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Editorial 

 
Dr. Krishna Ella, Chairman & M.D of Bharat Biotech has declared recently that his company is going to launch 
intranasal covid vaccine on 26th January 2023. The intranasal vaccine would cost ₹325 per shot for procurement by 
the government and ₹800 per shot for private vaccination centres.  Earlier 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 
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First intranasal Covid-19 
vaccine approved by 

CDSCO will be launched 
officially on 26th January 
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New drug: Pemigatinib for cholangiocarcinoma 
Approved indication: cholangiocarcinoma 
Pemazyre (Specialised Therapeutics) 
4.5 mg, 9 mg and 13.5 mg tablets 
 
Cancers of the bile duct (cholangiocarcinoma) are 
relatively rare. Surgery may not be possible and 
relapse rates are high. Even with combination 
chemotherapy, the prognosis is poor. In patients 
with metastatic disease, survival may be less than 
12 months. 
Genetic research has found that some patients 
have alterations in the genes for fibroblast 
growth factor receptors (FGFR). These receptors 
may induce the proliferation of cancer cells. As 
the receptors contain tyrosine kinases, a kinase 
inhibitor could have beneficial effects. 
Pemigatinib is an inhibitor of FGFR1, 2 and 3. A 
dose of 13.5 mg is taken once daily for 14 days 
followed by a seven-day break. Food has little 
effect on absorption. Most of the dose is 
metabolised by cytochrome P450 (CYP) 3A4 and 
excreted in the faeces. Dose reductions are 
recommended for patients with severe liver or 
kidney disease. Reductions are also required if 
inhibitors of CYP3A4, such as itraconazole, cannot 
be avoided. Inducers of CYP3A4, such as 
phenytoin, should be avoided and St John’s wort 
is contraindicated. Proton pump inhibitors should 
also be avoided as they reduce pemigatinib 
concentrations in some patients. As pemigatinib 
is an inhibitor of P-glycoprotein, doses should be 
separated by at least six hours from drugs such as 
digoxin. 
A phase II open-label trial studied pemigatinib in 
146 previously treated patients with locally 
advanced or metastatic cholangiocarcinoma. 
Most (107) of the patients had alterations of 
FGFR2. After a median follow-up of 17.8 months, 
35.5% of this group had a response to treatment. 
The median duration of the response was 7.5 
months with a median progression- free survival 
of 6.9 months. At the time the trial was 
published, median overall survival was 21.1 
months.1 
Inhibition of FGFR increases serum phosphate 
concentrations. In the phase II trial 60% of the 
patients developed hyperphosphotaemia.1 This in 
turn can cause precipitation of calcium crystals 

and possibly hypocalcaemia, seizures and 
arrhythmias. Patients may require a low-
phosphate diet and phosphate-lowering therapy, 
but these might need to be discontinued during 
treatment breaks to avoid hypophosphataemia. 
Other very common adverse events during the 
phase II trial included alopecia, dysgeusia, 
stomatitis, nausea and diarrhoea.1 Dry eyes are 
common and, less frequently, retinal detachment 
can occur. Regular eye examinations are required. 
Overall, 9% of the patients stopped treatment 
because of adverse events, while many others 
required dose interruptions or reductions. 
In animal studies, pemigatinib was toxic to the 
fetus. Pregnancy should be avoided and male 
patients should not father a child while taking 
pemigatinib. 
Any benefit of pemigatinib appears to be limited 
to patients with abnormalities of FGFR2. Although 
only 2.8% (3/107) of these patients had a 
complete response, the overall response rate may 
be better than the response to second-line 
chemotherapy.1 Another trial is investigating how 
pemigatinib would compare to chemotherapy as 
a first-line treatment for unresectable or 
metastatic cholangiocarcinoma. At present, 
pemigatinib is only provisionally approved for 
previously treated patients with abnormalities of 
FGFR2. Whether its benefit is sustained, or is 
reduced by the development of resistance to 
treatment, requires further study. 
References:  
Abou-Alfa GK, Sahai V, Hollebecque A, Vaccaro G, 
Melisi D, Al-Rajabi R, et al. Pemigatinib for 
previously treated, locally advanced or metastatic 
cholangiocarcinoma: a multicentre, open-label, 
phase 2 study. Lancet Oncol 2020;21:671-84. 
Status in India: 
Pemigatinib 13.5 mg tablet is available in India under 
brand name “Pemazyre”. Pemazyre 13.5mg Tablet is 
used to treat a certain type of bile duct cancer. 
Pemazyre 13.5mg Tablet works by slowing or 
stopping the growth of cancer cells. It belongs to 
a class of drugs known as kinase inhibitors. Cost 
of 14 tablets is about Rs. 1.83 Lakhs as per 
industry source. Presently treatment is quite 
costly until is manufactured in India. 
 



Sun Pharma to acquire US based Concert for 
$576 million 
Sun Pharmaceutical Industries Limited said on 
19th January 2023 that  it will acquire U.S.-based 
Concert Pharmaceuticals in cash consideration for 
$576 million. The acquisition would help the 
company to gain access to an experimental drug 
for treating patchy baldness. 
Concert is developing Deuruxolitinib which is 
being evaluated for treatment for autoimmune 
condition alopecia areata, which results in patchy 
hair loss. 
Sun Pharma said it will commence a tender offer 
to acquire Concert at $8 per share, a premium of 
16% to the stock's last close. 
"Sun Pharma will acquire all outstanding shares of 
Concert through a tender offer for an upfront 
payment of $8.00 per share of common stock in 
cash, or $576 million in equity value," said the 
company in its regulatory filing. 
Concert stockholders will also receive a non-
tradeable CVR, which entitles Concert 
stockholders to receive up to an additional $3.50 
per share in cash, payable upon Deuruxolitinib 
achieving certain net sales milestones within 
specified periods, subject to the terms and 
conditions contained in the contingent value 
rights agreement detailing the terms of the CVRs. 
Concert is a late-stage biotechnology company 
pioneering the use of deuterium in medicinal 
chemistry. 
"These milestones, subject to terms and 
conditions as specified in the contingent value 
rights agreement, include: (i) $1.00 per share of 
common stock, payable the first time that in any 
fiscal year between the time of the first 
commercial sale of Deuruxolitinib in the U.S. and 
March 31, 2027, net sales of Deuruxolitinib is 
equal to or exceeds $100 million, and (ii) an 
additional $2.50 per share of common stock, 
payable the first time that in any period of four 
consecutive fiscal quarters between the time of 
the first commercial sale of Deuruxolitinib in the 
U.S. and December 31, 2029, net sales of 
Deuruxolitinib is equal to or exceeds $500 million. 
There can be no assurance that any payments will 
be made with respect to the CVRs," the filing 
stated. 

Cefuroxime Potential risk of Kounis syndrome  
The SFDA has released a potential safety signal 
concerning Kounis syndrome associated with the 
use of cefuroxime. Cefuroxime is cephalosporin 
antibacterial drug indicated for the treatment of 
infectious diseases caused by sensitive bacteria. 
The SFDA reviewed 11 case reports, three of 
which supported the association, and the 
literature.  
Reference: Safety Alerts, SFDA, 21 June 2021 (link 
to the source within www.sfda.gov.sa) 
 
Colchicine Potential risk of pneumonia  
The SFDA has released a potential safety signal 
concerning pneumonia associated with the use of 
colchicine. Colchicine is indicated for prophylaxis 
of gout flares in adults. The SFDA reviewed 40 
case reports, four of which supported the 
association, and the literature.  
Reference: Safety Alerts, SFDA, 9 August 2021 
(link to the source within www.sfda.gov.sa) 
 
Empagliflozin Risk of ketoacidosis and Fournier’s 
gangrene  
The Medsafe has announced that empagliflozin is 
associated with the risk of ketoacidosis and 
Fournier’s gangrene (necrotising fasciitis of the 
perineum). Empagliflozin is a sodium glucose co-
transporter 2 (SGLT2) inhibitors and is used for 
the treatment of type two diabetes mellitus. The 
CARM received three reports of ketoacidosis and 
two reports of Fournier’s gangrene following 
initiation of empagliflozin. For the risk of 
ketoacidosis, healthcare professionals are advised 
to consider stopping empagliflozin temporarily 
during an acute illness, particularly if patients are 
unwell, febrile or vomiting andnot eating. 
Empagliflozin should also be temporarily stopped 
before undergoing medical procedures or 
surgery. For the risk of Fournier’s gangrene, 
patients should be advised to seek immediate 
medical attention if they experience pain, 
tenderness, redness or swelling of the genital or 
perineal area, particularly with associated fever 
or malaise.  
Reference: Prescriber Update, Medsafe, 
September 2021 (link to the source within 
www.medsafe.govt.nz/)  
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 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. 


