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Editorial 
 
 
One estimate showed that about 700000 people are dying of drug resistant infection globally due to overuse in humans, livestock 
and agriculture globally. It is also predicted that this number could skyrocket and may reach 10 million deaths annually by 2050 
resulting in a deep financial crisis. The widespread irrational use of antimicrobial medications needed to combat such diseases as 
tuberculosis, malaria and MRSA has made these infections more resistant to traditional treatment. A few examples of misuse 
include cold or flu sufferers taking antibiotics without realizing that such drugs are incapable of killing viruses and farmers using 
antibiotics to promote growth or prevent the spread of disease among animals such as chickens, pigs and cows. When microbes 
come into unnecessary contact with antimicrobials, they have more chances to adapt to specific strains, increasing the likelihood 
of genetic mutations that undercut the medications' effectiveness.  
Scattered steps were taken to resolve these health problems, but recently it has been suggested to adopt “one health approach”-
human health, animal health and environmental health. COVID pandemic has already proved that concerted effort from the 
highest level is effective to manage pandemic. Similar approach from the head of the states will definitely solve AMR problem. 
In order to generate awareness about antimicrobial awareness World health organization is celebrating World Antimicrobial 
Awareness Week (WAAW) every year. Like the past years WAAW has been celebrated during 18-24 November 2021 with the 
theme “Spread Awareness, Stop Resistance”. International Pharmaceutical Federation (FIP) and Indian Pharmaceutical 
Association has also celebrated the week through several Symposium, workshops, training, awareness programme involving 
different HCPs and NGOs. Hope this will not be restricted with this week and will continue throughout the year. 
 

 
 
Dr. Subhash C. Mandal 
Editor 
E mail: subhash.mandaldr@gmail.com 
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Greetings from Drug Information Bulletin!  



 
ZyCov-D shot expected to join other vaccines in 
India's Covid fight within December 
 
The government has started the preparatory 
work to include Zydus Cadila's ZyCov- D in the 
Covid-19 vaccination programme. The vaccine is 
likely to be administered to adults starting 
December. The drug regulator had on August 20 
given emergency use authorization (EUA) to the 
three-dose Covid-19 vaccine, the first in India that 
can be given to people 12 years and above. While 
a major chunk of the vaccine is to be 
earmarked for children, the government has 
decided to start administering it to adults first. 
The National Technical Advisory Group on 
Immunisation is expected to finalise the 
guidelines on prioritisation of vaccination of 
children in a meeting slated to happen this 
month.  
Read more at: 
For details: 
https://health.economictimes.indiatimes.com/ne
ws/pharma/ 
 
Huge Chinese Medicine Imports raised Concerns  
 India’s attempt to be self-reliant in healthcare 
seems to have taken a hard knock, with imports 
of medtech and medical devices having jumped 
up to 75% from China alone, ringing alarm bells in 
industry circles. China, which was earlier in the 
third spot, has become the largest exporter of 
medical devices to India, overtaking US and 
Germany during 2020-21, despite the much-
touted ‘Make in India’ policy and clamour against 
Chinese imports after the border skirmish. 
 
Most of the increase is attributed to imports of 
critical items like oximeters, diagnostic 
instruments, digital thermometers and chemical 
reagents, which were needed during the 
pandemic as a quick scale-up wasn’t possible, 
industry experts said. What makes this starker is 
that the overall increase in medtech imports from 
all nations is just about 7%. 
  
“Covid had a silver lining, for bringing into focus 
the medical devices industry for healthcare 
security of the nation, even as international 

supply chains initially got disrupted. The 
government needed to continue to protect 
investments in this field, rather than giving mixed 
signals by reducing duty on Covid-critical devices 
to zero temporarily, which subsequently led to a 
huge influx of imports, especially from China from 
May 2020. We are not against imports. But if 
these harm the domestic industry, then corrective 
policies by incentivising homegrown players need 
to be taken. The huge 75% increased influx of 
Chinese imports even after having a stated public 
procurement order that is supposedly in favour of 
domestic manufacturers should be of concern to 
policymakers seeking to make India ‘Atma 
Nirbhar,” said Association of Indian Medical 
Device Industry (AiMeD) forum coordinator Rajiv 
Nath. 
  
Of the 151 eight-digit HS codes that cover med 
devices, there are 58 items where imports have 
jumped from more than 25% to over 42,000%, 
industry data shows. Typically, imports from 
China had risen 5-15% year-on-year in the last 
few years. More than 80% of medical devices are 
imported into India, with this year’s import bill at 
nearly Rs 45,000 crore. 
 
“Imports of medtech devices from China 
increased sharply during Covid. But except for 
PPE kits, masks & sanitisers, etc, there was no 
way to manage critical shortages. Medtech can’t 
be ‘Atma Nirbhar’ in a few months. We need to 
build technology, quality, supply chain and it will 
take a decade to establish it, if there is 
undisturbed attention and right policy,” said 
Vishwaprasad Alva, MD of critical care and ICU 
equipment manufacturer Skanray Technologies. 
 
Significantly, the nil customs duty did not benefit 
consumers and, with no maximum retail price 
(MRP) printed on devices, there was massive 
profiteering due to the huge mark-ups. Besides 
masks & PPE kits, certain devices like ventilators 
witnessed robust growth due to the sudden and 
huge demand, with companies also becoming 
largely self-reliant. Industry observers pointed out 
that domestic players also need to develop 
expertise in neonatal & child care, OT & surgical, 



ICU, radiology & scanning, and cardiac care, with 
support from the private sector and government. 
 
Max Ventilators founder & CEO Ashok Patel said, 
“Private sector procurement largely has not been 
supporting the ‘Make in India’ programme, with 
China continuing to be a major supplier. The 
Centre’s bulk purchases have been mainly 
restricted to respiratory care and oxygen delivery 
equipment due to the pandemic. Hence, there 
hasn’t been much impetus for players to build 
capacity/capability in other segments.” 
“During the pandemic, our local vendors — in a 
bid to reduce import dependence — developed 
several key components, as supply from the US 
and Europe was disrupted. But for imports of 
circuit boards, we were forced to shift to China 
this year from the US as distributors promised 
assured delivery,” he added. 
Ref.: The Times of India 
 
Levothyroxine (tablet) Risk of related to 
aggravating thyroid symptoms when switching 
between different products  
The Medicines and Healthcare Products 
Regulatory Agency (MHRA) has announced that 
the product information for levothyroxine is being 
updated to include the risk of aggravating thyroid 
symptoms when switching between different 
levothyroxine products (tablets). Levothyroxine is 
indicated for the control of hypothyroidism. In 
the UK, prescribing of levothyroxine is usually 
generic, so patients may switch between different 
levothyroxine products according to what is 
available at their local pharmacies. From 2015 to 
2019, the MHRA received 335 reports of the 
thyroid condition being aggravated or 
ineffectiveness of the levothyroxine product 
following substitution with another. Associated 
symptoms were mostly consistent with 
hypothyroidism or hyperthyroidism and included 
fatigue, headache, malaise, anxiety, palpitation, 
nausea myalgia and dizziness. The underlying 
causes for the symptoms experienced after 
switching between products are generally 
unclear. Generic prescribing of levothyroxine 
remains appropriate for the majority of patients 
and the licensing of these generic products is 
supported by bioequivalence testing. If a patient 

reports persistent symptoms of their condition 
are being aggravated when switching between 
different levothyroxine products, healthcare 
professionals should consider consistently 
prescribing a specific product known to be well 
tolerated by the patient. Also, if symptoms or 
poor control of thyroid function persist, 
prescribing an oral solution formulation of 
levothyroxine should be considered.  
Reference: Drug Safety Update, MHRA, 19 May 
2021 (www.gov.uk/mhra) (See also WHO 
Pharmaceuticals Newsletter No.1, 2020: Potential 
adverse reactions when switching brands in 
Ireland) 
 
COVID-19 vaccine NRVV Ad26 (JNJ 78436735) 
Risk of thrombosis with thrombocytopenia 
syndrome (TTS)  
The Pharmacovigilance Risk Assessment 
Committee (PRAC) has recommended that the 
warning of TTS in the product information for 
COVID-19 vaccine NRVV Ad26 (JNJ 78436735) 
(Janssen COVID-19 vaccine®) should be refined to 
include advice on investigating for signs of 
thrombosis in patients presenting with 
thrombocytopenia within three weeks of 
vaccination. COVID-19 vaccine NRVV Ad26 (JNJ 
78436735) is indicated for preventing COVID-19 in 
people aged 18 years and older. Also, TTS will be 
added as an important identified risk in the risk 
management plan. The benefits of using the 
vaccine to prevent COVID-19 outweigh the risks 
of adverse effects.  
Reference: EMA, 7 May 2021 
(www.ema.europa.eu) 
 
COVID-19 vaccine NRVV Ad (ChAdOx1 nCoV-19) 
Risk of thrombosis with thrombocytopenia 
syndrome (TTS) 
The Committee for Medicinal Products for Human 
Use (CHMP) has recommended that COVID-19 
vaccine NRVV Ad (ChAdOx1 nCoV-19) 
(Vaxzevria®) must not be given to anyone who 
has had thrombosis with thrombocytopenia 
syndrome (TTS). COVID-19 vaccine NRVV Ad 
(ChAdOx1 nCoV-19) is a vaccine for preventing 
COVID19 in people aged 18 years and older. As 
TTS requires specialist treatment, health-care 
professionals should consult applicable guidance 



and/or specialists to diagnose and treat the 
condition. Also, health-care professionals should 
check for signs of thrombosis in any person who 
has thrombocytopenia within three weeks of 
vaccination and should advise people to seek 
urgent medical attention if they have any 
symptoms suggesting thrombosis or 
thrombocytopenia.  
Reference: EMA, 21 May 2021 
(www.ema.europa.eu) (See also WHO 
Pharmaceuticals Newsletter No.2, 2021: Possible 
link to very rare cases of unusual blood clots with 
low blood platelet counts in Europe) WHO, Globa
Advisory Committee on Vaccine Safety (GACVS) 
review of latest evidence of rare adverse blood 
coagulation events with AstraZeneca COVID
Vaccine (Vaxzevria and Covishield), 16 April 2021. 
(https://www.who.int/news/item/16
global-advisory-committeeon-vaccine
(gacvs)-reviewof-latest-evidence-of
adverseblood-coagulation-events-
withastrazeneca-covid-19-vaccine- 
and-covishield)) 
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The Newsletter intends to provide updated and reliable information on medicines and other related i
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.
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PCI Notification: 

Prof. P.G.Yeole, Vice President of Pharmacy 
Council of India (PCI) speaking in the inaugural 
session of 60th NPW organized by IPA
Branch 

 

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 

rganization 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. 
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