
Program, DBT, the Indian Government 
and BIRAC provided funding for the 
development and clinical trials of the 
vaccine. Phase III trials of BBV154 were 
conducted to evaluate its safety and 
immunogenicity in approximately 3100 
participants in 14 trial sites across the 
country. 
The vaccine was also assessed in 
heterologous booster dose studies to 
study the safety and immunogenicity in 
nearly 875 participants. In the studies, 
a booster dose of the intranasal BBV154 
vaccine was given to the participants 
who had received licensed Covid-19 
vaccines earlier. Now it is available at 
co-win portal. 
Ref. Pharmaceutical Technology 
 
Benzodiazepines Potential risk of 
abuse, dependence and withdrawal   
The Medsafe has reminded prescribers 
of the recent update to the product 
information for benzodiazepines 
regarding the potential risks of abuse, 
dependence and withdrawal, even when 
taken at recommended dosages. New 

Zealand dispensing data shows that 
diazepam and lorazepam are the most 
dispensed benzodiazepines. The total 
amount of these medicines that were 
dispensed for all indications has 
increased in the period between 2016 
and 2020 which may suggest frequent 
and/or long-term use. Between August 
1969 and March 2022, the CARM 
received 23 case reports of withdrawal 
and/or dependence with the use of 
benzodiazepines. Clonazepam (nine 
cases) was the most frequently 
reported benzodiazepine, followed by 
lorazepam (five), diazepam (three) and 
triazolam (three). Health-care 
professionals are advised to counsel 
patients about the risks of 
benzodiazepines when initiating 
treatment, regularly review the ongoing 
need for treatment, and gradually taper 
benzodiazepines following continuous or 
high-dose use to reduce the risk of 
withdrawal reactions.  
Reference: Prescriber Update, Medsafe, 
June 2022 (link to the source within 
www.medsafe.govt.nz/)  
 
Pembrolizumab Potential risk of 
cholestasis  
The SFDA has identified a safety signal 
for pembrolizumab (Keytruda®) and 
the potential risk of cholestasis. In 
2021, the SFDA detected the signal by 
reviewing the medical literature. The 
SFDA extracted and reviewed ICSRS 
that were most complete (completeness 
score of >0.8) from the local and WHO 
global databases. WHO causality 
assessment criteria were applied on the 
extracted cases and most of cases were 
assessed to have a positive association 
(out of 33 ICSRs: one case was 
assessed to be certain, 10 probable, 
and seven possible cases). The 
investigation concluded that the current 
available evidence is sufficient to 
support the relationship between 
pembrolizumab and cholestasis. This 
signal needs further investigation to 



confirm the risk, and health-care 
professionals should be aware of this 
potential adverse reaction.  
Reference: Safety Alert, SFDA, 28 
March 2022 (link to the source within 
www.sfda.gov.sa) Secukinumab 
 
Pregabalin Risk of major congenital 
malformations in children exposed 
in-utero  
The MHRA has announced that the 
product information for pregabalin will 
be updated to include information from 
a new study which has suggested 
pregabalin may slightly increase the risk 
of major congenital malformations if 
used in pregnancy. Pregabalin is 
indicated for the treatment of peripheral 
and central neuropathic pain in adults, 
as adjunctive therapy in adults with 
partial seizures with or without 
secondary generalization, and for 
generalized anxiety disorder in adults.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

The MHRA reviewed the results of a 
Nordic observational study that 
consisted of 2,700 pregnancies exposed 
to pregabalin in the first trimester, 
alongside a recent European review 
which had the same conclusions. The 
study showed a higher prevalence of 
major congenital malformations in the 
babies (live or stillborn) exposed to 
pregabalin in the first trimester of 
pregnancy compared with those not 
exposed to pregabalin or any other 
antiepileptic drug. The review concluded 
that pregabalin use during the first 
trimester of pregnancy may cause a 
slight increase in risk of major 
congenital malformations in the unborn 
child. The product information continues 
to advise that effective contraception 
should be used during treatment and 
that use in pregnancy should be 
avoided unless it is clearly necessary.  
Reference: Drug Safety Update, MHRA, 
19 April 2022 (link to the source within 
www.gov.uk/mhra)  
 
 
 

 

   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. 

 

 

Inaugural ceremony of the 61st National 
Pharmacy week celebration by IPA, Bengal 
Branch on 20th November 2022 

 
Fellowship awarded by IPA Bengal Pharma & 
Healthcare Trust on 20th November 2022 


