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The Association has made the following 
representation on 27th August 2020 to Shri M Ajit 
Kumar, IRS, Chairman, Central Board of Indirect 
Taxes & Customs, Department of Revenue, Ministry of 
Finance, New Delhi on the above subject:  Copy of the 
said representation was also submitted with separate 
covering letter dated 28th August 2020 to Dr P D Vaghela, 
Secretary, Department of Pharmaceuticals, Ministry 
of Chemicals & Fertilizers, New Delhi. 

“Greetings from indian Drug Manufacturers’ 
association.

IDMA believes in facilitating timely and effective 
representations to the Government authorities for quick 
resolutions of issues and provide necessary support 
in connection with all problems of the Pharmaceutical 
Industry.

IDMA has received several representations/concerns 
from the Pharmaceutical Industry raising major issues 
over some departmental circular from the Office of the 
Commissioner of Customs Audit addressed to all Chief 
Commissioners of Customs wherein the said office has 

IDMA ACTIVITIES

iDMa Representation to chairman, cbic to reconsider 
Classification of Aerosol Therapy Apparatus 

erroneously considered classification of all the hand spray 
pumps under one generic category being used for lotion, 
soap, and scent dispenser under CTH 9616.

However it seems that it has escaped attention of the 
department to the fact that there are also other category 
of apparatus/appliances, like aerosol type hand sprays 
which are used for application of therapeutic agents 
(medicines) in a treatment of disease. These kinds of 
sprays cannot be classified under CTH 9616. Such kind 
of spray pumps/aerosols/apparatus which are used for 
delivering any therapy (medicine) should be classified 
under CTH 9019.

In order to help you understand better, a comparative 
table has been prepared to show the difference between 
the two classifications, which would make it clear 
without doubt that items falling under each of them 
are totally different, and have a completely different 
end use, based on the ‘Item Description’ defined in the 
Customs Act:

The description of the items of the each chapter 
thus makes it clear without doubt that the spray pumps 

Sr. no Details of classification under CTH 9019 Details of classification under CTH 9616

1. Mechano-therapy appliances; massage apparatus; 
psychological aptitude-testing apparatus; ozone 
therapy, oxygen therapy, aerosol therapy, artificial 
respiration or other therapeutic respiration apparatus.

Scent sprays and similar toilet sprays, and mounts 
and heads therefor; powder-puffs and pads for the 
application of cosmetics or toilet preparations.

2. This heading covers Aerosol Therapy apparatus under 
9019.20.

This heading covers Scent, brilliantine and toilet 
spray, Mounts of toilet spray, Head pieces of toilet 
spray, Powder puffs and pads.

3. The description of Aerosol Therapy’ makes it clear 
that:

These apparatuses/spray pumps are being used 
as hand sprays/aerosols for application therapeutic 
agents/medicines in Pharmaceutical (Drug) Products 
for a treatment of a disease, they fall under the category 
of 'Drugs' as per the Drug and Cosmetic Act.

These apparatus are used in Pharmaceutical Products 
and not in Toiletry, scents, soaps or cosmetics.

The description makes it clear that:

Spray heads covered in this head are used for 
scents, toiletry, soaps and cosmetics and not for any 
Pharmaceutical Product/medicine.

None of the sprays are used for applying any 
therapeutic agent for a treatment of a disease.

Spray pump under this head don’t have any 
measurement of the quantity delivered upon each 
use.
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used in the pharmaceutical products, should be rightfully 
classified under CTH 9019 as Aerosol Therapy Apparatus 
(including hand sprays) instead of CTH 9616. A copy of 
classification under CTH 9616 and CTH 9019 is enclosed 
herewith as ‘Annexure-1’*.

The error in the said classification as explained above 
has adversely affected the Pharmaceutical Industry and 
IDMA believes that there is a need to re-consider the 
classification since the said classification from CTH 9019 
to CTH 9616 has been done incorrectly resulting into 
increased financial burden on the companies who have 
to pay higher Basic Customs Duty (BCD) due to the said 
misclassification which in turn makes life-saving drugs 
expensive for the needy patients.

Many Pharmaceutical companies import spray pumps 
for pharmaceutical and therapeutic use for their product 
and considering the same IDMA is compelled to raise the 
industry concerns with your good offices.

The pharmaceutical products with specified measured 
dosage categorized under CTH 9019 are different 
from other commercial cosmetic products categorized 
under CTH 9616. The significant facts of the same are 
reproduced herein below:

1. All the Pharmaceutical Products with spray pumps 
require a valid drug license unlike the pumps used 
in any toiletry, essence, soap etc which require a 
cosmetic license.

2. All Pharmaceutical Products have an Active 
Pharmaceutical Ingredient (API) which has a 
therapeutic activity on the human body unlike soaps 
and toiletries (which don’t have any therapeutic 
agent).

3.  Additionally, all pharmaceutical products have to be 
taken in the right dose, at the right time, in the right way 
and in the right frequency. Taking this into account, 
the pharmaceutical products with specified dosage is 
designed in a manner to administer specific dosage 
of medicine to get desirable therapeutic result and 
minimal adverse side effects. Thus, the spray pumps 
used in pharmaceutical products are totally different 
from that of the spray pumps used in cosmetics and 
other toilet preparations.

4. As a matter of fact, if the medicines are not 
administered properly, i t  might result  into 
over dose or under dose which could create 
unfavorable and life-threatening conditions for 
the patients.

5. The aforesaid submission gets a statutory 
backing from perusal of First Schedule (General 
principles and practices for clinical trial) of 
New Drug and Clinical Trial Rules, 2019 (NDCT) 
where importance of dosage and its impact 
have been clearly mentioned at every phases of 
human trials (Phase-I, Phase-II, Phase-III and  
Phase-IV). A copy of the said First Schedule is 
enclosed as ‘annexure-2’*.

6. Besides, there are several pharmaceutical products 
in different critical therapeutic categories which 
administers precise volume of the formulation as 
required under the respective therapy to cure an 
ailment in the right manner. Few of critical therapeutic 
categories are enlisted as below:

These Pharmaceutical (Drug) products contain 
therapeutic agent (i.e. API) which are used in therapy 
for treatment of many diseases.

These spray pumps/Aerosols used in pharmaceutical 
products deliver a specific quantity of the drug, unlike 
other spray pumps which are classified under CTH 
9616, which do not have any measurement of the 
quantity, when being used.

 Products in which these apparatus/Aerosol sprays are 
used, being medicines, require a valid drug license.

Products in which the spray heads are used, being 
cosmetics and soaps, require a valid cosmetic 
license.
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therapeutic 
Category:

ailment Types of 
Molecules 

administered
Analgesics/Anti-

inflammatory
Used for acute 

musculoskeletal 
pain

 Diclofenac 
Aceclofenac 

Ibuprofen

Bronchodilators Used to treat 
asthama including 
asthama attacks 

and Chronic 
Obstructive 

Pulmonary Disease 
(COPD)

 Salbutamol  
Salmeterol  
Ipratropium  

Bromide

Nasal 
Decongestants

Used to treat nasal 
congestions

 Oxymetazoline  
Xylomatazoline 

 Sodium 
Chloride

Corticosteroids To lower 
inflammation in the 
body and to reduce 

immune system 
activity

 Fluticasol 
 Mometasone 
 Budesonide

7.  Due to the said misclassification from CTH 9019 
(Basic Custom Duty 7.5% + SWS 10% + HC 5% + 

l    l    l

IGST 12%) to CTH 9616 (Basic Custom Duty 20% + 
SWS 10% + IGST 12%) pharmaceutical companies 
pay higher basic customs duty which in turn will make 
drugs more expensive and unaffordable for the needy 
Indian patients.

8.  It is pertinent to note that many of the pharmaceutical 
products mentioned above are lifesaving in nature, 
and hence increasing the price of such products 
makes them more expensive and unaffordable to 
the common citizen of India, and overall lowering 
the health of Indian population.

APPEAL:

(i) To correctly classify the spray pumps used in 
pharmaceutical products as Aerosol therapy 
Apparatus and classify the same under CTH 9019 
instead of CTH 9616.

(ii) To withdraw such circular/directions/instructions 
made in the subject matter so as to ensure that critical 
pharmaceutical product (therapeutic agent) is made 
available to the needy patients at an affordable price. 
Thanking you and assuring you of our best attention 
all the times.”

{*Annexures 1 & 2 not reproduced here)
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The Adyar Cancer Institute (WIA), as you are aware, is 
a public charitable voluntary institute dedicated to the care 
of cancer for the last 60 years. During these Covid Times, 
the institute is badly in need of funds/materials (as Covid 
materials to each health warrior in the hospital is an extra 
burden to such charitable hospital, but still many patients 
are dependent on them), as all patients are treated there 
either free or at a very minimal cost. On the mass request 
by the Hospital for donors & on a specific request for drugs 
from the most respected Chairman of the Hospital Padma 
Vibhushan Dr V Shanta, we volunteered to contribute the 
list of 3 medicines requested by them. Namely Neukine, 
Pegasta & Peg-Grafeel. Indian Drug Manufacturers’ 

IDMA ACTIVITIES

IDMA-TNPKSB CSR Activities

Dr Shanta in Person at the time of donating the medicines. 
She was very thankful to IDMA & all its members. May our 
service to Humanity Continue as ever...

    

Association-Tamil Nadu, 
Puducherry & Kerala State 
Board (IDMA-TNPKSB) 
is glad to inform that on  
8th June 2020, we donated 
Rs.18.00 Lakhs worth 
of these 3 medicines, 
in the presence of our 
Deputy Drug Controller-
Dr Manivanan, IDMA-
T N P K S B - C h a i r m a n - 
Mr Jayaseelan, Vice-
Chairman-Mr Sathish & 
Members Mr Pandian 
&  M r  R a j e s h .  W e 
were fortunate to have  

IDMA Bulletin LI (21) 01 to 07 June 2020 8

 

    

Dr Kiran Mazumdar-Shaw, 
Executive Chairperson of India-
based Biocon Limited, was  
named ‘EY World Entrepreneur 
of The Year 2020’ at a ground-
breaking, virtual award ceremony. 
Kiran was picked from among 46 
award winners from 41 countries 
and territories vying for the world 
title. In the award’s 20-year 

history, Kiran becomes the third EY World Entrepreneur 
of The Year Award winner from India. She follows former 
Indian world title winners Uday Kotak of Kotak Mahindra 
Bank (2014) and Narayana Murthy of Infosys Technologies 
Limited (2005). She also becomes the second woman to 
hold the title, following Olivia Lum of Hyflux Limited from 
Singapore in 2011.

Dr Mazumdar-Shaw, 67, founded Bangalore-based 
Biocon Limited in 1978 with just two employees and 
currently leads the company that is now worth close to 
Rs 50,000 crore by market-cap and employs more than 
11,000 people.

On being anointed as the EY World Entrepreneur 
of the Year, Dr Mazumdar-Shaw said, “At its core, 
entrepreneurship is about solving problems. The greatest 
opportunities often arise at the toughest times, and that’s 
been my experience throughout my entrepreneurial journey. 

NATIONAL NEWS (SPECIAL)

 IDMA congratulates Dr Kiran Mazumdar-Shaw on being 
named EY World Entrepreneur Of The Year 2020

My business focus is global health care and the provision 
of universal access to life saving medicine; however, my 
responsibility as an entrepreneur is greater than simply 
delivering value to shareholders.

She added, “Wealth creation can be a catalyst for 
change, and all entrepreneurs have a responsibility to 
the world around them and the communities in which 
they operate. Women also play a hugely important 
role in economic development, and for too long their 
contribution has been ignored. It’s important that we 
use the platform of EY World Entrepreneur of The Year to 
encourage more women to participate in entrepreneurial 
pursuits. I’m truly honoured to receive this prestigious 
award.”

Manny Stul, Chairman and Co-CEO of Moose Toys 
and Chair of the EY World Entrepreneur of The Year judging 
panel, says: “Kiran is an inspirational entrepreneur who 
demonstrates that determination, perseverance and a 
willingness to innovate can create long-term value. The 
judging panel were impressed by her ability to build and 
sustain growth over the past 30 years and by her integrity 
and passion for philanthropy that has delivered huge global 
impact. She has built India’s largest biopharmaceutical 
company on a foundation of compassionate capitalism and 
putting patient needs before profits.”

Source: Moneycontrol, PRNewswire, 04.06.2020

For Advertising in the Classified Columns and also for series advertisements  
please contact:Mr Chettiar (+9820629907) Publications Department
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CDSCO MATTERS

CDSCO provides guidance on Regulatory Pathway – reg. 
DCG(I) Circular Ref.X-11026107/2020-PRO, dated 20th  March 2020

To,
All Stakeholders through CDSCO web site Copy for 
Information,
PS to JS(R), Ministry of Health and Family Welfare, Nirman 
Bhawan, New Delhi.

Novel Corona-virus Disease (COVID-19) has spread 
over 118 countries with now more than 191,127 cases and 
7807 people have lost their lives as on 18.03.2020. World 
Health Organization (WHO) has declared it as pandemic. 
At present there is no current evidence from randomized 
clinical trials to recommend any specific treatment for 
suspected or confirmed patients with COVID-19.

In order to encourage research & development of drug 
or vaccine for prevention or treatment of COVID-19, any 
application submitted to CDSCO will be processed on high 
priority. CDSCO will also provide guidance on regulatory 
pathway on such matter.

The details are as under -

1. Any firm having a Drug Vaccine under development 
for COVID-19 can directly approach DCG(I) through 
Public Relations Office for seeking guidance for 
regulatory pathway.

2. Any firm or research institute having protocol for 
repurposing of existing drugs/vaccines for treatment 
of COVID-19 will also be given priority for review and 
approval.

3. Applications for Clinical Trial permission and 
applications to import or manufacture Drug Vaccine 

for sale and distribution would be processed on 
priority though expedited review/accelerated 
approval.

4. Any firm having DrugNaccine already approved for 
COVID-19 in any other country can directly approach 
DCG(I) through Public Relations Office regarding 
expedited review/accelerated approval for marketing 
in India.

5. Data requirement for animal toxicity study, clinical 
study, stability study etc. may be abbreviated, 
deferred, or waived on case to case basis depending 
upon the type of vaccine, nature of drug, plant from 
which the drug is extracted & its experience in case 
of Phyto-pharmaceuticals.

6. Applications to manufacture or import DrugNaccine 
for test, analysis and further use BA/BE or Clinical 
Trial may be processed within 7 days.

7. In case of emergency, Import license (Form 10) would 
be granted without Registration Certificate (Form 41) 
subject to approval of Central Government.

For any additional information kindly contact Public 
Relations Office through toll free number 1800 11 1454 & 
write to startupinnovPcdsco.nicin 

Dr V G Somani,  
Drugs Controller General (India),  

Central Drugs Standard Control Organization,  
Directorate General of Health Services, Public Relation Office, 

New Delhi.
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IDMA ACTIVITIES

CSR Initiatives by IDMA with the support of its Members

IDMA donated medicines to the following 
Institutions:

1.   Sai Seva Mandal – which organises walking 
pilgrimage from Mumbai to Shirdi every year for 
approximately 500 pilgrims

2. M. C. Damanwalla Charitable Dispensary,  
Udvada  - This institution aims at helping and treating 
the poor and needy patients, villagers and Adivasis 
who live in and around Udvada and also supplies 
free medicines to them. 

We are thankful to the following members who donated 
medicines for this noble cause:

Sai Seva Mandal:

1. Alkem Laboratories Ltd.

2. Bliss GVS Pharma Ltd.

3. Cachet Pharmaceuticals Pvt. Ltd.

4.  Fourrts (India) Laboratories Pvt. Ltd.

5.  Ind Swift Laboratories Limited

6.  Sai Mirra Innopharm Pvt. Ltd.

M. C. Damanwalla Charitable Dispensary, Udvada:

1. Alkem Laboratories Ltd.

2.  Cachet Pharmaceuticals Pvt. Ltd.

3. Centaur Pharmaceuticals Ltd.

4. Corona Remedies Pvt. Ltd.

IDMA is thankful to the above members for their help 
and support.

    

Have you renewed your Membership for the

Year 2019-2020 & 2020-2021
If not, please do so; kindly contact IDMA Secretariat at:  

Email: actadm@idmaindia.com / accounts@idmaindia.com  
Tel.: 022 - 2494 4624 / 2497 4308  / Fax: 022 - 2495 0723
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3. Centaur Pharmaceuticals Ltd.

4. Corona Remedies Pvt. Ltd.

IDMA is thankful to the above members for their help 
and support.

    

Have you renewed your Membership for the

Year 2019-2020 & 2020-2021
If not, please do so; kindly contact IDMA Secretariat at:  

Email: actadm@idmaindia.com / accounts@idmaindia.com  
Tel.: 022 - 2494 4624 / 2497 4308  / Fax: 022 - 2495 0723
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treatment, which boosts “innate immunity”, was initially 
approved by the Drug Controller General of India (DCGI) 
for gram negative sepsis which is a disease caused by 
bacteria.

But the scientists found that the pathological symptoms 
of this disease and Covid-19 were quite similar. And given 
the urgency of finding a solution to the rapidly rising  
Covid-19 cases across the world, the scientists thought of 
testing the treatment against the current pandemic caused 
by the SARS-CoV-2 virus.

CSIR got the approval to test “Sepsivac” against  
Covid-19 in a Phase 2 clinical trial about 10 days ago. 
The trial is being conducted on 50 patients at the All India 
Institute of Medical Sciences (AIIMS), New Delhi, AIIMS 
Bhopal, and Post Graduate Institute of Medical Education 
and Research (PGIMER), Chandigarh.

“We expect the results from this Phase 2 trial within 
30-45 days from now. And if the results are encouraging, 
we will seek approval from the Drug Controller because of 
emergency and keep on continuing the Phase 3 trial. That’s 
how it happens,” Ram Vishwakarma, Director, Integrative 
Medicine (Council of Scientific & Industrial Research), 
Jammu, told.

Vishwakarma said that once it applies, the approval 
from the Drug Controller is expected to come fast as it is 
an emergency situation. So if the Phase 2 trial shows that 
“Sepsivac” is effective against Covid-19, the world may 
have a vaccine against the disease as early as one month 
from now, at least for emergency use.

Meanwhile, Vishwakarma informed that CSIR has 
also got approval for conducting Phase 3 clinical trial of 
“Sepsivac” against Covid-19.

“The Phase 3 trials will be done on 1,100 people  
600 will be those who have tested positive but  
non-symptomatic, and 500 will be those who are out of 
hospital,” Vishwakarma said.

How does Sepsivac work?

It contains heat-killed mycobacterium w (Mw), 
an immunomodulator, which is a non-pathogenic 
mycobacterium. “Normally when you develop a vaccine, 
you grow the organism and kill it. It is called heat killed. 
Here we heat killed the bacteria. It is a standard vaccine 
concept,” Vishwakarma said, adding that the bacterium is 
produced by fermentation.

“The treatment we are testing against Covid-19 
is designed to enhance innate immunity which is very 
critical. People who are weak in innate immunity will get 
the infection faster,” he said.

Vishwakarma explained that it is a non-specific 
vaccine which could be used to both cure and protect 
people. He explained that there are generally three types 
of vaccines.

“There are therapeutic vaccines, where you give them 
as a drug for curing. There are prophylactic vaccines, 
which you give to people to protect them. And there are 
some which have both the properties, which are called 
immunomodulators.

“Sepsivac will be an immunomodulator, which will have 
protective effect and therapeutic effect both,” he said.

Vishwakarma is hopeful that the Phase 2 clinical trials 
of the treatment will provide positive results. And because 
the drug is already in use for sepsis or septic shock 
treatment, “human safety is already assured,” he said, 
adding that it will be applicable for all age groups.

“We are keeping our fingers crossed and hoping for the 
best,” Vishwakarma said. As developing a vaccine against 
a new disease takes time, researchers the world over are 
rushing to repurpose existing drugs, vaccines against the 
disease.

  Source:  IANS, IndiaTVNews, 02.05.2020
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In exercise of the powers conferred by section 14 of 
the Customs Act, 1962 (52 of 1962), and in supersession 
of the Notification No.37/2020-Customs(N.T.), dated  
1st April, 2020 except as respects things done or omitted 
to be done before such supersession, the Central Board 
of Indirect Taxes and Customs hereby determines that 
the rate of exchange of conversion of each of the foreign 
currencies specified in column (2) of each of Schedule 
I and Schedule II annexed hereto, into Indian currency 
or vice versa, shall, with effect from 17th April, 2020, be 
the rate mentioned against it in the corresponding entry 
in column (3) thereof, for the purpose of the said section, 
relating to imported and export goods.

SCHEDULE-I

Sr. 
No.

Foreign 
Currency

Rate of exchange of one 
unit of foreign currency 

equivalent to Indian rupees
(1) (2) (3)

(a) (b)
(For Imported 

Goods)
(For Exported 

Goods)
1. Australian Dollar 49.30 47.10
2. Bahraini Dinar 206.20 200.90
3. Canadian Dollar 55.30 53.45
4. Chinese Yuan 11.00 10.70
5. Danish Kroner 11.40 11.00
6. EURO 85.00 81.95
7. Hong Kong 

Dollar
10.10 9.75

8. Kuwaiti Dinar 254.65 238.80
9. New Zealand 

Dollar
46.95 44.75

CBIC MATTERS

CBIC notifies New Exchange  
Rates w.e.f. 17th April 2020 - reg.

Notification No.39/2020-Customs (N.T.), dated 16th April, 2020

10. Norwegian 
Kroner

7.40 7.15

11. Pound Sterling 97.40 94.05
12. Qatari Riyal 21.75 20.45
13. Saudi Arabian 

Riyal
21.10 19.80

14. Singapore 
Dollar

54.60 52.80

15. South African 
Rand

4.25 3.95

16. Swedish Kroner 7.75 7.50
17. Swiss Franc 80.85 77.80
18. Turkish Lira 11.45 10.75
19. UAE Dirham 21.60 20.25
20. US Dollar 77.65 75.95

SCHEDULE-II

Sr. 
No.

Foreign 
Currency

Rate of exchange of 100 
units of foreign currency 

equivalent to Indian rupees
(1) (2) (3)

(a) (b)
(For Imported 

Goods)
(For Export 

Goods)
1. Japanese Yen 72.40 69.80
2. Korean Won 6.45 6.05

F.No. 468/01/2020-Cus.V

Pramod Kumar, Director, Central Board of Indirect Taxes 
and Customs, Ministry of Finance, Department of Revenue,  
New Delhi.  
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IDMA ACTIVITIES

CSR Initiatives by IDMA with the support of its Members

IDMA donated medicines to the following 
Institutions:

1.   Sai Seva Mandal – which organises walking 
pilgrimage from Mumbai to Shirdi every year for 
approximately 500 pilgrims

2. M. C. Damanwalla Charitable Dispensary,  
Udvada  - This institution aims at helping and treating 
the poor and needy patients, villagers and Adivasis 
who live in and around Udvada and also supplies 
free medicines to them. 

We are thankful to the following members who donated 
medicines for this noble cause:

Sai Seva Mandal:

1. Alkem Laboratories Ltd.

2. Bliss GVS Pharma Ltd.

3. Cachet Pharmaceuticals Pvt. Ltd.

4.  Fourrts (India) Laboratories Pvt. Ltd.

5.  Ind Swift Laboratories Limited

6.  Sai Mirra Innopharm Pvt. Ltd.

M. C. Damanwalla Charitable Dispensary, Udvada:

1. Alkem Laboratories Ltd.

2.  Cachet Pharmaceuticals Pvt. Ltd.

3. Centaur Pharmaceuticals Ltd.

4. Corona Remedies Pvt. Ltd.

IDMA is thankful to the above members for their help 
and support.

    

Have you renewed your Membership for the

Year 2019-2020 & 2020-2021
If not, please do so; kindly contact IDMA Secretariat at:  

Email: actadm@idmaindia.com / accounts@idmaindia.com  
Tel.: 022 - 2494 4624 / 2497 4308  / Fax: 022 - 2495 0723
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GST AnD DIrECT TAx MATTErS

GSt and income tax updates
 Advisories by Mr B G Barve, Chairman, excise & Taxation Committee, IDMA
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 As on 25-08-2020, ITR 1, 2, 3, 4 & 5 for AY 2020-21 
are available for e-Filing. Other ITRs will be available 
shortly.

 One-time relaxation for e-Verification of Income 
Tax returns filed (but not e-verified) which have 
remained incomplete due to non-submission of ITR-V 
form for verification for AY 2015-16, 2016-17, 2017-18,  
2018-19 and 2019-20 has been re-enabled upto 
30-September-2020 .

 Also the time frame for issuing intimation has 
been relaxed and directs that such returns shall be 
processed by 31.12.2020 .

 A l lowance  o f  f reeb ies  to  doctors  by 
pharmaceutical companies & the healthcare 
sector as opined by (ITAT MUM) in case of 
MEDLEY PHARMACEUTICALS LTD V/S CIT dated 
22/07/2020. 

 The disallowance under the explanation to 37(1) of 
“freebies” to doctors by relying on CBDT Circular 
No. 5 dated 01.08.2012 & the IMC (Professional 
Conduct, Etiquettes & Ethics) Regulation, 2002 is 
not justified. The code of conduct prescribed by 
the Medical Council is applicable only to medical 
practitioners/ doctors registered with the MCI and 
does not apply to pharmaceutical companies & 
the healthcare sector in any manner. The CBDT has 
no power to extend the scope of the MCI regulation 
to pharmaceutical companies without any enabling 
provision either under the Income tax Act or the 
Indian Medical Regulations

 Highlights of "Transparent Taxation - Honouring 
the Honest:

•	 	Hon’ble	PM	has	launched	"Transparent	Taxation	
- Honouring the Honest that will have faceless 
assessments & taxpayer charter applicable 
from 14th August, 2020 and faceless appeal 
applicable from 25th September, 2020.

particulars Due Date circular dated 24th april, 2020 Applicability
Further extended

Reporting under clause 
30C and clause 44 of Form 
3CD (Tax Audit Report)

31-03-2020 31-03-2021

Clause 30C (impermissible avoidance 
arrangement) not applicable to BCL.

Clause 44 (GST Break-up of total 
expenditure of entities) is applicable 
to BCL & will duly comply with the 
requirements as & when applicable.

• No physical interface between taxpayers and 
I-T Dept.

•	 Scrutiny,	 notice,	 and	 survey	 are	 currently	
handled by the IT officer of your own city. But 
now, it will be handled by technology. Scrutiny 
will be randomised. 

 For example, a Mumbai officer may survey tax 
related cases of someone in Guwahati. 

• Computer to randomly decide who gets to 
handle tax cases. This system will eliminate 
the need of building relationships with taxpayer 
and tax offices. 

•	 More	 transparency	 in	 official	 communication	
through the newly introduced Document 
Identification Number (DIN) wherein every 
communication of the Department would carry 
a computer generated unique DIN. 

 Similarly, to increase the ease of compliance 
for taxpayers, the I-T Department has moved 
forward with the pre-filling of income tax 
returns to make compliance more convenient 
for individual taxpayers.

 CBDT notifies new Form 26AS (Annual Information 
Statement) effective from 01st June, 2020 (CBDT 
vide Notification No. 30/2020 dated May 28, 
2020)

•	 Form	26AS	will	now	be	a	complete profile of 
the taxpayer;

•	 This	form	will	also	have	mobile no, email I’d 
and Aadhar no. of the taxpayer;

•	 This	will	be	a	live	26AS,	as	this	will	be	updated 
regularly within 3 months from the end of the 
month in which such information is received;

•	 Information	 relating	 to	 tax deducted or 
collected at source;

income Tax notification Updates
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•	 Information	 relating	 to	 specified financial 
transaction (SFT);

•	 Information	relating	to	payment of taxes;

•	 Information	relating	to	demand and refund;

•	 Information	relating	to	pending proceedings 
and completed proceedings which may include 
assessment, reassessment under section 148, 
153A & 153C revision, appeal

•	 Further	an	enabling	provision	has	been	notified	
empowering the CBDT to authorise Director 
General Income tax (Systems) or any other 
officer to upload in this form, information 
received from any other officer, authority under 

any law. Thus any adverse action initiated or 
taken or found or order passed under any other 
law such as custom, GST, Benami Law etc. 
including information about turnover, import, 
export, etc. will also be inserted in the form 
26AS; 

•	 This	 form	 26AS	will	 also	 provide	 information	
received by Tax Department from any 
other country under the treaty /exchange 
of information about income or assets of the 
taxpayer located outside India.

 Changes in iTr-6 form for Ay 2020-21(utility not 
yet available for e-filing)

Sr. 
no.

Changes in iTr-6 [Field 
name]

Description bcl action

1 option for section 115baa 
/115bab

A new option is added in the ‘Filing Status’ section 
with regard to exercising of option under section 
115BAA/115BAB of the Act

Option needs to be exercised in Form 10- IC/10-ID.

BCL has  op ted  for 
Section 115BAA of the 
Act and will select the 
appropriate option

4 Schedule 112a inserted to 
report individual scrip wise 
details

From sale of equity share in a company or unit of 
equity oriented fund or unit of a business trust on which 
STT is paid under section 112A’ is inserted to report 
individual scrip wise details on long term shares 
which was earlier exempt from tax and eligible for 
grandfathering.

Earlier, this was introduced in the later version e-filing 
utility for AY 2019-20, but made optional.

BCL will report individual 
scrip wise details on 
sale of long term equity 
oriented fund

5 115aD(1)(b)(iii)

proviso inserted to report 
individual scrip wise details 
for non- resident

For NON-ReSIDeNTS - From sale of equity share in 
a company or unit of equity oriented fund or unit of a 
business trust on which STT is paid under section 112A’ 
is inserted.

Not Applicable

6 Schedule Vi-a Deductions 
under Chapter Vi-A:

investment/deposit/ 
payments between 
01.04.2020 to 30.06.2020

If the taxpayer has made any investment/ deposit/ 
payments between 01.04.2020 to 30.06.2020, then he 
has to fill Schedule DI.

BCL will report the 
requisite details

7 Schedule DI - Details of 
Investment

A new ‘Schedule Di - Details of investment’ is 
added to report investment/expenditure made between  
01.04.2020 to 30.06.2020  to commensurates with the 
time extension granted by Taxation and Other Laws 
(Relaxation of certain provisions) Ordinance, 2020 
for the purpose of claiming deduction for AY 2020-
21 for investments, etc made under chapter VI-A till 
30.06.2020.

BCL will report the 
required details
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 FoR inDiViDual
Surcharge on TDS and advance tax in case of individual as per Finance Act 2020:

1. 10% of Income tax where total income exceeds Rs.50 lakh upto 1crore (including dividend, STCG u/s 111A & 
LTCG u/s112A)

2. 15% of Income tax where total income exceeds Rs.1 crore upto Rs. 2 crore (including dividend, STCG u/s 
111A & LTCG u/s112A)

3. 25% of Income tax where total income exceeds Rs.2 crore upto 5Crore (excluding dividend, STCG u/s 111A 
& LTCG u/s112A)

4. 37% of Income tax where total income exceeds Rs.5 crore (excluding dividend, STCG u/s 111A & LTCG  
u/s112A)

5. 15% of income tax where the aggregate of dividend, STCG u/s 111A & LTCG u/s112A exceeds Rs. 2 crores

Note: enhanced Surcharge rate for HNI (25% or 37%) is not applicable in case of dividend, STCG u/s 111A & 
LTCG u/s112A and the surcharge on the same shall not exceed 15%

l    l    l

GST MATTErS

CBiC extends the due date for filing Form GSTr-4 for 
Financial year 2019-20 up to 31st october, 2020 - reg. 

notification no.64/2020-Central Tax, dated 31st august, 2020

In exercise of the powers conferred by section 148 
of the Central Goods and Services Tax Act, 2017 (12 of 
2017), the Government, on the recommendations of the 
Council, hereby makes the following further amendment in 
the notification of the Government of India in the Ministry 
of Finance (Department of Revenue), No.21/2019-Central 
Tax, dated the 23rd April, 2019, published in the Gazette 
of India, Extraordinary, Part II, Section 3, Sub-section 
(i) vide number G.S.R.322(E), dated the 23rd April, 2019, 
namely:–

In the said notification, in the third paragraph, in the 
first proviso, for the figures, letters and words “31st day 

of August, 2020”, the figures, letters and words “31st day 
of october, 2020” shall be substituted.

F.no.CBEC-20/06/07/2019-GST
pramod Kumar, Director, Central Board of Indirect Taxes 
and Customs, Department of Revenue, Ministry of Finance,  
New Delhi.

Note: The Principal Notification No.21/2019-Central Tax, 
dated the 23rd April, 2019, published in the Gazette of India, 
Extraordinary, vide number G.S.R.322(E), dated the 23rd April, 
2019 and last amended by Notification No.59/2020-Central Tax, 
dated the 13th July, 2020, published in the Gazette of India, 
Extraordinary, vide Number G.S.R.443(E), dated the 13th July, 
2020.

l    l    l

For Advertising in the Classified Columns and also for series advertisements  
please contact:  mr Chettiar (+9820629907) Publications Department

IDMA BULLeTIN 
 Tel.: 022 - 2494 4624 / 2497 4308 / Fax: 022 - 2495 0723/ E-mail: mail_idma@idmaindia.com,  

Website: www.idma-assn.org, www.indiandrugsonline.org 
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DGFT MATTErS

Ceiling/Cap on mEiS benefits available to exporters  
on exports made from 01.09.2020 to 31.12.2020 –  

not available from 01.01.2021 
DGFT notification no.30/2015-2020, dated 1st September, 2020

1. In exercise of the powers conferred by Section 5 of 
the Foreign Trade (Development and Regulation) 
Act, 1992 read with Para 1.02 of the Foreign Trade 
Policy, 2015-20 and the enabling para 3.13 of the 
FTP, the Central Government hereby makes the 
following amendments in the Foreign Trade Policy 
2015-20 with immediate effect:

2. Two new paragraphs, 3.04A and 3.04B are inserted 
in the Foreign Trade Policy as below:

“3.04 a

The total reward which may be granted to an IEC 
holder under the Merchandise Exports from India Scheme 
(MEIS) shall not exceed Rs.2 Crore per IEC on exports 
made in the period 01.09.2020 to 31.12.2020 [period 
based on Let Export Order (LEO) date of shipping bill(s)]. 
Any IEC holder who has not made any export with LEO 
date during the period 01.09.2019 to 31.08.2020 or 
any new IEC obtained on or after 01.09.2020 would not 
be eligible for submitting any claim for benefits under 
MEIS for exports made with effect from 01.09.2020. 
The aforesaid ceiling may be subject to further downward 
revision to ensure that the total claim under the Scheme 
for the period (01.09.2020 to 31.12.2020) does not 
exceed the allocation prescribed by the Government, 
which is Rs.5,000 Cr.

3.04 b

Benefits under MEIS shall not be available for exports 
made with effect from 01.01.2021.”

Effect of this notification: A limit on total reward 
under MEIS has been imposed so that for exports made 
in the period 01.09.2020 to 31.12.2020 the total reward 
which can be claimed by an IEC holder does not exceed 
the ceiling of Rs.2 Cr. Further, it has also been notified 
that any IEC holder who has not made any exports for 
a period of one year preceding 01.09.2020 or any new 
IECs obtained on or after the date of publication of this 
Notification would not be eligible for submitting any claim 
under MEIS. In addition, it has been notified that MEIS 
Scheme is withdrawn with effect from 01.01.2021. The 
aforesaid ceiling will be subject to further downward 
revision to ensure that the total claim under MEIS for 
the period (01.09.2020 to 31.12.2020) does not exceed 
the prescribed allocation by the Government, which is 
Rs.5,000 Cr.

F.no.01/61/180/288/Am20/PC-3.(Part-1)

Amit Yadav, Director General of Foreign Trade &  Ex-Officio 
Addl. Secretary, Directorate General of Foreign Trade, 
Department of Commerce, Ministry of Commerce and Industry, 
New Delhi.

l    l    l

nDPS MATTErS

narcotic Drugs and Psychotropic Substances (regulation 
of controlled Substances) order, 2013 amended - reg. 

 nDPS Gazette notification no.G.S.r.536(E), dated 26th august, 2020

 In exercise of the powers conferred by section 9A 
of the Narcotic Drugs and Psychotropic Substances Act, 
1985 (61 of 1985), the Central Government hereby makes 
the following further amendments in the notification of  

the  Government  of  India  in  the  Ministry  of  Finance,  
Department  of  Revenue  number G.S.R.191 (E), dated 
the 26th March, 2013, namely:-
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l    l    l

l    l    l

cipla limited, permitted to import morphine, codeine, 
thebaine and their salts for use in manufacture  

of products to be exported notified - reg.
nDPS Gazette notification no. S.o.2895(E), dated 26th august, 2020

1.  In exercise of the powers conferred by the proviso 
to rule 54 of the Narcotic Drugs and Psychotropic 
Substances Rules, 1985, the Central Government 
hereby notifies that M/s. Cipla Limited,  Cipla  House,  
Peninsula  Business Park,  Ganpatrao Kadma  Marg,  
Lower  Parel, Mumbai-400013, is permitted to import 
morphine, codeine, thebaine and their salts for use 
in manufacture of products to be exported, after 
following the procedure specified in rule 55 of the 
said rules and subject to such conditions as may 

be specified in the import certificate issued in Form 
No.4A annexed to the aforesaid rules.

2. This notification shall remain in force from the 
date of its publication in the Official Gazette till the  
31st day of December, 2022.

F.no.n/11012/1/2013-nc-ii
Ritvik pandey, Joint Secretary, Department of Revenue,  
Ministry of Finance, New Delhi.

1.    (1) This order may be called the narcotic Drugs 
and Psychotropic Substances (regulation of 
controlled Substances) amendment order, 
2020.

 (2) It shall come into force on the date of its 
publication in the Official Gazette.

2. In the Narcotic Drugs and Psychotropic Substances 
(Regulation of Controlled Substances) Order, 2013, 
in the Schedule,-

 (a) in Schedule A, after serial number 5 and the  
entries relating thereto, the following serial 
numbers and entries shall be inserted, 
namely:-

  “6.  4-Anilino-N-phenethylpiperidine (ANPP)

  7.  N-Phenethyl-4-piperidone (NPP)”;

 (b) in Schedule B, after serial number 19 and 
the entries relating thereto, the following 
serial numbers and entries shall be inserted, 
namely:-

 “20. 3,4-MDP-2-P methyl glycidate (PMK 
glycidate) (all stereoisomers)

 21. 3,4-MDP-2-P methyl glycidic acid (PMK 
glycidic acid) (all stereoisomers)

 22. alpha-phenylacetoacetamide (APAA) 
(including its optical isomers)

 23. methyl alpha-phenylacetoacetate (MAPA) 
(including its optical isomers)”;

(c) in Schedule C, after serial number 19 and 
the entries relating thereto, the following 
serial numbers and entries shall be inserted, 
namely:-

 “20. 3,4-MDP-2-P methyl glycidate (PMK 
glycidate) (all stereoisomers)

 21.  3,4-MDP-2-P methyl glycidic acid (PMK 
glycidic acid) (all stereoisomers)

 22.  alpha-phenylacetoacetamide (APAA) 
(including its optical isomers)

 23.  methyl alpha-phenylacetoacetate (MAPA) 
(including its optical isomers)”.

F.no.n/11012/3/2010-nc-ii-part-1

Ritvik pandey,  
Joint Secretary,  

Department of Revenue,  
Ministry of Finance,  

New Delhi.

Note: The Principal Notification was published in the Gazette 
of India, vide number G.S.R.91(E), dated the 26th March, 2013 
and subsequently amended vide Number G.S.R.186(E), dated 
the 27th February, 2018 and Number G.S.R.779(E), dated the 
14th October, 2019.
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l    l    l

In exercise of the powers conferred by section 14 of 
the Customs Act, 1962 (52 of 1962), and in supersession 
of the Notification No.69/2020-Customs(N.T.), dated  
6th August, 2020 except as respects things done or omitted 
to be done before such supersession, the Central Board 
of Indirect Taxes and Customs hereby determines that 
the rate of exchange of conversion of each of the foreign 
currencies specified in column (2) of each of Schedule i 
and Schedule ii annexed hereto, into Indian currency or 
vice versa, shall, with effect from 21st august, 2020, be 
the rate mentioned against it in the corresponding entry 
in column (3) thereof, for the purpose of the said section, 
relating to imported and export goods.  .

SCHEDULE-i

Sr. 
no.

Foreign 
Currency

Rate of exchange of one 
unit of foreign currency 

equivalent to indian Rupees
(1) (2) (3)

(a) (b)
(For imported 

Goods)
(For exported 

Goods)
1. Australian Dollar 55.15 52.80

2. Bahraini Dinar 205.40 192.85

3. Canadian Dollar 57.80 55.75

4. Chinese Yuan 11.00 10.70

5. Danish Kroner 12.15 11.70

6. EURO 90.50 87.30

7. Hong Kong 
Dollar

9.85 9.50

CBIC MATTErS

CBiC notifies new Exchange  
Rates w.e.f. 21st august 2020 - reg.

notification no.80/2020-Customs (n.T.), dated 20th august, 2020

8. Kuwaiti Dinar 253.70 238.05

9. New Zealand 
Dollar

50.60 48.30

10. Norwegian 
Kroner

8.55 8.25

11. Pound Sterling 100.00 96.65

12. Qatari Riyal 21.20 19.80

13. Saudi Arabian 
Riyal

20.65 19.40

14. Singapore Dollar 55.75 53.85

15. South African 
Rand

4.50 4.20

16. Swedish Kroner 8.75 8.45

17. Swiss Franc 83.65 80.45

18. Turkish Lira 10.60 9.95

19. UAE Dirham 21.10 19.80

20. US Dollar 75.90 74.15

SCHEDULE-ii
Sr. 
no.

Foreign 
Currency

Rate of exchange of 100 
units of foreign currency 

equivalent to indian Rupees
(For imported 

Goods)
(For export 

Goods)
1. Japanese Yen 72.10 69.45

2. Korean Won 6.55 6.15

F.no. 468/01/2020-Cus.V
Radhakrishnan Ananth, Deputy Secretary, Central Board of 
Indirect Taxes and Customs, Department of Revenue, Ministry 
of Finance, New Delhi.  
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The Adyar Cancer Institute (WIA), as you are aware, is 
a public charitable voluntary institute dedicated to the care 
of cancer for the last 60 years. During these Covid Times, 
the institute is badly in need of funds/materials (as Covid 
materials to each health warrior in the hospital is an extra 
burden to such charitable hospital, but still many patients 
are dependent on them), as all patients are treated there 
either free or at a very minimal cost. On the mass request 
by the Hospital for donors & on a specific request for drugs 
from the most respected Chairman of the Hospital Padma 
Vibhushan Dr V Shanta, we volunteered to contribute the 
list of 3 medicines requested by them. Namely Neukine, 
Pegasta & Peg-Grafeel. Indian Drug Manufacturers’ 

IDMA ACTIVITIES

IDMA-TNPKSB CSR Activities

Dr Shanta in Person at the time of donating the medicines. 
She was very thankful to IDMA & all its members. May our 
service to Humanity Continue as ever...

    

Association-Tamil Nadu, 
Puducherry & Kerala State 
Board (IDMA-TNPKSB) 
is glad to inform that on  
8th June 2020, we donated 
Rs.18.00 Lakhs worth 
of these 3 medicines, 
in the presence of our 
Deputy Drug Controller-
Dr Manivanan, IDMA-
T N P K S B - C h a i r m a n - 
Mr Jayaseelan, Vice-
Chairman-Mr Sathish & 
Members Mr Pandian 
&  M r  R a j e s h .  W e 
were fortunate to have  
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Dr Kiran Mazumdar-Shaw, 
Executive Chairperson of India-
based Biocon Limited, was  
named ‘EY World Entrepreneur 
of The Year 2020’ at a ground-
breaking, virtual award ceremony. 
Kiran was picked from among 46 
award winners from 41 countries 
and territories vying for the world 
title. In the award’s 20-year 

history, Kiran becomes the third EY World Entrepreneur 
of The Year Award winner from India. She follows former 
Indian world title winners Uday Kotak of Kotak Mahindra 
Bank (2014) and Narayana Murthy of Infosys Technologies 
Limited (2005). She also becomes the second woman to 
hold the title, following Olivia Lum of Hyflux Limited from 
Singapore in 2011.

Dr Mazumdar-Shaw, 67, founded Bangalore-based 
Biocon Limited in 1978 with just two employees and 
currently leads the company that is now worth close to 
Rs 50,000 crore by market-cap and employs more than 
11,000 people.

On being anointed as the EY World Entrepreneur 
of the Year, Dr Mazumdar-Shaw said, “At its core, 
entrepreneurship is about solving problems. The greatest 
opportunities often arise at the toughest times, and that’s 
been my experience throughout my entrepreneurial journey. 

NATIONAL NEWS (SPECIAL)

 IDMA congratulates Dr Kiran Mazumdar-Shaw on being 
named EY World Entrepreneur Of The Year 2020

My business focus is global health care and the provision 
of universal access to life saving medicine; however, my 
responsibility as an entrepreneur is greater than simply 
delivering value to shareholders.

She added, “Wealth creation can be a catalyst for 
change, and all entrepreneurs have a responsibility to 
the world around them and the communities in which 
they operate. Women also play a hugely important 
role in economic development, and for too long their 
contribution has been ignored. It’s important that we 
use the platform of EY World Entrepreneur of The Year to 
encourage more women to participate in entrepreneurial 
pursuits. I’m truly honoured to receive this prestigious 
award.”

Manny Stul, Chairman and Co-CEO of Moose Toys 
and Chair of the EY World Entrepreneur of The Year judging 
panel, says: “Kiran is an inspirational entrepreneur who 
demonstrates that determination, perseverance and a 
willingness to innovate can create long-term value. The 
judging panel were impressed by her ability to build and 
sustain growth over the past 30 years and by her integrity 
and passion for philanthropy that has delivered huge global 
impact. She has built India’s largest biopharmaceutical 
company on a foundation of compassionate capitalism and 
putting patient needs before profits.”

Source: Moneycontrol, PRNewswire, 04.06.2020

For Advertising in the Classified Columns and also for series advertisements  
please contact:Mr Chettiar (+9820629907) Publications Department
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IDMA Bulletin LI (12) 22 to 30 March 2020 16

 

CDSCO MATTERS

CDSCO provides guidance on Regulatory Pathway – reg. 
DCG(I) Circular Ref.X-11026107/2020-PRO, dated 20th  March 2020

To,
All Stakeholders through CDSCO web site Copy for 
Information,
PS to JS(R), Ministry of Health and Family Welfare, Nirman 
Bhawan, New Delhi.

Novel Corona-virus Disease (COVID-19) has spread 
over 118 countries with now more than 191,127 cases and 
7807 people have lost their lives as on 18.03.2020. World 
Health Organization (WHO) has declared it as pandemic. 
At present there is no current evidence from randomized 
clinical trials to recommend any specific treatment for 
suspected or confirmed patients with COVID-19.

In order to encourage research & development of drug 
or vaccine for prevention or treatment of COVID-19, any 
application submitted to CDSCO will be processed on high 
priority. CDSCO will also provide guidance on regulatory 
pathway on such matter.

The details are as under -

1. Any firm having a Drug Vaccine under development 
for COVID-19 can directly approach DCG(I) through 
Public Relations Office for seeking guidance for 
regulatory pathway.

2. Any firm or research institute having protocol for 
repurposing of existing drugs/vaccines for treatment 
of COVID-19 will also be given priority for review and 
approval.

3. Applications for Clinical Trial permission and 
applications to import or manufacture Drug Vaccine 

for sale and distribution would be processed on 
priority though expedited review/accelerated 
approval.

4. Any firm having DrugNaccine already approved for 
COVID-19 in any other country can directly approach 
DCG(I) through Public Relations Office regarding 
expedited review/accelerated approval for marketing 
in India.

5. Data requirement for animal toxicity study, clinical 
study, stability study etc. may be abbreviated, 
deferred, or waived on case to case basis depending 
upon the type of vaccine, nature of drug, plant from 
which the drug is extracted & its experience in case 
of Phyto-pharmaceuticals.

6. Applications to manufacture or import DrugNaccine 
for test, analysis and further use BA/BE or Clinical 
Trial may be processed within 7 days.

7. In case of emergency, Import license (Form 10) would 
be granted without Registration Certificate (Form 41) 
subject to approval of Central Government.

For any additional information kindly contact Public 
Relations Office through toll free number 1800 11 1454 & 
write to startupinnovPcdsco.nicin 

Dr V G Somani,  
Drugs Controller General (India),  

Central Drugs Standard Control Organization,  
Directorate General of Health Services, Public Relation Office, 

New Delhi.

    

IDMA Bulletin LI (11) 15 to 21 March 2020 5

 

IDMA ACTIVITIES

CSR Initiatives by IDMA with the support of its Members

IDMA donated medicines to the following 
Institutions:

1.   Sai Seva Mandal – which organises walking 
pilgrimage from Mumbai to Shirdi every year for 
approximately 500 pilgrims

2. M. C. Damanwalla Charitable Dispensary,  
Udvada  - This institution aims at helping and treating 
the poor and needy patients, villagers and Adivasis 
who live in and around Udvada and also supplies 
free medicines to them. 

We are thankful to the following members who donated 
medicines for this noble cause:

Sai Seva Mandal:

1. Alkem Laboratories Ltd.

2. Bliss GVS Pharma Ltd.

3. Cachet Pharmaceuticals Pvt. Ltd.

4.  Fourrts (India) Laboratories Pvt. Ltd.

5.  Ind Swift Laboratories Limited

6.  Sai Mirra Innopharm Pvt. Ltd.

M. C. Damanwalla Charitable Dispensary, Udvada:

1. Alkem Laboratories Ltd.

2.  Cachet Pharmaceuticals Pvt. Ltd.

3. Centaur Pharmaceuticals Ltd.

4. Corona Remedies Pvt. Ltd.

IDMA is thankful to the above members for their help 
and support.

    

Have you renewed your Membership for the

Year 2019-2020 & 2020-2021
If not, please do so; kindly contact IDMA Secretariat at:  

Email: actadm@idmaindia.com / accounts@idmaindia.com  
Tel.: 022 - 2494 4624 / 2497 4308  / Fax: 022 - 2495 0723
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CSR Initiatives by IDMA with the support of its Members
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treatment, which boosts “innate immunity”, was initially 
approved by the Drug Controller General of India (DCGI) 
for gram negative sepsis which is a disease caused by 
bacteria.

But the scientists found that the pathological symptoms 
of this disease and Covid-19 were quite similar. And given 
the urgency of finding a solution to the rapidly rising  
Covid-19 cases across the world, the scientists thought of 
testing the treatment against the current pandemic caused 
by the SARS-CoV-2 virus.

CSIR got the approval to test “Sepsivac” against  
Covid-19 in a Phase 2 clinical trial about 10 days ago. 
The trial is being conducted on 50 patients at the All India 
Institute of Medical Sciences (AIIMS), New Delhi, AIIMS 
Bhopal, and Post Graduate Institute of Medical Education 
and Research (PGIMER), Chandigarh.

“We expect the results from this Phase 2 trial within 
30-45 days from now. And if the results are encouraging, 
we will seek approval from the Drug Controller because of 
emergency and keep on continuing the Phase 3 trial. That’s 
how it happens,” Ram Vishwakarma, Director, Integrative 
Medicine (Council of Scientific & Industrial Research), 
Jammu, told.

Vishwakarma said that once it applies, the approval 
from the Drug Controller is expected to come fast as it is 
an emergency situation. So if the Phase 2 trial shows that 
“Sepsivac” is effective against Covid-19, the world may 
have a vaccine against the disease as early as one month 
from now, at least for emergency use.

Meanwhile, Vishwakarma informed that CSIR has 
also got approval for conducting Phase 3 clinical trial of 
“Sepsivac” against Covid-19.

“The Phase 3 trials will be done on 1,100 people  
600 will be those who have tested positive but  
non-symptomatic, and 500 will be those who are out of 
hospital,” Vishwakarma said.

How does Sepsivac work?

It contains heat-killed mycobacterium w (Mw), 
an immunomodulator, which is a non-pathogenic 
mycobacterium. “Normally when you develop a vaccine, 
you grow the organism and kill it. It is called heat killed. 
Here we heat killed the bacteria. It is a standard vaccine 
concept,” Vishwakarma said, adding that the bacterium is 
produced by fermentation.

“The treatment we are testing against Covid-19 
is designed to enhance innate immunity which is very 
critical. People who are weak in innate immunity will get 
the infection faster,” he said.

Vishwakarma explained that it is a non-specific 
vaccine which could be used to both cure and protect 
people. He explained that there are generally three types 
of vaccines.

“There are therapeutic vaccines, where you give them 
as a drug for curing. There are prophylactic vaccines, 
which you give to people to protect them. And there are 
some which have both the properties, which are called 
immunomodulators.

“Sepsivac will be an immunomodulator, which will have 
protective effect and therapeutic effect both,” he said.

Vishwakarma is hopeful that the Phase 2 clinical trials 
of the treatment will provide positive results. And because 
the drug is already in use for sepsis or septic shock 
treatment, “human safety is already assured,” he said, 
adding that it will be applicable for all age groups.

“We are keeping our fingers crossed and hoping for the 
best,” Vishwakarma said. As developing a vaccine against 
a new disease takes time, researchers the world over are 
rushing to repurpose existing drugs, vaccines against the 
disease.

  Source:  IANS, IndiaTVNews, 02.05.2020
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In exercise of the powers conferred by section 14 of 
the Customs Act, 1962 (52 of 1962), and in supersession 
of the Notification No.37/2020-Customs(N.T.), dated  
1st April, 2020 except as respects things done or omitted 
to be done before such supersession, the Central Board 
of Indirect Taxes and Customs hereby determines that 
the rate of exchange of conversion of each of the foreign 
currencies specified in column (2) of each of Schedule 
I and Schedule II annexed hereto, into Indian currency 
or vice versa, shall, with effect from 17th April, 2020, be 
the rate mentioned against it in the corresponding entry 
in column (3) thereof, for the purpose of the said section, 
relating to imported and export goods.

SCHEDULE-I

Sr. 
No.

Foreign 
Currency

Rate of exchange of one 
unit of foreign currency 

equivalent to Indian rupees
(1) (2) (3)

(a) (b)
(For Imported 

Goods)
(For Exported 

Goods)
1. Australian Dollar 49.30 47.10
2. Bahraini Dinar 206.20 200.90
3. Canadian Dollar 55.30 53.45
4. Chinese Yuan 11.00 10.70
5. Danish Kroner 11.40 11.00
6. EURO 85.00 81.95
7. Hong Kong 

Dollar
10.10 9.75

8. Kuwaiti Dinar 254.65 238.80
9. New Zealand 

Dollar
46.95 44.75

CBIC MATTERS

CBIC notifies New Exchange  
Rates w.e.f. 17th April 2020 - reg.

Notification No.39/2020-Customs (N.T.), dated 16th April, 2020

10. Norwegian 
Kroner

7.40 7.15

11. Pound Sterling 97.40 94.05
12. Qatari Riyal 21.75 20.45
13. Saudi Arabian 

Riyal
21.10 19.80

14. Singapore 
Dollar

54.60 52.80

15. South African 
Rand

4.25 3.95

16. Swedish Kroner 7.75 7.50
17. Swiss Franc 80.85 77.80
18. Turkish Lira 11.45 10.75
19. UAE Dirham 21.60 20.25
20. US Dollar 77.65 75.95

SCHEDULE-II

Sr. 
No.

Foreign 
Currency

Rate of exchange of 100 
units of foreign currency 

equivalent to Indian rupees
(1) (2) (3)

(a) (b)
(For Imported 

Goods)
(For Export 

Goods)
1. Japanese Yen 72.40 69.80
2. Korean Won 6.45 6.05

F.No. 468/01/2020-Cus.V

Pramod Kumar, Director, Central Board of Indirect Taxes 
and Customs, Ministry of Finance, Department of Revenue,  
New Delhi.  
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IDMA ACTIVITIES

CSR Initiatives by IDMA with the support of its Members

IDMA donated medicines to the following 
Institutions:

1.   Sai Seva Mandal – which organises walking 
pilgrimage from Mumbai to Shirdi every year for 
approximately 500 pilgrims

2. M. C. Damanwalla Charitable Dispensary,  
Udvada  - This institution aims at helping and treating 
the poor and needy patients, villagers and Adivasis 
who live in and around Udvada and also supplies 
free medicines to them. 

We are thankful to the following members who donated 
medicines for this noble cause:

Sai Seva Mandal:

1. Alkem Laboratories Ltd.

2. Bliss GVS Pharma Ltd.

3. Cachet Pharmaceuticals Pvt. Ltd.

4.  Fourrts (India) Laboratories Pvt. Ltd.

5.  Ind Swift Laboratories Limited

6.  Sai Mirra Innopharm Pvt. Ltd.

M. C. Damanwalla Charitable Dispensary, Udvada:

1. Alkem Laboratories Ltd.

2.  Cachet Pharmaceuticals Pvt. Ltd.

3. Centaur Pharmaceuticals Ltd.

4. Corona Remedies Pvt. Ltd.

IDMA is thankful to the above members for their help 
and support.

    

Have you renewed your Membership for the

Year 2019-2020 & 2020-2021
If not, please do so; kindly contact IDMA Secretariat at:  

Email: actadm@idmaindia.com / accounts@idmaindia.com  
Tel.: 022 - 2494 4624 / 2497 4308  / Fax: 022 - 2495 0723
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Whereas the draft rules, further to amend the Geographical Indications of Goods (Registration and Protection) 
Rules, 2002 were published as required under sub-section (3) of by Section 87 of the Geographical Indications of 
Goods (Registration and Protection) Act, 1999 (48 of 1999), vide notification of the Government of India in the Ministry 
of Commerce and Industry (Department for Promotion of Industry and Internal Trade) number G.S.R.645(E) dated the 
12th September, 2019 in the Gazette of India, Extraordinary, Part II, Section 3, sub-section (i), for inviting objections 
and suggestions from all persons likely to be affected, before the expiry of a period of thirty days from the date on 
which copies of the Gazette containing the said notification were made available to the public;

And whereas, the copies of the said Gazette notification were made available to the public on the 12th September, 
2019;

And whereas, no objections and suggestions received from the public in respect of the said draft rules; Now, 
therefore, in exercise of the powers conferred by section 87 of the Geographical Indications of Goods (Registration 
and Protection) Act, 1999 (48 of 1999), the Central Government hereby makes the following rules further to amend 
Geographical Indications of Goods (Registration and Protection) Rules, 2002, namely:-

1. Short title and commencement: 

(1) These rules may be called the Geographical indications of Goods (Registration and protection) 
(amendment) Rules, 2020.

(2) They shall come into force from the date of their publication in the Official Gazette. 

2.  In the Geographical Indications of Goods (Registration and Protection) Rules, 2002 (hereinafter referred as the 
“said rules”), for Rule 56 following Rule shall be substituted, namely:-

“56. Authorised User; 

(1) An application for registration of authorized user under section 17 may be made to the Registrar in Form 
GI-3 accompanied by a statement of case as to how the applicant claims to be the producer of the registered 
geographical indication.

(2) A copy of application made under sub-rule (1) shall be forwarded to the registered proprietor of geographical 
indication and intimate the same to the Registrar.”

3.  In the said rules, in rule 59 for sub-rule (1), the following sub-rule shall be substituted, namely:-

(2)  “Where no notice of opposition is filed to an application advertised or re-advertised in the Journal within the 
period specified under sub-clause (e) of sub-section (3) of Section 17 or where an opposition is filed and it is dismissed, 
the Registrar shall enter the authorised user in Part B of the register and shall issue a registration certificate with the 
seal of Geographical Indication Registry”.

4. In the said rules in rule 59, in sub-rule (2), clauses (f) and (g) shall be omitted.

5. In the said rules, in rule 59, in sub-rule (3), the words:-

 “An  unmounted  representation  of  the  geographical  indication  exactly  as  shown  in  the  form  of application 
for registration thereof at the time of registration shall accompany such request.” shall be omitted.

6.    In the said rules, in the FIRST SCHEDULE-,

IPr MATTErS

Geographical indications of Goods (Registration and 
protection) (amendment) Rules, 2020 - reg. 

DPiiT notification no.G.S.R.528(e), dated 26th august, 2020
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a) for the entry 3A, the following entry shall be substituted, namely:- 

 “ 

3A On application for the registration of an authorised user of a registered geographical 
indication under section 17, Rule 56(1)

10 GI-3

 ”

b) the entry 3B shall be omitted;

c) for the entry 3C, the following entry shall be substituted, namely:-

 “ 

3B For renewal of an authorised user (sub-section (2) of section 18 sub-rule(1) of rule 60) 10 GI-3

 ”

7. In the said rules, in the SECOND SCHEDULE-, 

a) the following Form number,: 

  “ 

GI-3 Section 18(5), rule 59 Request for issuance of a registration certificate as an 
authorised user.

3B

 ” 

   shall be omitted;

b) for the Form number 

 “ 

GI-3 Section 18(2), rule 60(1) For renewal of an authorised user 3C

 ”

 the following form number shall be substituted, namely:-  
 “ 

GI-3 Section 18(2), rule 60(1) For renewal of an authorised user 3C

”

8. In the said rules, for Form GI 3, the following form shall be substituted, namely:-

 Geographical Indications of Goods (Registration & Protection) Act, 1999  
Geographical Indications of Goods (Registration & Protection) Rules, 2002 

Form GI 3A 
Application for the Registration of an Authorized User [Section 17 (1),  

Rule 56 (1)] Fee: Rs.10 [See entry No.3A of the First Schedule]

(1)  Name of the Applicant (proposed Authorized user: ___________________________________

(2)  Address of the applicant: _______________________________________________________

(3)  Address of service (if different from Above): ________________________________________

(4)  Registered Geographical Indication for which application is made:

     ____________________________________________________________________________

(5)  Email id: ____________________________________________________________________

(6)  Phone/mobile number :_________________________________________________________
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Declaration:

(1) I hereby declare that I have enclosed the statement of case and evidence of due service of copy of 
my  application  to  the  registered  proprietor  (Name  of  registered  proprietor)  for_                   , 
registered as a Geographical Indication.

(2) I also declare that all the above information is true and correct to the best of my knowledge and 
belief.

(3) I undertake that if any of the information is found incorrect or false, my application may be rejected 
and if already accepted, my registration may be revoked and my name removed from Part B of the 
register.

Date:

Place:                                                                                                                         SIGNATURE

 

Geographical Indications of Goods (Registration & Protection) Act, 1999  
Geographical Indications of Goods (Registration & Protection) Rules, 2002 

Form GI 3B 
Application for Renewal of Registration of an Authorized User [Section 18 (2),  

Rule 60 (1)] Fee: Rs.10 [See entry No.3B of the First Schedule]

(1) Name of the Applicant (Authorised User): _______________________________________________

(2) Address of the Applicant: ____________________________________________________________

(3) Address of service (if different from above): ______________________________________________

(4) Registered Geographical Indication for which application is made:

        ________________________________________________________________________________

(5) Email id: _________________________________________________________________________

(6) Phone/mobile number : ______________________________________________________________

DECLARTION:

I acknowledge that my registration as an authorised user will be valid after renewal for a period of 10 years, 
or for such period as the geographical indication continues to be registered, whichever is lesser.

Date:

Place:                                                                                                                          SIGNATURE

F.no.p-24027/4/2018-ipR-iV(pt-1) 

Ravinder, Joint Secretary, Department for promotion of Industry and Internal Trade, Ministry of Commerce and Industry,  
New Delhi.

Note: The principal Rules were published in the Gazette of India; Extraordinary, part II, Section 3, Sub-section (i) vide Notification 
Number G.S.R.176(E), dated 08th day of March 2002.

l    l    l
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a new platform for controlled delivery  
of key nanoscale drugs and more

In work that could have a major impact on several 
industries — from pharmaceuticals to cosmetics and even 
food — MIT engineers have developed a novel platform for 
the controlled delivery of certain important drugs, nutrients, 
and other substances to human cells.

The researchers believe that their simple approach, 
which creates small capsules containing thousands of 
nanosized droplets loaded with a drug or other active 
ingredient, will be easy to transition from the lab to 
industry.

The active ingredients in many consumer products 
intended for use in or on the human body do not easily 
dissolve in water. As a result, they are hard for the body to 
absorb, and it is difficult to control their delivery to cells.

In the pharmaceutical industry alone, “40 percent 
of currently marketed drugs and 90 percent of drugs in 
development are hydrophobic wherein [their] low water 
solubility greatly limits their bioavailability and absorption 
efficiency,” the MIT team writes in a paper on the work in 
the August 28 issue of the journal Advanced Science.

Nanoemulsions to the Rescue:

Those drugs and other hydrophobic active ingredients 
do, however, dissolve in oil. Hence the growing interest in 
nanoemulsions, the nanoscale equivalent of an oil-and-
vinegar salad dressing that consists of miniscule droplets 
of oil dispersed in water. Dissolved in each oil droplet is 
the active ingredient of interest.

Among other advantages, the ingredient-loaded 
droplets can easily pass through cell walls. Each droplet 
is so small that between 1,000 to 5,000 could fit across 
the width of a human hair. (Their macroscale counterparts 
are too big to get through.) Once the droplets are inside the 
cell, their payload can exert an effect. The droplets are also 
exceptionally stable, resulting in a long shelf life, and can 
carry a large amount of active ingredient for their size.

But there’s a problem: How do you encapsulate 
a nanoemulsion into a dosage form like a pill? The 
technologies for doing so are still nascent.

In one of the most promising approaches, the 
nanoemulsion is encapsulated in a 3D network of a polymer 

gel to form small beads. Currently, however, when ingested 
those beads release their payload — the ingredient-loaded 
oil droplets — all at once. There is no control over the 
process.

The MIT team solved this by adding a shell, or capsule, 
around large individual droplets of nanoemulsion, each 
containing thousands of nano oil droplets. That shell 
not only protects the nano droplets inside from harmful 
physiological conditions in the body, but also could be 
used to mask the often unpalatable taste of the active 
ingredients they contain.

The result is a “pill” about 5 millimeters in diameter 
with a biodegradable shell that in turn can be “tuned” 
to release its contents at specific times. This is done by 
changing the thickness of the shell. To date they have 
successfully tested the system with both ibuprofen and 
Vitamin E.

“Our new delivery platform can be applied to a broad 
range of nanoemulsions, which themselves contain active 
ingredients ranging from drugs to nutraceuticals and 
sunscreens. Having this new control over how you deliver 
them opens up many new avenues in terms of future 
applications,” says Patrick Doyle, the Robert T. Haslam 
Professor of Chemical Engineering and senior author of 
the paper.

His colleagues on the work are Liang-Hsun Chen, a 
graduate student in chemical engineering and first author 
of the paper, and Li-Chiun Cheng SM ’18, PhD ’20, who 
received his PhD in chemical engineering earlier this year 
and is now at LiquiGlide.

Many Advantages:

The MIT platform has a number of advantages in 
addition to its simplicity and scalability to industry. For 
example, the shell itself “is derived from the cell walls of 
brown algae, so it’s very natural and biocompatible with 
human bodies,” says Chen.

Further, the process for making the nanoemulsion 
containing its payload is economical because the simple 
stirring involved requires little energy. The process is also 
“really gentle, which protects the [active] molecule of 
interest, like a drug,” says Doyle. “Harsher techniques can 
damage them.” The team also demonstrated the ability to 
turn the liquid nanoemulsion inside each shell into a solid 

 nEw DEVEloPMEnTS 
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core, which could allow a variety of other applications. 
They did so by adding a material that when activated by 
ultraviolet light cross-links the nano oil droplets together.

For Chen, the most exciting part of the work was 
preparing the capsules and then “watching them burst to 
release their contents at the target times I engineered them 
for.” Doyle notes that from a pedagogical point of view, 
the work “combined all of the core elements of chemical 

engineering, from fluid dynamics to reaction engineering 

and mass transfer. And to me it’s pretty cool to have them 

all in one project.”

[This work was supported by the Singapore National Research 
Foundation, the U.S. National Science Foundation, and the Think 
Global Education Trust (Taiwan).]

Source: scienceblog.com, 31.08.2020
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nPPA soon to roll out online system for 
clearing applications filed under various 

provisions of Dpco-2013 towards  
ease of doing business

The National Pharmaceutical Pricing Authority (NPPA) 
is planning to develop an online system for disposing and 
monitoring of applications filed under various provisions 
of DPCO-2013 towards ease of doing business.

Development and implementation of an ecosystem 
for timely disposal and monitoring of various applications 
filed under various provisions of DPCO, 2013 from Pharma 
companies with NPPA is under process. This includes 
submission of Form-I for application for the pricing of new 
drugs. NPPA has stipulated that the applicant companies 
need to submit the application with all requisite documents 
via email at pricing-nppa@gov.in.

It has also stipulated Pharma companies to Form-l 
related to revised prices for scheduled formulations,  
Form-II related to quarterly return in respect of production/
import and sale of NLEM Drugs and Form-V related to Price 
List. Pharma companies should submit these forms on 
Integrated Pharmaceutical Database Management System 
(IPDMS) within the prescribed timelines. Besides this, the 
application for the discontinuation of the production of 
scheduled formulation with all requisite documents should 
be sent via email at monitoring-nppa@gov.in.

Applications for special price for packaging under 
paragraph 11(3) of DPCO 2013 can be submitted at 
pricing-nppa@gov.in. As per NPPA recommendations, NPPA 
authority meeting would be preferably held every month. If 
due to certain circumstances the same could not be held 
in a particular month, the authority meeting would be held 
in subsequent months as per requirement. Meeting of the 
multidisciplinary committee of experts would be held prior 
to the authority meeting

All Indian Pharma manufacturer associations should 
upload the Uniform Code of Pharmaceutical Marketing 
Practices (UCPMP) on their website including the 
detailed procedure mentioned in paragraph 10 of the 
UCPMP regarding lodging of complaints. A quarterly 
report mentioning details of the complaint received and 
the decision taken thereon should be submitted by the 
concerned association to NPPA within 30 days of the end 
of the quarter via email to monitoring-nppa@gov.in.

NPPA has also stipulated timelines for disposal of 
applications in different categories like in Form-I which 
is related to new drug prices and the given timeline is 
within 60 days. Form-II is used for the revised prices of 
scheduled formulations and the stipulated timeline to file 
is within 15 days from the date of Notification. Form III 
is applied for the purpose of quarterly returns in respect 
of production/import and sale of NLEM drugs and the set 
timeline for the manufacturer is within 15 days from the 
date of the end of quarter.

Form-IV and Form-V are applied for the discontinuation 
of production of scheduled formulations and Price List. 
Manufacturers need to file within 60 and 15 days from the 
date of Notification respectively. For further assistance, 
the NPPA has also created a helpdesk to deal with 
problems related to any documentary or technical issue 
while applicants are submitting their applications.  It 
has also created email IDs and phone numbers for each 
category.

Queries related to Form-I can be addressed to email 
ID pricing-nppa@gov.in (011-2334 5175), and Form-I1, 
Form-II, Form-IV and Form-V to be mailed at monitoring-
nppa@gov.in (011-23345177). For technical IT/IPDMS 
related issues, applicants can be reached at nppa@nic.in 
and Phone Number - 011-2336 0265. 

Source: Shardul Nautiyal, Pharmabiz, 31.08.2020
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Commerce ministry’s decision to 
discontinue mEiS benefits causes 

financial hardships to mSmE  
pharma exporters

The Union Commerce Ministry’s decision to discontinue 
the Merchandise Export from India Scheme (MEIS) from 
July 23, 2020 is causing immense financial hardships 
to the MSME Pharma exporters in the country. Though 
the Government had earlier announced that exporters 
will get incentives under the MEIS till December 31, 
2020, the Government’s rather sudden decision to stop 
the MEIS benefits since last month, due to shortage of 
funds, is causing financial hardships to the MSME Pharma 
exporters.

The Commerce Ministry has shut down the online 
system for exporters to apply for tax benefits under the 
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MEIS scheme from July 23, 2020 due to shortage of funds. 
The Government is facing a fiscal constraint post COVID-19 
and the limited resources need to be appropriately used, 
said Government sources.

Now, the MSME Pharma exporters have been hit by 
the double whammy of financial distress since COVID-19 
induced lockdown and stoppage of MEIS benefits. The 
Directorate General of Foreign Trade (DGFT) in a trade 
notice in April 2020 said, “Benefits under MEIS for any 
item/tariff line/HS Code currently listed will be available 
only up to December 31, this year”. 

It said that Remission of Duties and Taxes on Exported 
Products (RoDTEP) scheme was approved by the cabinet 
to replace the ongoing MEIS from January 1, 2021.

Under the RoDTEP scheme, a mechanism would be 
created for reimbursement of taxes/duties/levies, at the 
central, state and local level, which are currently not 
being refunded under any other mechanism, but which are 
incurred in the process of manufacturing and distribution of 
exported products. RoDTEP is a combination of the current 
MEIS scheme and Rebate of State and Central Taxes and 
Levies (RoSCTL) scheme.

Earlier the Department of Revenue has asked the 
Department of Commerce to examine the coverage of 
MEIS tariff lines and rates to reduce the incentive level to  
Rs.9,000 crore this year. 

According to an Office Memorandum of DGFT, the 
Department of Revenue had in May stated that it may not 
be feasible to exceed allocation beyond Rs. 9,000 crore 
for FY 2020-21 (up to December 2020). Rewards under 
the scheme are payable as percentage of realised free-on-
board value and MEIS duty credit scrip can be transferred 
or used for payment of a number of duties including the 
basic customs duty.

Said Nipun Jain, Chairman of Small and Medium 
Pharma Manufacturers Association (SMPMA), “In the 
current COVID-19 scenario, where MSME Pharma 
exporters are facing challenges, they need to be supported 
by the Government by providing a better operating and 
financial atmosphere. The continuation of MEIS scheme 
is very important in improving sentiments of MSME 
exporters.”

Source: Laxmi Yadav, Pharmabiz, 31.08.2020
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Governmment modifies CSr rules  
to allow Pharma & medtech firms  
to contribute to CoViD-19 r&D  

under cSR obligations

In a bid to expedite Research and Development 
activities to find a cure for COVID-19 pandemic, the Central 
Government has amended the Companies (Corporate Social 
Responsibility Policy) Rules, 2014 to allow pharmaceutical 
and medical device companies to support COVID-19 R&D, 
collaboratively, in publicly funded institutions.

The Ministry of Corporate Affairs has inserted a 
provision in Companies (Corporate Social Responsibility 
Policy) Rules, 2014 through amendment that would allow 
pharmaceutical, vaccine and medical device firms engaged 
in R&D activities of new vaccine, drugs and medical devices 
in their normal course of business to claim CSR benefits 
for undertaking R&D activity of new vaccine, drugs and 
medical devices related to COVID-19 for financial years 
2020-21, 2021-22 and 2022-23.

The companies are required to carry out R&D in 
collaboration with any of the institutes or organisations 
mentioned in item (ix) of Schedule VII to the Act. The item 
(ix) of Schedule VII includes public funded Universities, 
Indian Institute of Technology (IITs), National Laboratories 
and Autonomous Bodies (established under the auspices 
of Indian Council of Agricultural Research (ICAR), Indian 
Council of Medical Research (ICMR), Council of Scientific 
and Industrial Research (CSIR), Department of Atomic 
Energy (DAE), Defence Research and Development 
Organisation (DRDO), Department of Biotechnology (DBT), 
Department of Science and Technology (DST), Ministry of 
Electronics and Information Technology.

The companies need to disclose details of such activity 
separately in the annual report on CSR included in the 
Board’s report. The amendment temporarily removed a 
provision that would have excluded “activities undertaken 
in pursuance of its (the company’s) normal course of 
business” from being considered as CSR activities. However, 
the Ministry has also amended Schedule VII to substitute it 
with incubators or Research and Development projects in 
the field of Science, Technology, Engineering and Medicine 
that are funded by the central or state Government, a public 
sector undertaking or any Government Agency.

It means contributions to R&D projects in the field of 
Science, Technology, Engineering and Medicine, funded by 
the central or state Governments or any public sector entity 
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would also be counted under CSR. The decision was taken 
in line with the Prime Minister’s directive to encourage New 
Drug Discoveries for COVID-19, said K Vijay Raghavan, 
Principal Scientific Adviser to the Government of India.

CSR rules were modified last year to support research 
in publicly funded institutions and incubators. CSR can 
support organisations working in areas outside companies’  
‘normal course of business’. So, a Pharma company could 
not fund Pharma R&D, he said. The Companies Act requires 
firms with a net worth of Rs. 500 crore or more, or turnover 
of Rs.1,000 crore or more, or net profit of Rs.5 crore 
or more in the immediately preceding financial year, to 
mandatorily spend 2% of average net profit of the preceding 
three years on CSR. Money earmarked for spending on CSR 
activities in a year is about Rs.15,000 crore.

The activities under Schedule VII of CSR include 
eradicating extreme hunger, poverty, promotion of 
education, promoting gender equality and women’s 
empowerment as well as reducing child mortality, improving 
maternal health and combating diseases. Ensuring 
environmental sustainability and prompting employment 
enhancing vocational skills are other activities approved 
under CSR.

Source: Pharmabiz, 27.08.2020
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aMMoi seeks pM’s intervention to 
take strict action against publishing 

and spreading misleading information 
against Ayurveda

The Ayurveda Medicine Manufacturers Organisation of 
India (AMMOI) has urged Prime Minister Narendra Modi 
to take strong action against publishing and spreading 
misleading and slanderous information against Ayurveda 
system of medicine through social media.

“Recently it has been brought to our notice a definition 
appearing in Wikipedia, a popular site used by all, 
searching information on various subjects. On the other 
site, on Ayurveda they have given the definition which is 
nothing but blasphemy,” stated AMMOI General Secretary  
Dr D Ramanathan in his letter to the PM.

According to AMMOI, Wikipedia defines Ayurveda 
as ‘Ayurveda is an alternative medicine system with 
historical roots in the Indian subcontinent. Indian Medical 
Association (IMA) characterizes the practice of medicine by 
ayurevdic practitioners as quackery. The study of Ayurveda 

is pseudoscientific while the practice can be classified as 
protoscience or unscientific’.

Whereas Kampo system of medicine, traditional 
Japanese herbal medicines used in Japan for more than 
1,500 years and Chinese system of medicine based on 
Compendium of Materia Medicine and Huangdi Neijing with 
more than 3,500 years of Chinese medical practice that 
includes various forms of herbal medicine, acupuncture, 
cupping therapy, gua sha, massage (tui na) and dietary 
therapy, Ayurvda system of medicine has been in practice 
for more than 5,000 years and WHO has also recognized, 
it is an alternative medicine system, Dr Ramanathan in 
his letter to PM said.

Having said the above, it is pertinent to note that as per 
Indian Medical Council Ethics Committee it is not allowed 
to criticize or belittle another branch of medicine without 
solid scientific proof to support the same. As you know, 
Ayurveda is a medical system practiced in India for more 
than 5,000 years and this industry has adopted scientific 
methods in their operations keeping in tune with major 
trends in the medical field. Major Ayurveda manufacturers 
have adopted latest GMP standards in their manufacturing 
process and have done ISO certification for their units. 
More than 300 university-recognized Ayurveda colleges 
across the country, well equipped with latest laboratory 
equipments, are producing more than 5,000 qualified 
Ayurveda doctors every year who study for more than 5 years 
with an approved syllabus by Government appointed Expert 
Committee of highly qualified personnel with Doctorates 
in their selected subject.  

Hence, it is very saddening to note that the entire 
system is put under a cloud by the IMA and our system is 
termed as ‘quackery’, Dr Ramanathan rued. Government 
of India and various state Governments have recently 
taken up promotion of Ayurveda in a big way during these 
times of COVID-19 as Ayurveda is recognized as system of 
medicines which gives more importance to the preventive 
way of treatment.

In the letter, AMMOI sough the intervention of the PM 
to take this matter with the Ethics Committee of Indian 
Medical Council to ensure that such slanderous remarks 
are not made from responsible quarters. It also sought the 
PM’s intervention to take up this matter with Wikipedia to 
remove such statements from their sites immediately.

Source: Neethikrishna, Pharmabiz, 31.08.2020   
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GSt is complicated and there is 
confusion over its interpretation: iDmA

The Indian Drug Manufacturers’ Association (IDMA) 
contends that GST is complicated and there is confusion 
over its interpretation. The tax, according to the Association, 
has taken the industry on a roller coaster ride and its 
adherence continues to be a challenge.

A deliberation on ‘GST, Customs, and Income Tax---
Implications on the Pharma Industry’, organized by IDMA 
along with Lakshmikumaran & Sridharan (L&S) Attorneys 
who was the knowledge partners for the event, provided the 
perspective of interplay of these taxes on various activities 
of the Pharma industry.

The discussion examined the impact of levies on 
R&D activities, including domestic and cross-border 
arrangements, contract manufacturing and contract 
development, co-marketing and other distribution 
models like limited risk model, profit share, promotional 
expenses and treatment of samples and expired stocks.  
V Lakshmikumaran, Managing Director, Lakshmikumaran & 
Sridharan Attorneys stated that GST is good but not simple 
and is like two sides of a coin. One is the law and the other 
is its compliance. Jigar Shah, Partner, L&S Ahmedabad, 
stated that a majority of Pharma products attract GST at 
12% and 5% whereas major inputs and services suffer GST 
at 18%. Thus, there is an inverted duty structure. Refund 
provisions allow reimbursement of excess credit. But credit 
on input services and capital goods is not considered for 
refund.

In this regard Shah noted, “Recently, the Gujarat 
HC held that provision which denied refund of input 
services as ultra vires. Thus, major relief on this aspect 
can be expected.” India Pharma is not just engaged in 
domestic research and manufacuture but also has overseas 
arrangements.

Delving on R&D, Shah told that not every research 
undertaken for a fixed price can be regarded as contract 
research. One has to understand who undertakes the 
functions of Development, Enhancement, Maintenance, 
Protection and Exploitation (DEMPE) of the research and 
its outcome. If DEMPE functions are significantly carried 
by the research centre in India, then, it would have to be 
remunerated at a much higher margin than a cost plus 
20% markup that a regular research activity entails. The 
CBDT issued an order based on the recommendation of the 

‘Rangachary report on Taxation of Development Centres’ 
and BEPS Action Plan 8-10 of OECD defining a research 
centre and the manner of remunerating its functions.

In contract manufacturing, where related parties 
transact, issue of transfer price is important. The method 
adopted for determining transfer price between the contract 
manufacturer and the principal manufacturer would have 
to be determined on a case-to-case basis.

On promotional expenses for Pharma companies, Shah 
said there was a controversy around the business promotion 
expenditure post the CBDT circular based on Indian Medical 
Council Professional Conduct Ethics Regulations. The 
circular bars expenditure incurred by Pharma companies 
on providing gifts, travel facility, monetary grant or similar 
freebees to doctors. This is based on the presumption that 
the IMC regulation applies to Pharma companies. However, 
there is a conflicting interpretation of this circular by 
Courts and Tribunals. A detailed and reasoned judgment 
on the question is the need of the hour. Further, income 
tax concessions on free gifts as promotional items will not 
be available, he said.

Free Trade Agreement (FTA) too has led to an adverse 
situation for domestic manufacturing industry. Government 
has taken some steps to curb misuse of FTAs by amending 
relevant provisions in the Customs Act, said Shah.

Source: Nandita Vijay, Pharmabiz, 27.08.2020
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pharma MSMes urge Dop to expedite 
implementation of ptua Scheme  

by appointing lead banker

The Small and Medium Pharmaceutical Companies 
have urged the Department of Pharmaceuticals (DoP) to 
expedite implementation of Pharmaceutical Technology 
Upgradation Assistance Scheme (PTUAS) by appointing a 
lead banker so that they can avail interest subsidy of 6% to 
upgrade infrastructure and technology to globally accepted 
standards. The DoP, which was supposed to launch the 
scheme in February this year through a public sector 
financial institution to be selected after open competitive 
bidding, is yet to finalise the banker.

The aim of the scheme is to help Pharma MSMEs 
improve technology and infrastructure to migrate 
from Schedule M to World Health Organisation Good 
Manufacturing Practice (WHO-GMP) standards, subject 
to achieving export targets. For this, the DoP has offered 
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a 6% interest subvention on loan up to Rs.8-10 crore for 
three years. It has earmarked Rs.300 crore for disbursal 
as interest subsidy for 2020-2022.

Small and Medium Pharma Manufacturers Association 
(SMPMA) in a representation to DoP appealed it to speed 
up efforts to appoint a lead banker to implement the 
PTUAS scheme. The SMPMA made the representation to 
DoP ahead of the second meeting of the Forum of Pharma 
Associations. Convened by DoP recently, the second 
meeting of the Forum of Pharma Associations was attended 
by several Pharma associations including IPA, OPPI, CIPI, 
BDMA and FOPE.

As per the Guidelines, the scheme will be implemented 
only through a Public Sector Financial Institution (PSFI) 
as implementing agency. Only machinery and electronic 
management systems required to help a Schedule M 
plant attain WHO-GMP compliance will be considered for 
financial assistance under the PTUAS scheme.

The lender must ensure that the beneficiary company 
obtains WHO-GMP certification within two years from 
the date of first disbursement of the loan. They should 
also achieve incremental export revenue in excess of the 
sanctioned loan amount within 36 months of the last draw 
of the loan, failing which the assistance will be converted 
into a normal loan by the financial institution. Interest 
subvention against sanctioned loan by any scheduled 
commercial bank/financial institution, both in public and 
private sector, will be provided to medium enterprises of 
proven track record.

Said Nipun Jain, Chairman of SMPMA, “The PTUAS 
scheme is meant to strengthen the presence of Pharma 
MSMEs in domestic as well as global markets given the 
globalised nature of the pharmaceutical industry. The scheme 
will also promote continuous technological upgradation and 
trigger healthy competition among the Pharma SMEs towards 
improving quality of drugs by availing soft loan assistance. 
We have urged DoP to make speedy efforts to implement 
the scheme by appointing a lead banker.”

Source: Laxmi Yadav, Pharmabiz, 26.08.2020
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icMR to develop new portal to 
disseminate information on CoViD-19 

vaccine development

In order to provide information and updates relating 
to the COVID-19 vaccine, Indian Council of Medical 

Research (ICMR) is in the process of developing a 
vaccine portal which will provide information related 
to the COVID-19 vaccine development in India and 
abroad. This will complement Electronic Vaccine 
Intelligence Network (eVIN) meant to strengthen 
immunization supply chain systems across the country. 
eVIN is being implemented under National Health Mission 
(NHM) by Union Health Ministry to provide real-time 
information on vaccine stocks and flows and storage 
temperatures across all cold chain points in the country. 
This robust system has been used with the requisite 
customization during the COVID–19 pandemic for ensuring 
continuation of the essential immunization services and 
protecting children and pregnant mothers against vaccine 
preventable diseases.

Updates and information on vaccine development would 
also be made available in regional languages in addition 
to English to make sure every citizen is able to access the 
information. The portal is likely to be functional by next 
week. The portal would be made operational in phases. In 
the first phase, the portal will provide all information related 
to COVID-19 vaccine in India and abroad. Over a period of 
time, information about all other vaccines used to prevent 
various other ailments will be put on the portal.

eVIN combines state-of-the-art technology, a strong 
IT infrastructure and trained human resource to enable 
real time monitoring of stock and storage temperature of 
the vaccines kept in multiple locations across the country. 
eVIN has reached 32 States and Union Territories (UTs) 
and will soon be rolled-out in the remaining States and UTs 
of Andaman & Nicobar Islands, Chandigarh, Ladakh and 
Sikkim. At present, 23,507 cold chain points across 585 
districts of 22 States and 2 UTs routinely use the eVIN 
technology for efficient vaccine logistics management.

Over 41,420 vaccine cold chain handlers have been 
introduced to digital record-keeping by training them 
on eVIN. Nearly 23,900 electronic temperature loggers 
have been installed on vaccine cold chain equipment for 
accurate temperature review of vaccines in storage. eVIN 
has helped create a big data architecture that generates 
actionable analytics encouraging data-driven decision-
making and consumption based planning that helps in 
maintaining optimum stocks of vaccines leading to cost 
savings.

Vaccine availability at all times has increased to 99% 
in most health centers. An activity rate of more than 
99% reflects high adoption of the technology across all 
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health centers where eVIN is currently operational. While 
instances of stock-outs have reduced by 80%, the time 
taken to replenish stocks has also decreased by more than 
half, on an average. This has ensured that every child who 
reaches the immunization session site is immunized, and 
not turned back due to unavailability of vaccines.

To support the Government of India’s efforts to combat 
COVID-19, eVIN India is helping the State/UT Governments 
monitor the supply chain of COVID response material. Since 
April 2020, eight States (Tripura, Nagaland, Manipur, 
Meghalaya, Arunachal Pradesh, Haryana, Punjab and 
Maharashtra) are using the eVIN application with 100% 
adherence rate to track State specific COVID-19 material 
supplies, ensure availability and raise alerts in case of 
shortage of 81 essential drugs and equipment.

Source: Shardul Nautiyal, Pharmabiz, 25.08.2020

l    l    l

Commerce ministry’s new Turant 
scheme eases customs procedures  

for pharma companies

The Union Ministry of Commerce has brought in a 
major transformation on the ease of doing business in the 
customs department by launching Turant, a contactless 
scheme, which has led to faster clearances by the Central 
Board of Indirect Taxes and Customs by maximizing use 
of technology for companies.  

Pharma industry views it is as a major transformation 
as it has done away with the usual interface with 
the customs officers and has brought in the required 
consistency in reviewing the global trading protocols. 
It brings down the transaction costs and eliminates the 
practice of port shopping for favourable assessments. 
Further, it gives a boost to the country’s competitiveness 
in the world market. Indian Customs Electronic Data 
Interchange System (ICES) now operational at 245 major 
customs locations handles almost all of India’s imports 
and export goods.

According to Sunil Attavar, President, Karnataka Drugs 
and Pharmaceutical Manufacturers Association, this is a 
good policy change and now it is all online and based on 
risk assessment. So far, the industry has not faced any 
glitches except when there are network connectivity issues 
and the server is down when companies have some delays. 
However these are minor and will surely improve. All in all 
it is definitely a positive move for the sector.

The ambit of the programme covers automated 
clearance of bills of entry, digitization of customs 
documents, paperless clearance, faceless assessment and 
creation of the Turant Suvidha Kendra. The first phase 
of this contactless programme took off in Bengaluru and 
Chennai and the second phase from Mumbai and Delhi. 
The Government hopes to achieve all-India target by 
January 2021.

The COVID-19 lockdown which posed challenges in 
the area of exports, led the Government to come up with 
this scheme, which was implemented from July 6, 2020. 
The scheme eliminates cumbersome procedures brings in 
transparency. Paperless processes which came into effect 
from June 22, mandated only digital copy of shipping bill 
bearing final Letter of Export Order to be provided to the 
exporter. An E-Gate Pass PDF copy of the shipping bill will 
be communicated to the customs brokers and exporter via 
email.

Stating that the Turant Customs programme is a 
significant change into India’s international trade landscape, 
Jatish N Sheth, Director, Srushti Pharmaceuticals and 
Steering Committee member KDPMA noted that the 
scheme was the next best thing to happen after the 
Merchandise Exports from India Scheme (MEIS) under 
Foreign Trade Policy of India which went digital and was 
introduced two decades ago.

While Srushti Pharmaceuticals will be using the Turant 
scheme next week, he said that duty drawback introduced 
by the Government in October 2019 also brought in a 
similar ease of doing business. The only thing is that from 
now on submissions by the Pharma companies who import 
materials need to complete and error free. There is also no 
choice for the customs department but to instantly give 
the clearance as per the system. Therefore this is a good 
move, noted Sheth.

Source: Nandita Vijay, Pharmabiz, 25.08.2020

l    l    l

icMR calls for research proposals 
on leishmaniasi to encourage 
interdisciplinary, innovative,  

close to practice research

To encourage interdisciplinary, innovative, close to 
practice research in the field of leishmaniasis (VL or  
kala-azar), the Indian Council of Medical Research (ICMR) 
has called for research proposal from eligible institutions 
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like medical colleges, universities, educational and 
research institutes and NGOs. The focus areas of the ICMR 
task force initiative are comprehensive epidemiological 
studies (indigenous/imported) in visceral leishmaniasis 
and cutaneous leishmaniasis and to characterize parasite 
variants and establish phylogenetic origin and genetic 
relatedness of the parasite species/subspecies.

It also focuses on tools or biomarkers to detect active 
disease (antigen-based/nucleic acid based diagnostic) that 
can be used at peripheral health facility to discriminate 
between post-treatment cure versus relapse; to predict the 
progression in an asymptomatic carrier to active VL and 
to measure parasite load as test of cure to monitor the 
efficacy of new drugs.

Another area of these proposals include burden 
studies (active case finding) on post kala azar dermal 
leishmaniasis (PKDL) load in community and the prevalent 
forms (macular, maculo-nodular or nodular) in different 
VL epidemiological settings. Studies to document failure/
resistance and relapse rates after miltefosine treatment and 
new drug treatment regimen (oral, mono or combination) 
to lower the relapse rates.

It also includes Bionomics of P. argentipes effect of 
climatic factors including rainfall and temperature on sandfly 
density in different settings. Impact of IRS as a vector 
control measure and on disease; Monitoring of insecticide 
resistance, mechanisms and rate of resistance in vectors and 
Xenomonitoring of P. argentipes as a routine surveillance tool 
with an appropriate rapid response for vector control.

Visceral leishmaniasis (VL or kala-azar) is a deadly 
tropical disease caused by the protozoan parasite genus 
leishmania. VL is endemic in >80 countries, however, 90 
percent of the global cases are reported in six countries: 
Brazil, Ethiopia, India, Somalia, South Sudan, and Sudan. 
In India, VL is widely prevalent in the 54 districts of four 
endemic states of India namely Bihar, Jharkhand, Uttar 
Pradesh and West Bengal. Full project submission ends 
on September 15, 2020.

Source: Neethikrishna, Pharmabiz, 25.08.2020

l    l    l

Governmnment likely to announce  
short term incentive scheme, 

excipient makers may get benefit

The Department of Pharmaceuticals (DoP) is in the 
process of formulating a short term incentive scheme for 

the industry. It is likely that the government will announce 
the proposed scheme shortly. The proposed initiative 
comes on the wake of appeals by industry stakeholders 
who appreciated the Production Linked Incentive (PLI) 
scheme but also requested a short term incentive scheme 
which can remain active until PLI scheme starts yielding 
results.

Seemingly, the government has heeded these requests 
and given consent to formulate a short term incentive 
scheme which will help the industry to reduce its 
dependency on other countries.

In the recently held virtual technical session organised 
by the PHD Chamber of Commerce, Dr Eswara Reddy, Joint 
Drug Controller General of India informed that based on the 
industry’s recommendations, consideration might be given 
to existing facilities which have the capabilities as well as 
capacity to manufacture listed APIs, DIs and KSMs in the 
PLI scheme. The government is looking at formulating an 
alternate scheme for a short term period. DoP officials are 
in the process of formulating the scheme guidelines which 
is likely to be announced shortly.

He also added that authorities are also looking into 
identifying excipients which can also be part of the 
proposed scheme. The objective is that the production 
of those excipients can also be started on an immediate 
basis.

Yogin Mazumdar, Chairman of Bulk Drug Committee, 
IDMA commented, “We have suggested to the government 
to take into consideration about free capacities of nearly 
30 per cent with many existing units which cannot be 
utilised under the present PLI scheme. It seems that the 
government is considering those recommendations and 
working on formulating a separate incentive scheme for the 
existing units. This time the government has not involved 
industry stakeholders in formulating the guidelines and 
they are doing it by themselves internally. But, earlier it 
comes, it will be better for the industry. Though we will 
need to study the fine print of the proposed guidelines 
once it is out.”

He also added, “We are hopeful the proposed scheme 
will be worthwhile in nullifying the Chinese competition. 
Because, with the spare capacities which are available with 
the “brownfield” units, it would give immediate results 
towards reducing our dependence over Chinese.”

According to an industry observer in the chemical 
synthesis category, out of 27 products, 20-21 products 
can be manufactured by the industry on an immediate 
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basis, provided the government takes a prompt decision 
in implementing the proposed suggestion of announcing 
a short term incentive scheme. He mentioned that there 
are 20-25 manufacturers who have shown interest in the 
scheme and pointed out that manufacturing of nearly  
75 per cent of products in the chemical synthesis category 
can be started soon as they have the capability and 
capacity, however, they were not willing to carry out the 
production due to intense investment criteria.

Source: Usha Sharma, expresspharma.in, 27.08.2020

l    l    l

need to boost local api production 
for india to become self-reliant  

in coming years: unichem

Drug firm Unichem Laboratories has called for 
measures to step up local production of raw materials to 
produce drugs in order to reduce the country’s dependence 
on imports, especially from China. Sharing information with 
shareholders in company’s annual report for 2019-20, the 
drug firm said the ongoing corona virus pandemic calls for 
concentrated efforts to build upon capacities for Active 
Pharmaceutical Ingredients (APIs) in the country. 

“Our country is heavily dependent on China for import 
of most of its APIs. India needs a healthy and financially 
strong ecosystem to boost manufacture of APIs to remain 
self-reliant in the years to come,” Unichem Laboratories 
Chairman and Managing Director Prakash A Mody said.

The present health crisis calls for proactive measures to 
step up economies of scale in production of intermediates 
and other key materials, with focus on research and 
development for APIs, he added.

With growing diseases and complications, a need has 
arisen to expedite drug discovery. The procrastination 
syndrome surely calls for prompt treatment, Mody noted. 
“Over-dependence of the Indian pharmaceutical industry 
on imported APIs exposes it to raw material supply 
disruptions and pricing volatility,” Mody said.

While the government is working on developing bulk 
drug manufacturing parks to boost local production and 
reduce dependence on imports, the company, at its end, is 
focusing on efficiency and backward integration by ramping 
up its capacities in APIs and intermediates, he added.

The company is looking to use these APIs for captive 
consumption, which will give it an edge in the global 
generics market, Mody said. The drug firm’s strategic 

investments in two pharma companies engaged in research 
and development, marketing and distribution of APIs will 
help meet the demand of exports for incremental growth, 
he noted.

Unichem offers a broad portfolio of APIs across various 
therapeutic areas. It has three manufacturing facilities to 
cater to the segment. The Mumbai-based firm also has a 
sizable presence in finished drug formulation segment. The 
global API market is projected to reach USD 268 billion by 
2026 from USD 182 billion in 2019, growing at a CAGR 
of 6 percent. 

Source: PTI, ET-healthWorld, 09.08.2020 (Excerpts)

l    l    l

 industry again seeks clarity from FSSAi 
on icMR stipulated values of RDa for 

methylcobalamin as prophylactic  
use in neurological disorders

Industry has once again sought clarity from the 
Food Safety and Standard Authority of India (FSSAI) on 
Indian Council of Medical Research (ICMR) stipulated 
values of recommended dietary allowances (RDA) for 
methylcobalamin as prophylactic use in neurological 
disorders. Industry’s recent correspondences with the 
FSSAI in spite of being addressed in a holistic manner have 
turned into a blame game between FSSAI and ICMR.

According to industry sources, taking an entirely 
U-turn, the national food safety regulator has instead 
directed the industry to refer the issue to the ICMR in 
blatant denial of laid down protocols and ethics. This is 
leading to confusion and hence detrimental to the public 
interest, industry experts have rued.

Industry after almost more than a year is still 
perplexed with FSSAI clarification regarding RDA values 
on methylcobalamin (Vitamin B12). Pharmaceutical 
experts Anshu Yadav and Dr Sanjay Agrawal on behalf of 
the industry have been questioning the rationality of RDA 
value of ICMR for almost a year but have not got the desired 
response from the FSSAI till date.

A recent letter addressed to Yadav and Dr Agarwal, 
from the newly appointed FSSAI CEO Arun Singhal has 
stated, “With reference to your email regarding request for 
revising RDA of methylcobalamin from 1 micro gram (mcg) 
to 500 micro gram, it is pertinent to mention that ICMR 
is the nodal institute established for setting up of RDA for 
different essential nutrients for Indians. Further, please 
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note that Section 22 of FSS Act, 2006 mentions foods for 
special dietary uses or functional foods or nutraceuticals 
or health supplements shall contain minerals or vitamins 
or proteins or metals or their compounds or amino acids 
in amounts not exceeding the RDA for Indians. As the 
regulations are bound to follow provisions mentioned under 
Act, the same has been enshrined into the Food Safety and 
Standards (Health Supplements, Nutraceuticals, Food for 
Special Dietary Use, Food for Special Medical Purpose, 
Functional Foods and Novel Foods) Regulations, 2016.”

“Any Food Business Operator (FBO) who wants to 
manufacture, import, market or sell the aforementioned 
products shall comply with the provisions of these 
regulations. In view of the above, you may approach ICMR 
for revision of RDA of Vitamin B12. Upon revision of the 
RDAs by ICMR, the same shall be incorporated into the 
regulations,” the letter from FSSAI CEO Arun Singhal 
further stated.

Industry led by Anshu Yadav is planning make a 
representation on the matter with the Union Ministry 
of Chemicals and Fertilizers as their correspondences 
and pleas to notify FSSAI scientific panel approval on 
methylcobalamin in December last year and the FSSAI 
improper communication on the issue later in June 
2020 with reference to a letter from FSSAI has not been 
addressed with due diligence and rationality. “This is to 
bring to the notice of the general public that former CEO 
FSSAI Pawan Agrawal on the other hand has been very 
cooperative and had last year sounded to all the concerned 
to take up the matter in a holistic manner by notifying 
methylcobalamin first to offer some semblance and clarity 
on the issue,” Dr Agarwal pinpointed.

On January 7, 2020, FSSAI had issued a Notification 
regarding RDA of Vitamin B12 which is specified as 
1 mcg without mentioning type of vitamin B12 like 
methylcobalamin, adenosylcobalamin, hydroxycobalamin 
and cyanocobalamin.

Drugs Controller General of India (DCGI) has 
recommended 2,000 mcg of methylcobalamin even in 
injectable form and brands are available since long as 
patients take methylcobalamin based on the requirement. 
“The issue has been festering due to missing exact 
information on Tolerable Upper Limit (TUL) of vitamin B12 
or methylcobalamin from the public domain. No adverse 
effect has been associated with excess methylcobalamin 
intake from food or supplements in healthy individuals. 
Methylcobalamin has a history of safe long term use as a 

therapeutic agent given in high dosage or via intramuscular 
injection for the treatment of disorders associated with 
impaired vitamin B12 absorption,” according to Anshu 
Yadav. Nutraceutical industry had received a letter in 
December 2019 from FSSAI about methylcobalamin 
approved RDA value for neurological disorders but industry 
is yet to see the much awaited Notification on the same, 
industry experts argue.

Source: Shardul Nautiyal, Pharmabiz, 27.08.2020
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Mankind pharma ties up with South 
korean co for clinical trials  

of coViD-19 drug

Mankind Pharma on Tuesday said it has collaborated 
with South Korean firm Daewoong Pharmaceutical Co for 
conducting phase-I clinical trial of a novel formulation 
of Niclosamide for the treatment of COVID-19 patients 
in India. The trial is designed towards addressing the 
need for an investigation on this new formulation based 
on encouraging preclinical evidence for the treatment of 
COVID-19, Mankind Pharma said in a statement.

"We are excited to collaborate with Daewoong 
Pharmaceutical Co Ltd to bring novel formulation of 
Niclosamide (DWRX2003) for the treatment of COVID-19 
patients in India. "We believe that the product would 
provide for a safe and effective alternative to patients 
suffering from this disease," Mankind Pharma COO Arjun 
Juneja said. Pharma Manufacturing systems are highly 
variable with each system having different levels of 
interdependence and variability. These factors increase 
the unpredictability of the system making it increasingly 
difficult to predict the behavior.  

Both the companies have received approval from 
the Drugs Controller General of India (DCGI) to conduct 
phase-1 clinical trials. Daewoong Pharmaceutical CEO 
Sengho Jeon said, "Through development of candidates 
for COVID-19 treatments such as Nicosamide, which 
Daewoong Pharmaceutical is currently developing, we 
expect to provide innovative treatment option for patients 
suffering from COVID-19." Mankind Pharma is one of the 
best partners to accelerate the clinical development and 
supply of DWRX2003 for India, he added.

Source: PTI, ET-healthWorld, 04.09.2020

l    l    l
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when will we have coViD Vaccine?  

Drugmakers made big promises for a quick turnaround 
on Coronavirus Vaccines. The moment of truth for the  
front-runners is coming as soon as this month.

The first results showing whether a vaccine can stop 
people from getting the virus could come by mid-September 
from AstraZeneca Plc, according to Airfinity Ltd., an 
analytics company that tracks drug trials. The drugmaker 
has pledged as many as 30 million doses to the UK by the 
end of the month.

Two other contenders -- the US’s Moderna Inc and 
the US German partnership of Pfizer Inc and BioNTech 
SE -- may also have initial data before a key Food and 
Drug Administration meeting on virus vaccines scheduled 
for October 22, Airfinity said. A fourth, China’s Sinovac 
Biotech Ltd., could have preliminary results shortly after 
the meeting.

These early results will be far from the full picture. 
They’re what’s known as interim readouts -- snapshots 
taken before a study is complete, with only a fraction 
of the data. The World Health Organization on Monday, 
31.08.2020 cautioned against approving a vaccine before 
its full risks and benefits are clear. But with the virus 
resurgent in Europe and continuing to spread in India and 
the Americas, the initial numbers will be an important 
early indicator.

The first results should be enough to “give us a very 
good idea of where we’re heading,” Airfinity Chief Executive 
Officer Rasmus Bech Hansen said. “They are moving faster 
than one could have anticipated.”

Airfinity’s projections are based on publicly available 
data on trial enrollment and design, together with infection 
rates in places where patients are enrolled.

Each of these experimental vaccines has already shown 
promise in smaller trials designed to flag any serious safety 
concerns and show whether candidates can spur some 
response from the immune system. Early safety data is 
key; unlike drugs, vaccines are typically given to relatively 
healthy people and shouldn’t create severe risks.

The real proving ground, though, is a study big enough 
to show with a high degree of certainty whether a vaccine 
candidate can work in the real world. This requires tens of 
thousands of participants, compared to the few hundred 
people who took the vaccines in early-stage trials.

Drugmakers would usually wait for final results before 
requesting regulatory approval, and the trio of front-runners 
are on track to get that full data by the end of the year, 
Airfinity says. In the US, that might not be fast enough. 
Overwhelmingly positive interim results could lead to 
studies being stopped early and the vaccines being rushed 
to the public, Anthony Fauci, Director of the National 
Institute of Allergy and Infectious Diseases, told the Los 
Angeles Times earlier this week.

Political pressure will be high to approve a vaccine 
if even the initial snapshot of data from these trials is 
promising. President Donald Trump has said a vaccine 
is possible by the November 3 election and accused the 
FDA of trying to slow the approval process. Commissioner 
Stephen Hahn said last week he’s open to clearing a vaccine 
under an emergency use authorization, which is based on 
more limited data. Russia and China, meanwhile, have 
each cleared experimental vaccines for limited use before 
testing was complete.

Pfizer has said it’s on track to have enough data for an 
authorization as early as October. Based on how quickly 
and where it’s currently recruiting people for its 30,000-
person trial, it will probably be the first U.S. drugmaker with 
interim data -- by October 15 -- but won’t have full results 
until November 17, Airfinity projects. A Pfizer spokeswoman 
declined to comment on how many virus cases it will need 
to see in order to get results in the trial.

Companies testing vaccines in the US, where the virus 
has spread more quickly than in Europe for the past several 
months, may have an advantage in potential volunteers and 
infections. AstraZeneca said it expects results later this 
year, depending on the rate of infection in the communities 
where it’s running trials. J&J said it still plans to start its 
late-stage trial this month, with first batches of vaccine 
available for potential emergency use in early 2021, 
pending the study results. Sinovac declined to comment. 
Moderna declined to comment on the time-frame for its 
data readouts.

The drugmakers have already made deals to supply 
hundreds of millions of doses to governments around the 
world. The WHO has said any vaccine should be shown to 
be effective in at least half the people who get it to gain 
clearance. It will be important to follow participants in 
the trials long enough to see whether serious side effects 
emerge, WHO Chief Scientist Soumya Swaminathan said on 
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Monday, 31.08.2020. A premature approval would make it 
hard to continue studying the vaccine in randomized trials, 
she said. The agency counts 176 Covid-19 vaccines in 
development, of which 33 have entered human trials.

“What’s going to be really important, I think, is to make 
decisions based on science,” Swaminathan said, warning 
that an “inadequately studied” vaccine could present either 
safety problems or “low efficacy, thereby not doing the job 
of bringing an end to this pandemic.”

Source: livemint.com, 03.09.2020

l    l    l

pharmaceuticals, cRos have hard time 
doing clinical trials amid prolonged 

pandemic

Amid the protracted Covid-19 pandemic, pharmaceutical 
and Contract Research Organization (CRO) companies 
are experiencing difficulties in conducting clinical trials 
to develop new drugs other than coronavirus-related 
medicines, industry sources said.

Local pharmaceuticals and CROs said it is not easy to 
comply with such toughened rules in clinical trials involving 
many subjects, and it is also difficult to halt the clinical 
trials due to their initial schedules.

"To make a patient participate in a clinical trial, 
medical workers have to explain trial procedures and 
methods and obtain consent from the patient," a company 
official said asking to remain anonymous. "In the case of 
infectious diseases such as Covid-19, contacts between 
clinical researchers and patients are not easy even at 
hospitals."

Adding to such problems, the ministry's new rule will 
likely prolong the trial period, which, in turn, will delay the 
commercialization process, he added. "As many clinical 
sites have banned outsiders, it has become impossible 
to predict the clinical schedule while the results of the 
trial must be handed over only after a Clinical Research 
Associate (CRA) staff monitors the data, an official at a 
local CRO said. “However, as our CRA staff cannot visit the 
clinical centers and monitor the result, the process itself 
cannot move forward.”

Stressing these clinical trials must be conducted 
according to timelines, she said it is difficult even to 
establish a plan because few know how long the Covid-19 
crisis will last. Officials at pharmaceutical and CROs said 
that Korea, too, has to adopt a non-contact clinical trial 

method to continue trials as an integral part of launching 
new drugs.

Major regulatory agencies, such as the U.S. Food and 
Drug Administration, the European Medicines Agency, and 
the U.K. Drug and Health Management Product Regulatory 
Authority, are actively recommending virtual trials, or non-
face-to-face remote clinical trials, as a method to prevent 
the spread of Covid-19 in their guidelines.

The companies also maintained that some parts of the 
data collecting process should be revised to collect such 
data off-site. However, other industry officials said that it 
would be difficult to conduct non-contract clinical trials 
here due to patient privacy concerns. 

The Korean regulations only allow patients information 
to be accessed inside hospitals, making it essential for 
CRA staff to visit hospitals and check the data. In response 
to such needs, the food and drug safety ministry said it 
is considering changing part of the regulations. "We are 
examining the introduction of a non-face-to-face system 
in the process of new drug development, clinical trials, 
and approval review," said Kim Young-ok, Director of the 
ministry’s Drug Safety Division.

Source: KBR, m.koreabiomed.com, 04.09.2020

l    l    l

Let data – not politics – guide 
development of Covid-19 drugs, 

vaccines, biotech execs urge

A group of biotechnology leaders is urging 
biopharmaceutical companies in an open letter to ensure 

that the Food and 
Drug Administration 
remain independent 
and that development 
of new medicines for 
Covid-19 be free of 
political influence, 
while also pointing 
to the importance of 

clinical trial diversity and judicious disclosure of data.

The letter, published Thursday, 03.09.2020 was 
signed by Biotechnology Innovation Organization Chairman 
Jeremy Levin, CEO of Ovid Therapeutics; BIO CEO 
Michelle McMurry-Heath; Paul Hastings, CEO of Nkarta 
Therapeutics; Ted Love, CEO of Global Blood Therapeutics; 
Ron Cohen, CEO of Acorda Therapeutics; Rachel King, 
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CEO of GlycoMimetics; John Maraganore, CEO of Alnylam 
Pharmaceuticals; and Richard Pops, CEO of Alkermes. 
All of the biotech CEO signatories are current or former 
members of BIO’s Board.

“These new products will need to be manufactured in 
large quantities and distributed rapidly to all segments of 
our society,” the letter read. “Physicians, public health 
officials, patients and healthy citizens will need to be 
educated as to their safety, efficacy, and risk/benefit. Their 
widespread adoption will be based on trust in the integrity 
of the scientific and public health principles governing their 
development and approval.”

The signatories urged biopharma companies to ensure 
that clinical trials were conducted according to best 
practices to ensure credibility of their data and ethical 
participation of diverse study populations, while the 
resulting data should be disclosed at “well-respected” 
scientific meetings or in peer-reviewed journals. 

Data should not be disseminated via press release 
alone, and data released to the press should be “clear 
and include accurate descriptions of key data points” 
while stating that the full data will be submitted for peer 
review.

Regarding the FDA, they wrote that the agency should 
maintain its independence as the  “gold-standard” 
international regulatory body and be free from external 
influence, in order to provide assurance to the public. 
And political considerations should be set aside by both 
parties. 

Moreover, use of products should be driven by data, 
they wrote, noting that different subpopulations would 
react differently to medicines. They singled out vaccines 
in particular when they wrote, “The public should be 
assured that only rigorously considered data will dictate 
the subsequent use of any product.”

While not referring to them explicitly, the letter’s list 
of principles coincides with a number of growing concerns 
surrounding the development of drugs and especially 
vaccines against Covid-19, as well as criticism that the 
FDA has fallen under the political influence of the Trump 
administration in its decisions.

One of the earliest announcements of data from 
Moderna, which in May announced early data for its 
vaccine against SARS-CoV-2, mRNA-1273. However, 
while shares of the company rallied on the news, many 
observers pointed out that the data were far too early to 
draw conclusions.

Last month, experts writing in The New England 
Journal of Medicine stated that the Phase III clinical trials 
testing Gilead Sciences’ antiviral drug remdesivir were 
insufficiently diverse, not reflecting the disproportionate 
morbidity and death caused by Covid-19 in Black, Latino 
and Native American populations in the U.S. More recently, 
fears have mounted that the FDA has been issuing some 
emergency use authorizations – particularly the one granted 
for convalescent plasma – under political pressure, and 
that it may fast-track a vaccine against the SARS-CoV-2 
virus under similar pressure.

Source: Alaric DeArment, www.medcitynews.com, 04.09.2020

l    l    l
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(AAAS and EurekAlert! are not responsible for the accuracy of 
news releases posted to EurekAlert! by contributing institutions or 
for the use of any information through the EurekAlert system).

Source: EurekAlert Science News, 20.07.2020

    

New drug targets for lethal brain cancer 
discovered

Researchers have discovered more than 200 genes 
with novel and known roles in glioblastoma - the most 
aggressive type of brain cancer that offer promising new 
drug targets. Researchers from the Wellcome Sanger 
Institute, Addenbrooke’s Hospital and their collaborators 
engineered a new mouse model to show for the first time 
how a mutation in the well-known cancer gene, EGFR 
initiates glioblastoma and works with a selection from 
more than 200 other genes to drive cancer. The results, 
published  in Genome Biology present the first mouse 
model of its kind, which is available for the research 
community to advance new treatments for this lethal 
form of brain cancer. Glioblastoma is an aggressive form 
of brain cancer. It is treated with surgery followed by 
chemotherapy or radiotherapy, however, glioblastoma cells 
can evade treatment and tumours return. The prognosis 
is poor - the average patient survives for 12-18 months 
following diagnosis. 

New, targeted treatments and immunotherapies are 
currently being developed to help glioblastoma patients. 
It is still not known exactly why glioblastomas begin to 
grow. In a new study, researchers from the Wellcome 
Sanger Institute and their collaborators created a new 
mouse model with glioblastoma to investigate which genes 
were implicated in cancer. The model showed that the 
well-known cancer gene, EGFR (Epidermal Growth Factor 
Receptor) can alone initiate the brain tumours to grow in 
mice, resulting in tumours that were highly representative 
of human glioblastomas. Dr Imran Noorani, a corresponding 
author previously from the Wellcome Sanger Institute, and 
now based at Addenbrooke’s Hospital and the University 
of Cambridge, said: “We have created a new mouse model 
for studying the lethal human brain cancer, glioblastoma. 
For the first time, we showed that the familiar cancer 
gene, EGFR is capable of initiating glioblastoma and we 
identified new driver genes, whose potential for therapeutic 
targeting deserves further exploration.” To identify which 
genes help EGFR to drive cancer, the team used the 
PiggyBac transposon technique - a small section of DNA 
inserted into different parts of the genome to introduce 
mutations. This revealed more than 200 known and novel 

mutations in tumour suppressor genes that were working 
with EGFR to drive brain tumour growth, many of which 
present new drug targets. The team compared the results 
with human genome sequences from glioblastoma patients 
and uncovered many genetic mutations found in both 
humans and mice. Human genomic data contains many 
mutations implicated in glioblastoma, without a clear 
indication of which specific mutations drive cancer. With 
the new mouse model, the team were able to narrow down 
on which mutations drive glioblastoma, which will focus 
on future drug development. 

Professor Allan Bradley, previously Director of the 
Wellcome Sanger Institute, and now Chief Scientific Officer 
of Kymab and Professor in the Department of Medicine, 
University of Cambridge, said: “Glioblastoma patients 
urgently require new, targeted therapies. Unfortunately, 
glioblastoma tumours can become highly resistant to 
therapies that target specific molecules, as there are 
many other genetic drivers that can ‘take over’ progressing 
cancer. This new mouse model provides the missing link 
to translate findings from new potential treatments tested 
on mice to Clinical Trials.”

Source: ANI, ET-Health World, 30.07.2020
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What are the next steps in the trial? 

The results so far are promising, but their main purpose 
is to ensure the vaccine is safe enough to give to people. 
The study cannot show whether the vaccine can either 
prevent people from becoming ill or even lessen their 
symptoms of Covid-19. 

More than 10,000 people will take part in the next 
stage of the trials in the UK. However, the trial has also been 
expanded to other countries because levels of  Coronavirus 
are low in the UK, making it hard to know if the vaccine 
is effective. 

There will be a large trial involving 30,000 people 
in the US as well 2,000 in South Africa and 5,000 in 
Brazil. There are also calls to perform “challenge trials” 
in which vaccinated people are deliberately infected with 
Coronavirus. However, there are ethical concerns due to a 
lack of treatments. 

When will I get a vaccine? 

It is possible a Coronavirus vaccine will be proven 
effective before the end of the year, however, it will not be 
widely available. Health and care workers will be prioritised 

as will people who are deemed at high risk from Covid-19 
due to their age or medical conditions. 

However, widespread vaccination is likely to be, at the 
earliest, next year even if everything goes to plan.  Boris 
Johnson said: “Obviously I’m hopeful, I’ve got my fingers 
crossed, but to say I’m 100% confident we’ll get a vaccine 
this year, or indeed next year, is, alas, just an exaggeration. 
“We’re not there yet.”

What progress is being made with other vaccines?

The Oxford vaccine is not the first to reach this 
stage, with groups in the US and China also publishing 
similar results. The US Company Moderna was first out 
of the blocks and its vaccine can produce neutralising 
antibodies.

They are injecting Coronavirus RNA (its genetic 
code), which then starts making viral proteins in order 
to trigger an immune response. The companies BioNtech 
and Pfizer have also had positive results using their RNA 
vaccine.

Source: James Gallagher, Health and Science Correspondent, 
BBC News, 20.07.2020 (Excerpts)
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for April is even grimmer. “For the anti-infectives segment 
(antibiotics primarily), the sales in the first 15 days of April 
are down by 67 per cent compared to the first 15 days of 
March,” said the senior official of a Mumbai-based drug 
major. He reasoned that demand for antibiotics, and even 

According to data from market research firm AIOCD AWACS, Calpol 
saw sales of `17.9 crore in December, when it was the number 3 

drug in the category

    

gastrointestinal medicines etc. is slowing down, with people 
staying indoors, eating home-cooked food and taking care 
of their health. “The industry expects the value growth this 
year to slow down to 1.5-3 per cent if the crisis continues. 
Apart from new launches and smaller brands getting hit, 
logistics challenges will also affect overall sales,” said CEO 
of a drug major on condition of anonymity.

Source: Sohini Das, Business Standard, 25.04.2020
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CII further suggested the adoption of wide scale 
E-ICU/tele-consultation to tackle the spread of COVID-
19, especially in its phase 3 and 4. CII has already set up 
the control centre and the backend systems required for 
E-ICU and these can be scaled up with the support of the 
Government, as necessary.

On pharmaceuticals, CII said that the current situation 
makes a compelling case for Indian Government to declare 
API as a strategic sector as most inputs are imported. 
Industry also suggests that firms for which capacity 
utilization is 40% may be permitted to produce API which 
are being imported. Approvals for new investments should 
be fast-tracked. CII has proposed that blanket environment 
permission be provided to manufacture any API on 
submission of self-certification to comply with pollution 
load requirement.

The CII recommendations to strengthen API and 
intermediates production in the country include creation 
of large API parks with fiscal benefits for existing API and 
intermediates plants, supportive regulatory framework 
and common infrastructure facilitating single window 

clearances for API parks, boosting drug formulations 
from indigenous API and its intermediates and providing 
incentives for new product development, processes and 
technology, among others.

CII stated that the outbreak could lead to significant 
shortage of supply in the medical technology sector as well, 
especially for critical medicines and medical devices such 
as thermometers, nebulizers, glucometers, etc.  

The medical devices market too is heavily import 
dependent, at around 70-80%, with imaging equipment 
(CT & MRI scanners), cardiac stents, orthopedic implants, 
glucometers and critical care equipment cornering a large 
share. Many raw materials and components are imported 
from China.

While the real impact on industry is likely to be visible 
only after April 2020, the local manufacturer’s capacities 
will need to be bolstered, which would likely become 
reliable sources amidst global shortages, said CII.

Source: Pharmabiz, 21.03.2020
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Sri Lanka pharma firms say no shortage 
of drugs, not to panic buy

Sri Lanka’s pharmaceuticals firms said there is no 
shortage of drugs in the country and urged the public not to 
engage in panic buying after two domestically transmitted 
cases of Coronavirus was discovered.

“There is currently enough stock to meet three months 
of normal demand and we will make sure that the supply 
chain is not disrupted,” Kasturi Chellaraja, Chairperson 
of the Sri Lanka Chamber of the Pharmaceutical Industry 
(SLCPI) said in a statement.

“We need to be sensible and judicious in our reaction to 
the current situation and not panic.” The pharma chamber 
said they were urging calm because there were reports from 
pharmacies that some customers were buying up two to 
three months of drugs. Pharma firms store drugs in specially 
built warehouses. Incorrectly overstocking medicines at 
home can affect the efficacy of medicines she said.

“For example, cartons protect the product from light 
which can otherwise degrade the product; sometimes 
desiccants are used to protect the product from moisture,” 
she said.

“Sri Lanka is a small market and the excellent 
relationships that our Chamber members have with 
multinational pharmaceutical manufacturers worldwide, 
will ensure that we will not run out of stock,” Chellaraja 
said.

The chamber was monitoring supply chains and was 
confident there would be no interruption.

Europe was the largest manufacturer of drugs 
and Sri Lanka imported pharmaceuticals mostly from 
India. 

Despite China making about 60 percent of the raw 
material, the risk of Sri Lanka running out of medicines is 
slim, the chamber said. 

Source: Economy Next, 13.03.2020
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URGENTLY REQUIRED 
USED R & D EQUIPMENTS

We are an established 
pharmaceutical company having 
manufacturing facility in Navsari, 

Gujarat.

We are looking for used R & D 
Equipments mainly for Tablet and 

Liquid Departments.

Interested parties may contact our 
Mumbai office with relevant details:

Meridian Enterprises Pvt. Ltd. 
Email: gaurav@meridianentp.com 

Contact No.: 022-66084217 

USED PHARMA 
MACHINERY FOR SALE

Complete tablet section in good 
condition (GMP and Standard) 

having Rotary 27 Stn. and 16 Stn., 
Blister 300 and 150, Mass Mixer 

200 kg and 100 kg, Fluid bed dryer 
60 kg, Tray dryer, Strip Packing 

Combi Pack, UV Spectrophotometer, 
Multi-mill. Shifter etc.

For Enquiry:  
Mob: 09827152837  

Email:  
mpplt_mpplt@yahoo.co.in
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For Advertising in the 
Classified Columns and also 

for Series  Advertisement 
Discount  

Please contact :  
Advertising Dept.  

IDMA BULLETIN 
 Tel.: 022 - 2494 4624 / 2497 

4308 / Ext.: 103  
Fax: 022 - 2495 0723 / E-mail: 

ppr@idmaindia.com

    

331,Kalyandas Udyog Bhavan,Century Bazar Lane, 
Worli, Mumbai-25

NEED MANPOWER FOR 
YOUR COMPANY?

“We are a leading job placement 
consultant working for the Pharma Industry 

with excellent candidate profiles  
to suit all your requirements.” 

Contact:  
Gargi Mukherjee: 9987799131/02232261414 

email: marichiconsultants@gmail.com 
Candidates can also register their resume at 

email: hrgargi@gmail.com

525/-

250/-

45/-

10/-

325/-

85/-

425/-

KIND ATTENTION OF  ALL SUBSCRIBERS OF 

INDIAN DRUGS
We are pleased to state that  INDIAN DRUGS – our monthly magazine - is 

available ONLINE. In order to enable you to have access of  
Indian Drugs online, kindly arrange to E-mail us your updated email ID on 

admin@idmaindia.com / actadm@idmaindia.com 

 For more details, please contact:  Publications Department: 
 Tel:022-24944624/ 24974308 / Fax: 022-24950723 / E-mail: mail_idma@
idmaindia.com / web:www.idma-assn.org  / www.indiandrugsonline.org  

Have you renewed your membership for the 

Current Year 2016-2017?
If not, please do so Kindly Contact IDMA Secretariat at:  

Email: actadm@idmaindia.com / 
 accounts@idmaindia.com  

Tel.: 022 - 2494 4624 / 2497 4308  / Fax: 022 - 2495 0723

For Advertising in the Classified 
Columns and also for series 

advertisement discount  
please contact: Mr Chettiar 

(+9820629907) Publications Department

IDMA BULLETIN 
 Tel.: 022 - 2494 4624 / 2497 4308 /  

Fax: 022 - 2495 0723/  
E-mail: mail_idma@idmaindia.com,  

Website: www.idma-assn.org,  
www.indiandrugsonline.org 

    

INDIAN DRUGS ONLINE
PUBLISHED ON 28th OF EVERY MONTH 

ADVERTISEMENT BANNER RATES FOR INDIAN DRUGS WEBSITE  
(Rates in Rupees per insertion)

Position Size RATES VALIDITY
Right Side Banner 180 X 150 Pixel 25,000 3 MONTHS

Left Side Banner 180 X 150 Pixel 25,000 3 MONTHS

Terms and Conditions

 All payments by DD in advance only to be made in favour of Indian Drug Manufacturers’ Association, payable at 
Mumbai

 25% discount applicable only for IDMA members 

  15% discount is applicable on Annual Contract for Non IDMA Members

 Please provide Banner Artwork as per the size for  advertisements before the  deadline

 Advertisement material must reach us 10 days before the date of release

For more details please contact Publications Department 
Indian Drug Manufacturers’ Association 

102-B, Poonam Chambers, Dr A B Road Worli, Mumbai 400 018. Tel: 24944624/24974308 Fax: 24950723  
Email: admin@idmaindia.com/ mail_idma@idmaindia.com. / Website: www.idma-assn.org / www.indiandrugsonline.org  

    

For Advertising in the Classified Columns and also for series 
advertisements please contact: 

Mr Chettiar (+9820629907) Publications Department

IDMA BULLETIN
Tel.: 022 - 2494 4624 / 2497 4308 / Fax: 022 - 2495 0723/  

E-mail: mail_idma@idmaindia.com, 
Website: www.idma-assn.org, www.indiandrugsonline.org
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CDSCO MATTERS

CDSCO provides guidance on Regulatory Pathway – reg. 
DCG(I) Circular Ref.X-11026107/2020-PRO, dated 20th  March 2020

To,
All Stakeholders through CDSCO web site Copy for 
Information,
PS to JS(R), Ministry of Health and Family Welfare, Nirman 
Bhawan, New Delhi.

Novel Corona-virus Disease (COVID-19) has spread 
over 118 countries with now more than 191,127 cases and 
7807 people have lost their lives as on 18.03.2020. World 
Health Organization (WHO) has declared it as pandemic. 
At present there is no current evidence from randomized 
clinical trials to recommend any specific treatment for 
suspected or confirmed patients with COVID-19.

In order to encourage research & development of drug 
or vaccine for prevention or treatment of COVID-19, any 
application submitted to CDSCO will be processed on high 
priority. CDSCO will also provide guidance on regulatory 
pathway on such matter.

The details are as under -

1. Any firm having a Drug Vaccine under development 
for COVID-19 can directly approach DCG(I) through 
Public Relations Office for seeking guidance for 
regulatory pathway.

2. Any firm or research institute having protocol for 
repurposing of existing drugs/vaccines for treatment 
of COVID-19 will also be given priority for review and 
approval.

3. Applications for Clinical Trial permission and 
applications to import or manufacture Drug Vaccine 

for sale and distribution would be processed on 
priority though expedited review/accelerated 
approval.

4. Any firm having DrugNaccine already approved for 
COVID-19 in any other country can directly approach 
DCG(I) through Public Relations Office regarding 
expedited review/accelerated approval for marketing 
in India.

5. Data requirement for animal toxicity study, clinical 
study, stability study etc. may be abbreviated, 
deferred, or waived on case to case basis depending 
upon the type of vaccine, nature of drug, plant from 
which the drug is extracted & its experience in case 
of Phyto-pharmaceuticals.

6. Applications to manufacture or import DrugNaccine 
for test, analysis and further use BA/BE or Clinical 
Trial may be processed within 7 days.

7. In case of emergency, Import license (Form 10) would 
be granted without Registration Certificate (Form 41) 
subject to approval of Central Government.

For any additional information kindly contact Public 
Relations Office through toll free number 1800 11 1454 & 
write to startupinnovPcdsco.nicin 

Dr V G Somani,  
Drugs Controller General (India),  

Central Drugs Standard Control Organization,  
Directorate General of Health Services, Public Relation Office, 

New Delhi.
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IDMA ACTIVITIES

CSR Initiatives by IDMA with the support of its Members

IDMA donated medicines to the following 
Institutions:

1.   Sai Seva Mandal – which organises walking 
pilgrimage from Mumbai to Shirdi every year for 
approximately 500 pilgrims

2. M. C. Damanwalla Charitable Dispensary,  
Udvada  - This institution aims at helping and treating 
the poor and needy patients, villagers and Adivasis 
who live in and around Udvada and also supplies 
free medicines to them. 

We are thankful to the following members who donated 
medicines for this noble cause:

Sai Seva Mandal:

1. Alkem Laboratories Ltd.

2. Bliss GVS Pharma Ltd.

3. Cachet Pharmaceuticals Pvt. Ltd.

4.  Fourrts (India) Laboratories Pvt. Ltd.

5.  Ind Swift Laboratories Limited

6.  Sai Mirra Innopharm Pvt. Ltd.

M. C. Damanwalla Charitable Dispensary, Udvada:

1. Alkem Laboratories Ltd.

2.  Cachet Pharmaceuticals Pvt. Ltd.

3. Centaur Pharmaceuticals Ltd.

4. Corona Remedies Pvt. Ltd.

IDMA is thankful to the above members for their help 
and support.

    

Have you renewed your Membership for the

Year 2019-2020 & 2020-2021
If not, please do so; kindly contact IDMA Secretariat at:  

Email: actadm@idmaindia.com / accounts@idmaindia.com  
Tel.: 022 - 2494 4624 / 2497 4308  / Fax: 022 - 2495 0723
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CDSCO MATTERS

CDSCO provides guidance on Regulatory Pathway – reg. 
DCG(I) Circular Ref.X-11026107/2020-PRO, dated 20th  March 2020

To,
All Stakeholders through CDSCO web site Copy for 
Information,
PS to JS(R), Ministry of Health and Family Welfare, Nirman 
Bhawan, New Delhi.

Novel Corona-virus Disease (COVID-19) has spread 
over 118 countries with now more than 191,127 cases and 
7807 people have lost their lives as on 18.03.2020. World 
Health Organization (WHO) has declared it as pandemic. 
At present there is no current evidence from randomized 
clinical trials to recommend any specific treatment for 
suspected or confirmed patients with COVID-19.

In order to encourage research & development of drug 
or vaccine for prevention or treatment of COVID-19, any 
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pathway on such matter.
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upon the type of vaccine, nature of drug, plant from 
which the drug is extracted & its experience in case 
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Trial may be processed within 7 days.
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Relations Office through toll free number 1800 11 1454 & 
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Dr V G Somani,  
Drugs Controller General (India),  

Central Drugs Standard Control Organization,  
Directorate General of Health Services, Public Relation Office, 

New Delhi.
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We are thankful to the following members who donated 
medicines for this noble cause:

Sai Seva Mandal:

1. Alkem Laboratories Ltd.

2. Bliss GVS Pharma Ltd.

3. Cachet Pharmaceuticals Pvt. Ltd.

4.  Fourrts (India) Laboratories Pvt. Ltd.

5.  Ind Swift Laboratories Limited

6.  Sai Mirra Innopharm Pvt. Ltd.

M. C. Damanwalla Charitable Dispensary, Udvada:

1. Alkem Laboratories Ltd.

2.  Cachet Pharmaceuticals Pvt. Ltd.

3. Centaur Pharmaceuticals Ltd.

4. Corona Remedies Pvt. Ltd.

IDMA is thankful to the above members for their help 
and support.

    

Have you renewed your Membership for the

Year 2019-2020 & 2020-2021
If not, please do so; kindly contact IDMA Secretariat at:  

Email: actadm@idmaindia.com / accounts@idmaindia.com  
Tel.: 022 - 2494 4624 / 2497 4308  / Fax: 022 - 2495 0723
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The Adyar Cancer Institute (WIA), as you are aware, is 
a public charitable voluntary institute dedicated to the care 
of cancer for the last 60 years. During these Covid Times, 
the institute is badly in need of funds/materials (as Covid 
materials to each health warrior in the hospital is an extra 
burden to such charitable hospital, but still many patients 
are dependent on them), as all patients are treated there 
either free or at a very minimal cost. On the mass request 
by the Hospital for donors & on a specific request for drugs 
from the most respected Chairman of the Hospital Padma 
Vibhushan Dr V Shanta, we volunteered to contribute the 
list of 3 medicines requested by them. Namely Neukine, 
Pegasta & Peg-Grafeel. Indian Drug Manufacturers’ 

IDMA ACTIVITIES

IDMA-TNPKSB CSR Activities

Dr Shanta in Person at the time of donating the medicines. 
She was very thankful to IDMA & all its members. May our 
service to Humanity Continue as ever...

    

Association-Tamil Nadu, 
Puducherry & Kerala State 
Board (IDMA-TNPKSB) 
is glad to inform that on  
8th June 2020, we donated 
Rs.18.00 Lakhs worth 
of these 3 medicines, 
in the presence of our 
Deputy Drug Controller-
Dr Manivanan, IDMA-
T N P K S B - C h a i r m a n - 
Mr Jayaseelan, Vice-
Chairman-Mr Sathish & 
Members Mr Pandian 
&  M r  R a j e s h .  W e 
were fortunate to have  
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Dr Kiran Mazumdar-Shaw, 
Executive Chairperson of India-
based Biocon Limited, was  
named ‘EY World Entrepreneur 
of The Year 2020’ at a ground-
breaking, virtual award ceremony. 
Kiran was picked from among 46 
award winners from 41 countries 
and territories vying for the world 
title. In the award’s 20-year 

history, Kiran becomes the third EY World Entrepreneur 
of The Year Award winner from India. She follows former 
Indian world title winners Uday Kotak of Kotak Mahindra 
Bank (2014) and Narayana Murthy of Infosys Technologies 
Limited (2005). She also becomes the second woman to 
hold the title, following Olivia Lum of Hyflux Limited from 
Singapore in 2011.

Dr Mazumdar-Shaw, 67, founded Bangalore-based 
Biocon Limited in 1978 with just two employees and 
currently leads the company that is now worth close to 
Rs 50,000 crore by market-cap and employs more than 
11,000 people.

On being anointed as the EY World Entrepreneur 
of the Year, Dr Mazumdar-Shaw said, “At its core, 
entrepreneurship is about solving problems. The greatest 
opportunities often arise at the toughest times, and that’s 
been my experience throughout my entrepreneurial journey. 

NATIONAL NEWS (SPECIAL)

 IDMA congratulates Dr Kiran Mazumdar-Shaw on being 
named EY World Entrepreneur Of The Year 2020

My business focus is global health care and the provision 
of universal access to life saving medicine; however, my 
responsibility as an entrepreneur is greater than simply 
delivering value to shareholders.

She added, “Wealth creation can be a catalyst for 
change, and all entrepreneurs have a responsibility to 
the world around them and the communities in which 
they operate. Women also play a hugely important 
role in economic development, and for too long their 
contribution has been ignored. It’s important that we 
use the platform of EY World Entrepreneur of The Year to 
encourage more women to participate in entrepreneurial 
pursuits. I’m truly honoured to receive this prestigious 
award.”

Manny Stul, Chairman and Co-CEO of Moose Toys 
and Chair of the EY World Entrepreneur of The Year judging 
panel, says: “Kiran is an inspirational entrepreneur who 
demonstrates that determination, perseverance and a 
willingness to innovate can create long-term value. The 
judging panel were impressed by her ability to build and 
sustain growth over the past 30 years and by her integrity 
and passion for philanthropy that has delivered huge global 
impact. She has built India’s largest biopharmaceutical 
company on a foundation of compassionate capitalism and 
putting patient needs before profits.”

Source: Moneycontrol, PRNewswire, 04.06.2020

For Advertising in the Classified Columns and also for series advertisements  
please contact:Mr Chettiar (+9820629907) Publications Department
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CDSCO MATTERS

CDSCO provides guidance on Regulatory Pathway – reg. 
DCG(I) Circular Ref.X-11026107/2020-PRO, dated 20th  March 2020

To,
All Stakeholders through CDSCO web site Copy for 
Information,
PS to JS(R), Ministry of Health and Family Welfare, Nirman 
Bhawan, New Delhi.

Novel Corona-virus Disease (COVID-19) has spread 
over 118 countries with now more than 191,127 cases and 
7807 people have lost their lives as on 18.03.2020. World 
Health Organization (WHO) has declared it as pandemic. 
At present there is no current evidence from randomized 
clinical trials to recommend any specific treatment for 
suspected or confirmed patients with COVID-19.

In order to encourage research & development of drug 
or vaccine for prevention or treatment of COVID-19, any 
application submitted to CDSCO will be processed on high 
priority. CDSCO will also provide guidance on regulatory 
pathway on such matter.

The details are as under -

1. Any firm having a Drug Vaccine under development 
for COVID-19 can directly approach DCG(I) through 
Public Relations Office for seeking guidance for 
regulatory pathway.

2. Any firm or research institute having protocol for 
repurposing of existing drugs/vaccines for treatment 
of COVID-19 will also be given priority for review and 
approval.

3. Applications for Clinical Trial permission and 
applications to import or manufacture Drug Vaccine 

for sale and distribution would be processed on 
priority though expedited review/accelerated 
approval.

4. Any firm having DrugNaccine already approved for 
COVID-19 in any other country can directly approach 
DCG(I) through Public Relations Office regarding 
expedited review/accelerated approval for marketing 
in India.

5. Data requirement for animal toxicity study, clinical 
study, stability study etc. may be abbreviated, 
deferred, or waived on case to case basis depending 
upon the type of vaccine, nature of drug, plant from 
which the drug is extracted & its experience in case 
of Phyto-pharmaceuticals.

6. Applications to manufacture or import DrugNaccine 
for test, analysis and further use BA/BE or Clinical 
Trial may be processed within 7 days.

7. In case of emergency, Import license (Form 10) would 
be granted without Registration Certificate (Form 41) 
subject to approval of Central Government.

For any additional information kindly contact Public 
Relations Office through toll free number 1800 11 1454 & 
write to startupinnovPcdsco.nicin 

Dr V G Somani,  
Drugs Controller General (India),  

Central Drugs Standard Control Organization,  
Directorate General of Health Services, Public Relation Office, 

New Delhi.
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treatment, which boosts “innate immunity”, was initially 
approved by the Drug Controller General of India (DCGI) 
for gram negative sepsis which is a disease caused by 
bacteria.

But the scientists found that the pathological symptoms 
of this disease and Covid-19 were quite similar. And given 
the urgency of finding a solution to the rapidly rising  
Covid-19 cases across the world, the scientists thought of 
testing the treatment against the current pandemic caused 
by the SARS-CoV-2 virus.

CSIR got the approval to test “Sepsivac” against  
Covid-19 in a Phase 2 clinical trial about 10 days ago. 
The trial is being conducted on 50 patients at the All India 
Institute of Medical Sciences (AIIMS), New Delhi, AIIMS 
Bhopal, and Post Graduate Institute of Medical Education 
and Research (PGIMER), Chandigarh.

“We expect the results from this Phase 2 trial within 
30-45 days from now. And if the results are encouraging, 
we will seek approval from the Drug Controller because of 
emergency and keep on continuing the Phase 3 trial. That’s 
how it happens,” Ram Vishwakarma, Director, Integrative 
Medicine (Council of Scientific & Industrial Research), 
Jammu, told.

Vishwakarma said that once it applies, the approval 
from the Drug Controller is expected to come fast as it is 
an emergency situation. So if the Phase 2 trial shows that 
“Sepsivac” is effective against Covid-19, the world may 
have a vaccine against the disease as early as one month 
from now, at least for emergency use.

Meanwhile, Vishwakarma informed that CSIR has 
also got approval for conducting Phase 3 clinical trial of 
“Sepsivac” against Covid-19.

“The Phase 3 trials will be done on 1,100 people  
600 will be those who have tested positive but  
non-symptomatic, and 500 will be those who are out of 
hospital,” Vishwakarma said.

How does Sepsivac work?

It contains heat-killed mycobacterium w (Mw), 
an immunomodulator, which is a non-pathogenic 
mycobacterium. “Normally when you develop a vaccine, 
you grow the organism and kill it. It is called heat killed. 
Here we heat killed the bacteria. It is a standard vaccine 
concept,” Vishwakarma said, adding that the bacterium is 
produced by fermentation.

“The treatment we are testing against Covid-19 
is designed to enhance innate immunity which is very 
critical. People who are weak in innate immunity will get 
the infection faster,” he said.

Vishwakarma explained that it is a non-specific 
vaccine which could be used to both cure and protect 
people. He explained that there are generally three types 
of vaccines.

“There are therapeutic vaccines, where you give them 
as a drug for curing. There are prophylactic vaccines, 
which you give to people to protect them. And there are 
some which have both the properties, which are called 
immunomodulators.

“Sepsivac will be an immunomodulator, which will have 
protective effect and therapeutic effect both,” he said.

Vishwakarma is hopeful that the Phase 2 clinical trials 
of the treatment will provide positive results. And because 
the drug is already in use for sepsis or septic shock 
treatment, “human safety is already assured,” he said, 
adding that it will be applicable for all age groups.

“We are keeping our fingers crossed and hoping for the 
best,” Vishwakarma said. As developing a vaccine against 
a new disease takes time, researchers the world over are 
rushing to repurpose existing drugs, vaccines against the 
disease.

  Source:  IANS, IndiaTVNews, 02.05.2020
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In exercise of the powers conferred by section 14 of 
the Customs Act, 1962 (52 of 1962), and in supersession 
of the Notification No.37/2020-Customs(N.T.), dated  
1st April, 2020 except as respects things done or omitted 
to be done before such supersession, the Central Board 
of Indirect Taxes and Customs hereby determines that 
the rate of exchange of conversion of each of the foreign 
currencies specified in column (2) of each of Schedule 
I and Schedule II annexed hereto, into Indian currency 
or vice versa, shall, with effect from 17th April, 2020, be 
the rate mentioned against it in the corresponding entry 
in column (3) thereof, for the purpose of the said section, 
relating to imported and export goods.

SCHEDULE-I

Sr. 
No.

Foreign 
Currency

Rate of exchange of one 
unit of foreign currency 

equivalent to Indian rupees
(1) (2) (3)

(a) (b)
(For Imported 

Goods)
(For Exported 

Goods)
1. Australian Dollar 49.30 47.10
2. Bahraini Dinar 206.20 200.90
3. Canadian Dollar 55.30 53.45
4. Chinese Yuan 11.00 10.70
5. Danish Kroner 11.40 11.00
6. EURO 85.00 81.95
7. Hong Kong 

Dollar
10.10 9.75

8. Kuwaiti Dinar 254.65 238.80
9. New Zealand 

Dollar
46.95 44.75

CBIC MATTERS

CBIC notifies New Exchange  
Rates w.e.f. 17th April 2020 - reg.

Notification No.39/2020-Customs (N.T.), dated 16th April, 2020

10. Norwegian 
Kroner

7.40 7.15

11. Pound Sterling 97.40 94.05
12. Qatari Riyal 21.75 20.45
13. Saudi Arabian 

Riyal
21.10 19.80

14. Singapore 
Dollar

54.60 52.80

15. South African 
Rand

4.25 3.95

16. Swedish Kroner 7.75 7.50
17. Swiss Franc 80.85 77.80
18. Turkish Lira 11.45 10.75
19. UAE Dirham 21.60 20.25
20. US Dollar 77.65 75.95

SCHEDULE-II

Sr. 
No.

Foreign 
Currency

Rate of exchange of 100 
units of foreign currency 

equivalent to Indian rupees
(1) (2) (3)

(a) (b)
(For Imported 

Goods)
(For Export 

Goods)
1. Japanese Yen 72.40 69.80
2. Korean Won 6.45 6.05

F.No. 468/01/2020-Cus.V

Pramod Kumar, Director, Central Board of Indirect Taxes 
and Customs, Ministry of Finance, Department of Revenue,  
New Delhi.  
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IDMA ACTIVITIES

CSR Initiatives by IDMA with the support of its Members

IDMA donated medicines to the following 
Institutions:

1.   Sai Seva Mandal – which organises walking 
pilgrimage from Mumbai to Shirdi every year for 
approximately 500 pilgrims

2. M. C. Damanwalla Charitable Dispensary,  
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3. Centaur Pharmaceuticals Ltd.

4. Corona Remedies Pvt. Ltd.

IDMA is thankful to the above members for their help 
and support.
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Year 2019-2020 & 2020-2021
If not, please do so; kindly contact IDMA Secretariat at:  

Email: actadm@idmaindia.com / accounts@idmaindia.com  
Tel.: 022 - 2494 4624 / 2497 4308  / Fax: 022 - 2495 0723
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CoViD-19 and heart health: The big impact  
that is 100% avoidable 

*Dr Rachna Kataria, MD, Montefiore Medical Center

 As the  Coronav i rus 
pandemic approached the 
New York metro region in 
March, doctors who specialize 
in heart disease already knew 
enough about COVID-19 to 
be very concerned about their 
patients. People with heart 
conditions are among the group 
hit hardest by the infection, 
and we continue to study 

the specific links between COVID-19 and cardiovascular 
disease. While we’re certain the virus interacts with the 
heart in a number of ways, there’s at least one needless 
impact of the pandemic on people with heart disease that 
is 100% avoidable. Here’s what you need to know.

One impact of COVID-19 every heart patient can avoid:

 During the 10 weeks beginning March 15, 2020, 
when COVID-19 was officially declared a health emergency, 
the arrival of heart patients in emergency rooms declined 
dramatically. We knew that heart attacks and strokes don’t 
stop during a pandemic, so it came as no surprise when we 
learned that approximately 5,000 more people than normal 
had died from heart disease in New York State during 
that time period. There are many things that may have 
contributed to this increase during the height of the surge 
in New York, including fear of contracting the virus at the 
hospital or of creating an additional burden on the health 
care system. During a time when elective procedures were 
postponed and many clinics closed to keep people safe, 
not knowing when, whom and how to call for help likely 
caused a tragic delay in seeking necessary care. After an 
additional eight weeks, many people still hesitate to seek 
treatment for health emergencies. This is a completely 
avoidable impact of the pandemic that continues to risk 
the health of heart patients as the pandemic recedes in 
our region.

An emergency is still an emergency:

Heart disease remains the number one killer in the 

United States, taking a life every 37 seconds. If you have 
cardiac symptoms that are not normal for your baseline 
condition, it’s essential that you seek help. If you feel 
something acute (chest pain or discomfort; pain in other 
parts of the upper body such as jaw, arms, neck, back or 
stomach; shortness of breath; or other signs like a cold 
sweat, nausea or light-headedness) call 911 or get to the 
emergency room without delay. The Montefiore Einstein 
Center for Heart and Vascular Care has been taking care 
of patients continuously, right through the worst of the 
pandemic, and we have effective measures in place to 
protect both patients and staff members from COVID-19, 
at the hospital and every facility in the health system. Do 
not delay necessary care for a health emergency today out 
of fear of COVID-19, which you may never have.

How COVID-19 affects the heart:

We’re learning more about COVID-19’s effect on the 
human body every day, but we observed from the start that 
patients with heart disease tend to have worse outcomes 
than those with healthy cardiovascular systems. We 
continue to study how this virus contributes to cardiac 
injury, and we’ve learned a great deal already. COVID-19, 
with its ability to cause a systemic inflammatory response, 
can create significantly increased strain on the heart as it 
works overtime to cope. The virus causes chronic hypoxia 
as it infects the lungs, depriving the body of necessary 
oxygen — including the heart. 

Emerging evidence suggests that the virus may affect 
the heart muscle directly or by way of myocarditis or 
inflammation of the heart muscle. There is also evidence 
that COVID-19 causes blood clots in the heart vessels, 
leading to heart attacks. 

Finally, we’ve seen stress cardiomyopathy. Commonly 
known as Takotsubo or “broken heart syndrome,” this 
is when the heart breaks under stress, and COVID-19 
can cause this if the patient has underlying conditions  
and/or Comorbidities like diabetes, high blood pressure and 
obesity. Although we know that patients with pre-existing 
heart conditions generally fare more poorly, we are still 
learning how Coronavirus and cardiac injuries are linked. 
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Self-care is still some of the best care:

If you are currently under the care of a doctor for heart 
disease, this is a good time to check in and review your 
ongoing care. Telemedicine or doctor video visits are a perfect 
way to clear up questions about any new symptoms that may 
have emerged or concerns about medications you’re taking. 
It’s important to remember that though COVID-19 infection 
is still possible for any of us, maintaining the following heart 
healthy behaviors give you the best chance of staying healthy 
or recovering well if you do contract the virus.

•	 Do not skip medications. 

 Many patients struggled to refill prescriptions during 
the height of the pandemic, and this can be dangerous 
even without COVID-19. Help is always available by 
contacting your doctor or pharmacist. There is always 
a way to get you the medications you need. And please 
don’t let concerns about medications interacting 
poorly with the virus stand in the way. Your doctor is 
the best source of information about this, so don’t 
skip or discontinue any prescribed medicine without 
having a conversation with him or her first. And it 
is just as important to ask your doctor before trying 
any medication or treatment you may be hearing or 
reading about to avoid or treat COVID-19. Some of 
these substances can be particularly dangerous to a 
person with heart disease.

•	 Manage stress levels: 

 We know that stress can be bad for anyone, but 
particularly for people with heart disease. 2020 has 
been a difficult year, and being stuck at home can 

contribute a lot of anxiety. Figuring out what your 
stressors are and avoiding them, like turning off the 
news or limiting your time on social media, can be 
helpful. Exercise is also very beneficial, but with 
gyms closed it’s been hard for many people to keep 
moving. Walking outside is a good alternative, as long 
as you maintain that all important social-distancing 
and wear a mask as recommended. There are also 
many apps available to help you exercise and manage 
stress, including mindfulness and at-home exercise 
programs. If you are still feeling extremely stressed 
and anxious, a telemedicine app like MontefioreFirst 
can connect you with the psychological support you 
need from a professional. 

•	 Mind your diet: 

 Under all circumstances, we tell our heart patients 
to avoid fried foods, too much salt, red meats and 
excessive alcohol intake. We can do a lot for you in the 
hospital, but I always tell my patients that my role as 
a heart specialist is just 20%. The other 80% is up to 
the them. We need to trust each other to do what it 
takes to make the plan work. This feeling of ownership 
helps most people feel empowered to do what needs 
to be done to build the heart healthy habits that can 
protect and restore their lives for years to come.

(Members of the editorial and news staff of the USA TODAY 
Network were not involved in the creation of this content).

(*Dr Rachna Kataria is the daughter of Mr Vasudev Kataria, 
hon Treasurer, IDMA and Director, Vindas Chemical 
Industries Pvt Ltd.)

Source: www.lohud.com, 19.08.2020 (Excerpts)

l    l    l

Medicines are an integral part of health care system. 
Each and every day millions of people are taking the 
medicine for numerous purposes. But after recovery from 
the condition people no longer needed them. Therefore 
often we have gathered all those expired, unused or 
unwanted medicines in our home and trash it eventually. 

A survey was conducted by Drug Disposal Awareness 
Programme (DDAP) team, Delhi on ‘methods of disposing 
these medicines by common people’. The answer was very 
simple as what many of us do is throwing them into dustbin. 

Fate of unused medicines and its impact on our Health
Sacheen Gandhi, Social Talks

Have you ever thought that after throwing them into dustbin 
what is next? From dustbin it goes to dump yard.

 From the yard it may be goes for burning in open 
air and pollute the air, some may be eroded in soil and 
reach to plants/animals; some of it gets mixed with rain or 
water stream and reach to fishes and other water animals 
and humans. So by any of the mechanisms the waste 
of those medicines again revert back to us in a more 
harmful form. Several Pharmaceuticals have been found 
in goat, cow, and human milk. The bio-accumulation of 
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Pharmaceutical products in aquatic animals, plants, and 
animals significantly affects the human life in turn.

As medicines are mostly chemical and once it expires 
it usually becomes a toxic agent. Therefore United States 
Food & Drug Administration initiated ‘drug take back 
programme’ to prevent the entry of these medication into 
environment. But in India drug take back programme is 
not well developed. People are used to dispose medicines 
by common methods such as burning, flushing into toilet 
and throwing somewhere or into waste-basket which results 
in serious environmental and health hazards. 

Major consequences of improper disposal:

1. Development of drug resistance problems: If 
medicines enter into our body unknowingly and without 
any purpose for some time then body produce resistance 
against that drug. Drug resistance is the reduction 
of effectiveness of a medication to cure a disease or 
condition. This specially happens with antimicrobial 
drugs or antibiotics.

2. Cytotoxicity: Medicines for cancer are cytotoxic that 
means kills the healthy cells along with cancerous cells. 
Due to improper disposal these drugs may get into our 
water or food directly or indirectly through plant and other 
animal resources and can cause cancer, infertility, mental 
retardation or other sever health issues. Therefore improper 
disposal is one of the major causes of cancer. 

3. Genotoxicity: It describes the property of chemical 
agents that damages the gene within a cell and cause 

mutations, which may lead to cancer or other hazards and 
can be carried it next generations.

4. Death: Globally about 700,000 people die 
of resistant infections every year because available 
antimicrobial drugs have become less effective at killing 
the resistant pathogens. 

5. Accidental poisoning and drug abuse.

Solution for safe disposal:

World Health Organization has mentioned several 
Guidelines for safety disposal like proper land filling, flushing 
into sink or toilet, high temperature incineration and others. 
But all these practices are mainly for industries and not 
feasible for common public. Therefore Sacheen Gandhi has 
launched an easy and effective solution that can be used by 
common public. The idea is to incorporate those discarded 
medicines with cement or ceramic and convert them into 
solid brick or other structures like flower pot for gardening. 
After solidifying the medicines with cement it become very 
hard and non breakable therefore chances to mix in water 
or air is negligible. With this simple trick people can safely 
dump the medicines easily in home instead of throwing 
them into dustbin. There is a quote “If mindset changes, 
everything on the outside will change along with it”.  

Along with Drugs disposal campaign we are also working 
for Mask & Gloves disposal.  Making people aware about used 
masks and gloves disposal during this Corona Pendamic. 

Courtesy: Mr Sacheen Gandhi, Chief Patron - DDAP - Drug 
Disposal Awareness Program.

l    l    l
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Delivering solutions, shaping the future.

Building a Connected Devices Eco-System 
for Digital Medicines

As Pharmaceutical companies around the world look to address the challenges of 
non-adherence to improve patient health outcomes, they turn to Aptar Pharma.

Today, we are leveraging decades of manufacturing excellence and proven device design 
to offer the widest portfolio of connected solutions and diagnostic tools across all our 
delivery routes. Complemented by our partnerships with leading digital healthcare 
platforms and key stakeholders in healthcare delivery models, we are building a 
connected device eco-system for digital medicines.  

To see how you can move towards a connected future, contact with Sai Shankar, 
Vice President, Global Digital Healthcare Systems, at Aptar Pharma on +1 847 800 6058 
or email sai.shankar@aptar.com


