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EDITORIAL

The healthcare sector is ever-evolving and will always be. We say so, because healthcare is a basic 
necessity of every individual which should always be up to date on healthcare challenges. At pres-
ent, the world is facing multiple health challenges ranging from diseases outbreaks, increasing 
number of drug-resistant pathogens, growing rates of non-communicable diseases to increasing 
rate of environmental pollution and climate change and multiple humanitarian crises, which de-
mand extra efforts from the healthcare sector and governments to combat the challenges in tan-
dem. 

We are pleased to present this Vol. III Issue I of S&A – Pharma Newsletter. Through this Newsletter, 
we aim to share recent information allied to regulatory reforms and updates from pharmaceuti-
cal sector in India as well as from foreign jurisdictions, based on information collated through 
research and appraisal of applicable statutory provisions.

In the present issue, we start with a discussion on the measures taken by the Department of Phar-
maceuticals by amending the Public Procurement Order 2017, to ensure that the purchase prefer-
ences of pharmaceutical products will be given to local pharma products and local pharma sup-
pliers. Going forward, this edition addresses the landmark decision of Lok Sabha by passing ‘DNA 
Technology (Use and Application) Regulation Bill - 2019’ which is formulated to assist the use of 
this technology in forensic investigations. This issue then, discusses the constitution of “Standing 
committee on affordable medicines and health products”, which is formed to ensure availability 
of drugs to the general public at affordable prices.  The next article covers the AYUSH Ministry’s 
announcement of regulating advertisement of Ayurveda, Siddha and Unani medicines in the coun-
try.  Next, the newsletter addresses the Delhi HC decision to overturn ban on Wockhardt’s anti-
inflammatory drug ‘Ace Proxyvon’, a Fixed Dose combination indicated for the relief of pain and 
inflammation. Further, this edition addresses the amendment in DPCO, 2013, where Central Gov-
ernment decides to remove price cap on innovative drugs and rare drugs for the first 5 years from 
its commercial marketing in the country.

From the international arena, we talk about recent regulatory reforms concerning various health 
issues and the health reports focusing on improving health in countries. Here, we discuss a report 
from World Health Organization on top 10 global health threats in 2019, which need urgent atten-
tion from world health associations and governments as well.

We wrap up this issue with US FDA’s year-end review, where FDA records 2018 as a strong year for 
innovations and advances with the highest number of Novel Drugs approvals in last 10 years.

Note: All reasonable precautions have been taken to verify the information contained in this pub-
lication. However, the published material is being distributed without warranty of any kind, either 
expressed or implied. The responsibility for the interpretation and use of the material lies with the 
reader. In no event shall the author and/or the firm be liable for damages arising from its use.

Trust you enjoy reading this issue as well. Please feel free to send your valuable inputs / comments 
at newsletter@singhassociates.in  

          Thank you.

Contributors to the current issue: 
Mr. Manoj K. Singh
Ms. Vijaylaxmi Rathore
Ms. Arnika Sharma
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Revised Public Procurement Policy offers an ocean of 
opportunities for local pharmaceutical suppliers

On January 01, 2019, the Government of India announced that the purchase preferences of pharmaceutical 
products for its Public Procurement Programme (PPO) will be given to local pharma products and local pharma 
suppliers. The preferences refer the percentage (%) of minimum local content in domestically produced drugs, 
which has been increased from 75% in the ongoing fiscal year to 90% for years 2023-25. Moreover, the percentage 
of minimum local content for all the pharma products which are not manufactured in India has also been 
increased from 10% in the ongoing fiscal year to 30% for years 2023-25.

The Department of Industrial Policy and Promotion (DIPP), Government of India, in year 2017, via PPO 2017, had 
declared that the purchase preferences would be given to domestically produced goods and services and also to 
domestic suppliers in all kinds of procurements undertaken by procuring authority. The declaration to encourage 
‘Make In India’ campaign and promote manufacturing and production of goods and services in the country was 
well appreciated by local suppliers and manufacturers.1 

Key points of revised Public Procurement Policy2:  DIPP has identified Department of Pharmaceuticals (DoP) 
as the nodal department for implementing the provisions related to goods, services or works related to 
pharmaceutical sectors. Now, therefore, the DoP has notified that the purchase preference shall be provided by 
all government procuring entities to local supplier of pharmaceutical products as per the prescribed minimum 
local content and Phased Manufacturing Programme:

 y For all the formulations which are manufactured in India, minimum local content  for all the pharma 
products shall be as per the table below :

Pharma Products Minimum Local Content (%)

2018-19 2019-21 2021-23 2023-25

All Pharmaceutical formulations in different dosage forms. 75 80 85 90

 y For all the formulations which are not manufactured in India, minimum local content for all the pharma 
products shall be as per the table below:

Pharma Products Minimum Local Content (%)

2018-19 2019-21 2021-23 2023-25

All Pharmaceutical formulations in different dosage forms. 10 15 20 30

The percentage of minimum local content is calculated by following formula:
Percentage of local content = (DoM-BoM) / (Total BoM) ×100
Where, Dom-BoM = Bill of material sourced from domestic manufacturer, and Total-BoM = Total Bill of material

Note - The revised PPO order shall also be applicable to procurement of medicines made by State Government or 
PSUs under State Government or Local Bodies under Centrally Sponsored Schemes that are fully or partially 
funded by Government of India.

1 https://dipp.gov.in/sites/default/files/PPP-MII-ORDER-2017_15062018_0.pdf 

2 http://pharmaceuticals.gov.in/sites/default/files/PPO%20Revised_0.pdf 
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Conclusion
The Revised Public Procurement Policy order will create a huge opportunity for local pharmaceutical manufacturers 
and suppliers to show their potential and boost their own growth and country’s economy as well. This amendment 
in the policy will help the economy of the country to grow. Further this will also help in affordable quality 
healthcare for all and boost indigenous pharma sector through ‘Make in India’ campaign.
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The DNA Technology (Use and Application) Regulation Bill 2019

In a landmark decision, the Lok Sabha, on January 08, 2019, passed the “DNA Technology (Use and Application) 
Regulation Bill - 20193” (here after referred as “Bill”). The Bill had been introduced in Lok Sabha by the Minister of 
Science and Technology in August 2018 to regulate the use and application of Deoxyribonucleic Acid (DNA) 
technology for establishing identity of certain persons including missing persons, victims, offenders, under trials 
and unknown deceased persons. 

It also includes civil matters such as parentage disputes, issues related to pedigree, immigration or emigration, 
assisted reproductive technologies, transplantation of human organs, and for the establishment of individual 
identity.

The Bill is formulated to assist in forensic investigations and will aid in scientific upgradation and streamlining of 
the DNA testing activities in the country. For that, the Bill seeks:

 y Establishment of a DNA Regulatory Board; 

 y Accreditation of DNA laboratories undertaking DNA testing, analyzing, etc.; 

 y Establishment of the National and Regional DNA Data Banks, 

By providing for the mandatory accreditation and regulation of DNA laboratories, the Bill seeks to ensure that 
every DNA laboratory is required to follow standards of quality assurance in collection, storing, testing, and 
analysis of DNA samples for the proposed expanded use of this technology in this country. All DNA laboratories 
will share DNA data prepared by them with the National and Regional DNA Data Banks. Moreover, the Data Banks 
are required to maintain the following indices: (i) crime scene index, (ii) suspects’ or undertrials’ index, (iii) 
offenders’ index, (iv) missing persons’ index, and (v) unknown deceased persons’ index.

The process for collection of DNA samples
A written consent by individuals is required to collect their DNA samples. There is also the assurance that the DNA 
test results are reliable, and furthermore that the data remain protected from misuse or abuse in terms of the 
privacy rights of our citizens.

The DNA sample collection from suspects may require Magistrate order and/or consent is not required if suspects 
are reported for offences with penalty above seven years.

DNA profile management
DNA profiles are prepared from DNA samples collected from individuals.  The Bill provides a list of sources for 
collection of samples for DNA profiling.  This includes biological substances such as blood sample, hair, and 
mouth swab. Once DNA profiling is performed by DNA laboratories, the laboratories are required to share DNA 
data prepared by them with the National and Regional DNA Data Banks

The Bill also seeks the removal of DNA profiles in case of the crime scene index or missing persons’ index on the 
basis of a written request by the individual. The DNA profile of a suspect will be removed after the filing of a police 
report or as per a court order.  In the case of an undertrial, the DNA profile will be removed on the basis of a court 
order.

3 http://www.prsindia.org/sites/default/files/bill_files/DNA%20Technology%20%28Use%20and%20Application%29%20Regulation%20Bill%2C%20  

 2018%20Bill%20Text.pdf 
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Offences and penalties
The Bill seeks penalty for violations in provisions such as (i) unauthorized disclosure of information from the Data 
Bank, (ii) obtaining information from the Data Bank without authorization, or (iii) using DNA sample without 
authorization. Penalty can be imprisonment up to three years and fine of up to one lakh rupees. Further, the 
penalty for intentional tampering or destruction of biological evidence is imprisonment up to five years as well 
as fine of up to two lakh rupees.

About DNA
DNA or deoxyribonucleic acid is the hereditary material in humans and almost all other organisms. Most DNA is 
located in the cell nucleus (where it is called nuclear DNA), but a small amount of DNA can also be found in the 
mitochondria (where it is called mitochondrial DNA or mtDNA). Nearly every cell in a person’s body has the same 
DNA. The DNA of a person is unique, and variation in the sequence of DNA can be used to match individuals and 
identify them4.

4 https://ghr.nlm.nih.gov/primer/basics/dna 
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Government constitutes NITI-led committee to monitor pricing 
of drugs

The Central Government, with an aim to offer medicines/healthcare products at affordable prices to the public, 
has taken a number of measures ranging from making drugs available through Jan Aushadhi stores to enabling 
price control of essential medicines to promoting prescription of generic medicines by medical practitioners.

Further to this, the Department of Pharmaceuticals (DoP), on January 21, 2019, constituted a “Standing committee 
on affordable medicines and health products (SCAMHP)5” to ensure availability of healthcare products at affordable 
prices in the country. The said committee will function as a recommending body to the National Pharmaceutical 
Pricing Authority (NPPA) regarding prices of pharmaceuticals and other health products. 

The seven-member committee housed and headed by Niti Aayog will meet periodically as needed. Apart from 
NITI Aayog, the committee comprises Chief Economic Adviser to Ministry of Finance, Secretary of Department of 
Health Research, Vice-Chairperson of NLEM, Joint Secretary at Department of Industrial Policy and Promotion, 
Director General of Health Services and an expert in Biomedical devices, Pharmaceuticals or Bio-technology. 

Purpose of Standing Committee
As a recommending body to NPPA regarding prices of drugs and health products:

 y The expert committee will interact with various stakeholders including civil society, manufacturers’ 
associations and individual experts. The committee can co-opt experts from other government 
departments, ministries, organizations or pharma associations as and when required. 

 y The committee can take a matter for examination, suo-moto or on the recommendations/request of DoP, 
NPPA and Department of Health & Family Welfare.

About NITI Aayog
The National Institution for Transforming India, also called NITI Aayog, was formed via a resolution of the Union 
Cabinet on January 01, 2015. NITI Aayog is the premier policy ‘Think Tank’ of the Government of India, providing 
both directional and policy inputs. While designing strategic and long term policies and programmes for the 
Government of India, NITI Aayog also provides relevant technical advice to the Centre and States. 

About NPPA
The National Pharmaceutical Pricing Authority (NPPA) is an independent body of experts in the Ministry of 
Chemicals and Fertilizers. The functions of NPPA, inter-alia include fixation and revision of prices of scheduled 
formulations under the Drugs (Prices Control) Order (DPCO), as well as monitoring and enforcement of prices. 
NPPA also provides inputs to Government on pharmaceutical policies and issues related to affordability, 
availability and accessibility of medicines.

The National List of Essential Medicines (NLEM) is adopted on the basis of essentiality and notified  by Ministry of 
Health & Family Welfare, and is incorporated in the First Schedule of DPCO, 2013 which constitutes the list of 

5 http://pharmaceuticals.gov.in/sites/default/files/Constitution%20of%20Standing%20Committee%20on%20Affordable%20Medicines.pdf 
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scheduled medicines for the purpose of price control6. At present, prices have been fixed by NPPA for 856 
formulations, including 4 medical devices, which are covered under Schedule–I of the DPCO, 20137.

Conclusion
At present, NPPA functions independently on regulating prices of medicines and health products and monitoring 
therein. The new committee will not bring much changes, as it also works on the existing mechanism in which 
drugs declared in scheduled category automatically qualify for price control. The only change is that, the NITI 
Aayog committee will decide which drugs should be under price control, which eventually dilutes the power of 
NPPA as an independent authority. 

6 http://164.100.47.193/lsscommittee/Chemicals%20&%20Fertilizers/16_Chemicals_And_Fertilizers_45.pdf 

7 http://pib.nic.in/PressReleaseIframePage.aspx?PRID=1556407 
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AYUSH prohibits advertisement of ASU drugs 

The AYUSH Ministry has come up with stringent regulatory guidelines to prevent misleading and inappropriate 
advertisements of Ayurveda, Siddha and Unani (ASU) medications in the country. On December 21, 2018, the 
Central Government introduced the eleventh amendment of Drug and Cosmetic Rule, 2018, which addresses 
‘Prohibition of advertisements of Ayurveda, Siddha or Unani drugs’ in public interest.

The need for amendment 
Till date Drugs and Cosmetics (D&C) Act, 1940, regulates the manufacturing, sale and distribution of ASU 
medicines under various provisions of Drugs and Cosmetic Rule, 1945, whereas, the Act which regulates the 
advertisement of prescription-only drugs such as Schedule H, H1 and X to the general public, has not specifically 
addressed the advertisement of ASU drugs. 

The Drugs and Magic Remedies (Objectionable Advertisements) Act, 1954, which regulates the advertisement of 
‘drug’, covers all medicines, substances and articles other than food products. The Act empowers State Government 
to authorize Gazetted Officers to search, seize, examine any record, register, document or any other material 
object related to any objectionable advertisement, and analyze and monitor the veracity of misleading 
advertisements under the provisions of the Act. 

At present 22 States have appointed 621 Gazetted officers to enforce the legal provisions for taking necessary 
actions against the defaulters. Ministry of AYUSH also signed a MoU with Advertising Standards Council of India 
(ASCI), a self-regulatory voluntary organization of advertising industry for suo-moto monitoring of misleading 
advertisements of AYUSH drugs appearing in the print media and TV channels and bring the defaulters to the 
notice of respective State regulators8. 

Despite this, the increasing numbers of complaints of misleading advertisement of ASU drugs has been reported 
in Grievances against Misleading Advertisements (GAMA) portal, Ministry of Consumer Affairs, Food and Public 
Distribution. Therefore, the AYUSH Ministry, after consultation with the Ayurveda, Siddha and Unani Drugs 
Technical Advisory Board has introduced Rule 170 in the eleventh amendment of Drugs and Cosmetics Rules, 
20189: 

Rule 170: Prohibition of advertisements of Ayurveda, Siddha or Unani drugs

The rule restricts ASU drug manufacturers from advertising their products   

The manufacturer of Ayurveda, Unani or Siddha shall not participate in the advertisement of any drugs relating 
to any drug or the use of diagnosis, cure, mitigation, treatment or prevention of any disease, disorder, syndrome 
or condition. 

The advertisement of ASU drugs shall be allowed with conditions 

The Ayurveda, Siddha or Unani drug shall be advertised for the purpose other than restricted purpose after the 
allotment of the Unique Identification Number (UNN). 

8 http://pib.nic.in/newsite/PrintRelease.aspx?relid=176447 

9 http://ayush.gov.in/sites/default/files/Rule%20170%20Prohibition%20of%20Advertisement%20of%20ASU%20drugs.pdf
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The manufacturer of the Ayurveda, Siddha or Unani drug shall apply for the Unique Identification Number for the 
advertisement issued or aired before this notification, within the period of three months from the date of the 
publication of this notification.

The application of advertisement shall be rejected if:

 y It is incomplete; or 

 y the intended advertisement does not contain the contact details of the manufacturer; or 

 y the contents of the advertisement directly or indirectly tantamount to vulgarity or obscenity; or

 y it refers to any Ayurvedic, Siddha or Unani drug in terms which suggest or calculated to lead to the use 
of that drug or medicine for the enhancement of height and dimensions or capacity of performance of 
male or female sexual organs; or 

 y it depicts photographs or testimonials of celebrities or government officials; or 

 y it refers to any Government or Autonomous organization of the Government; or 

 y it gives a false impression about the true character of Ayurvedic, Siddha or Unani drug; or 

 y it makes a misleading or exaggerated claim about the effectiveness of the said drug.

The application procedure for ASU advertisement

The application for the allotment of the unique identification number should be submitted in Form 26 E-4 plus 
application fee plus other supporting documents to the State Licensing Authority or Drug Controller. The state 
licensing authority shall process the application within 30 days from the date of receipt of application.

Monitoring misleading Advertisement of ASU drugs

The State Government may notify the officers of ASU system to undertake the monitoring of the advertisements 
of ASU drugs in the print, electronic, internet and audio-visual media and maintain printed register as well as 
online register of the advertisements with appropriate entries including those found inappropriate or invalid and 
action taken against such faulty advertisements and the State Government shall provide information of the 
advertisements to the Central Government on quarterly basis and also as and when sought by the Central 
Government.

Note - The Central Government shall, in the public interest, prohibit any advertisement of the Ayurveda, Siddha 
or Unani drugs, by notification in the Official Gazette.

Conclusion 
The amendment provides very precise and clear guidelines to address advertisement of ASU medicines. The 
manufacturers of the ASU medicines have to abide by these rules and inclusion of the UNN number will play a 
pivot role in promoting authentic ASU products, and preventing defaulters from misleading public with false 
claim in their advertisement content. 
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Delhi HC quashes ban on Wockhardt’s anti-inflammatory drug

The Delhi High Court, on January 01, 2019, set aside the Central Government’s ban on Wockhardt’s anti-
inflammatory medicine ‘Ace Proxyvon’, a Fixed Dose combination (FDC) of Aceclofenac 100 mg, Paracetamol 325 
mg and Rabeprazole 10 mg, indicated for the relief of pain and inflammation associated with Rheumatoid 
Arthritis, Osteoarthritis and Ankylosing Spondylitis10.  The Court judgement states that the center’s decision of 
banning the drug is violation of principles of natural justice. The ban issued under Section 26A of the Drug and 
Cosmetics Act, 1945, was administrative and, therefore, the principles of natural justice could not be excluded.

About the Matter
The Center Government (Respondent), in exercise of powers conferred by section 26A of the Drugs and Cosmetics 
Act, 1940, has notified ban on the manufacture for sale or distribution for human use, of 328 Fixed Dose 
Combinations (FDCs) with immediate effect from September 12, 2018. It has also restricted the manufacture, sale 
or distribution of six FDCs subject to certain conditions. 

Wockhardt (petitioner) had challenged the impugned notification on several grounds including: 

i. that the same has been issued in violation of principles of natural justice; 

ii. that the impugned notification is based on the recommendations of the sub-committee of Drug   
 Technical Advisory Board (DTAB), which has been made without application of mind;

iii. that the impugned notification has been passed without following the directives issued by the   
 Supreme Court in Union of India v. Pfizer Limited and Ors. : 2018 (II) SCC 39; and 

iv. that the said FDC has a sound therapeutic justification and poses no risk to human beings.

The petitioners contended that the impugned notification had been issued in violation of principles of natural 
justice. He submitted that the report of the Sub-committee indicates no reason for recommending why the said 
FDCs should be proscribed. Although, it is concluded that there is no therapeutic justification for the said FDC, 
the said conclusion is not supported by any reason. He referred to the detailed submissions made by the 
petitioners before the Sub-committee for establishing the therapeutic justification for the said FDC.

10 http://lobis.nic.in/ddir/dhc/VIB/judgement/07-01-2019/VIB07012019CW97392018.pdf 
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New Drugs Patented Under The Indian Patent Act, 1970 Are 
Outside The Price Control For The First 5 Years From Their 
Commercial Marketing

On January 03, 2019 the Central Government in exercise of the powers conferred by section 3 of the Essential 
Commodities Act, 1955 (10 of 1955), vide order S.O.39(E) (“Amendment 2019”) has amended Para 32 of Drugs 
(Prices Control) Order, 2013 (“DPCO 2013”) which enlists the cases for which the provisions of the DPCO 2013 are 
not applicable. In addition,  the provision of reference data and source data for fixing or revising the ceiling price 
of scheduled formulations under Para 9 of DPCO 2013 have also been amended by Amendment 201911. 

The below table depicts standing of Para 32 and Para 9 of the DPCO 2013 after introduction of Amendment 2019:

DPCO 2013 provisions prior to Amendment 2019 DPCO 2013 provisions after Amendment 2019
Paragraph-32: Non–application of the provisions 
of this order in certain cases. – The provisions of this 
order shall not apply to, - 

a manufacturer producing a new drug patented 
under the Indian Patent Act, 1970 (39 of 1970) 
(product patent) and not produced elsewhere, if 
developed through indigenous Research and 
Development for a period of five years from the date 
of commencement of its commercial production by 
the manufacturer in the country.

a manufacturer producing a new drug in the country 
by a new process developed through indigenous 
Research and Development and patented under the 
Indian Patent Act, 1970 (39 of 1970) (process patent) 
for a period of five years from the date of the 
commencement of its commercial production in the 
country. 

a manufacturer producing a new drug involving a 
new delivery system developed through indigenous 
Research and Development for a period of five years 
from the date of its market approval in India…

Paragraph-32: Non–application of the provisions of 
this order in certain cases. – The provisions of this order 
shall not apply to, - 

a manufacturer producing a new drug patented under 
the Indian Patent Act, 1970 (39 of 1970) (product patent) 
and not produced elsewhere, if developed through 
indigenous Research and Development for a period of 
five years from the date of commencement of its 
commercial production marketing by the manufacturer 
in the country.

a manufacturer producing a new drug in the country by 
a new process developed through indigenous Research 
and Development and patented under the Indian 
Patent Act, 1970 (39 of 1970) (process patent) for a 
period of five years from the date of the commencement 
of its commercial production in the country. 

a manufacturer producing a new drug involving a new 
delivery system developed through indigenous 
Research and Development for a period of five years 
from the date of its market approval in India.

Drugs for treating orphan diseases as decided by the 
Ministry of Health and Family Welfare, Government of 
India.]

11 http://www.egazette.nic.in/WriteReadData/2019/194703.pdf 
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[Paragraph-9: Reference data and source of market 
based data;

The source of market based data shall be the data 
available with the pharmaceutical market data 
specializing company IMS Health (IMS), and if the 
Government deems it necessary, it may validate such 
data by appropriate survey or evaluation.

The Government may in the due course of time come 
out with other appropriate mechanism of collecting 
or obtaining the market based data related to drugs 
and the decision of Government with respect to 
collection or obtaining of data shall be final.

The market based data, for fixing the ceiling price of 
scheduled formulations for the first time after the 
notification of this order, shall be the data of May, 
2012.

The market based data for fixing the retail price of 
new drugs available in the market, shall be the data 
available for the month ending immediately before 
six months of receipt of application for fixing the 
price of the new drug.

The market based data for fixing the ceiling price of a 
scheduled formulation due to a revision in the first 
schedule shall be the data available for the month 
ending immediately before six month of notification 
of revision in the first schedule.

Notwithstanding anything contained in this order, 
the reference date for the formulations which are 
part of the Drugs (Prices Control) Order, 1995 shall be 
as per the provisions of paragraph 10 of this Order. 

[Paragraph-9: Reference data and source of market 
based data;

The source of market based data shall be the data 
available with the pharmaceutical market data 
specializing company IMS Health (IMS), as decided by 
the Government and if the Government deems it 
necessary, it may validate such data by appropriate 
survey or evaluation.

The Government may in the due course of time come 
out with other appropriate mechanism of collecting or 
obtaining the market based data related to drugs and 
the decision of Government with respect to collection 
or obtaining of data shall be final.

The market based data, for fixing the ceiling price of 
scheduled formulations for the first time after the 
notification of this order, shall be the data of May, 2012.

The market based data for fixing the retail price of new 
drugs available in the market, shall be the data available 
for the month ending immediately before six months of 
receipt of application for fixing the price of the new 
drug.

The market based data for fixing the ceiling price of a 
scheduled formulation due to a revision in the first 
schedule shall be the data available for the month 
ending immediately before six month of notification of 
revision in the first schedule.

Notwithstanding anything contained in this order, the 
reference date for the formulations which are part of 
the Drugs (Prices Control) Order, 1995 shall be as per 
the provisions of paragraph 10 of this Order. 

Notwithstanding anything contained in this paragraph, 
for fixing or revising the ceiling price for formulations, 
the Government may, if it is necessary so to do, consider 
market based data available for any month, as deemed 
fit.]

Implication of Para 32 of DPCO after Amendment 2019: 
Prior to the Amendment 2019, only those new drugs were outside the price control which were patented in India 
(product patent) but were not produced elsewhere and were developed through indigenous research & 
development. After Amendment 2019, irrespective of the fact that a new drug is developed and produced by a 
manufacturer outside India, all new drugs (which are patented under the Indian Patent Act, 1970) are outside the 
price control under the DPCO for five years from their commercial marketing in India. 
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The Amendment 2019 would surely benefit new drugs manufacturers who were unable to reap the advantages 
of price control exemption provided under the DPCO only due to the fact that they developed and produced new 
drugs outside India. 

In addition, drugs for treating orphan diseases (as decided by the Ministry of Health and Family Welfare, 
Government of India) are also kept outside the price control by Amendment 2019. This would encourage 
multinational pharmaceutical companies to introduce their drugs in India for treating orphan diseases without 
price control. 

Implication of Para 9 after Amendment 2019: 
The amendment broadens the scope of selecting source data/reference data for fixing or revising the ceiling 
price of formulations and the same is not only limited to IMS health data.  However, it is to be seen in the coming 
times which are the pharmaceutical market data specializing companies whose data will be decided by the 
Government for ascertaining market based data. 
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European Medicines Agency (EMA): Recommends approval of 
six medicines in its January meeting

The European Medicines Agency’s (EMA) Committee for Medicinal Products for Human Use (CHMP) recommended 
six medicines for approval, including two biosimilar and two generic medicines at its January 2019 meeting12.

The six medicines recommended for approval are:
1.  Ajovy- for the Prophylaxis of migraine

On January 31, 2019, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive opinion, 
recommending the granting of a marketing authorisation for the medicinal product Ajovy, intended for 
prophylaxis of migraine. 

Ajovy will be available as a 225-mg solution for injection. The active substance of Ajovy is fremanezumab, an 
analgesic that works by binding to calcitonin gene-related peptide (CGRP). The benefits with Ajovy are its ability 
to reduce the number of monthly migraine days. 

The applicant for Ajovy is Teva GmbH13.

2.  Vizimpro - for the treatment of patients with locally advanced or metastatic non-small cell lung cancer with 
EGFR activating mutations

On January 31, 2019, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive opinion, 
recommending the granting of a marketing authorisation for the medicinal product Vizimpro, intended for the 
treatment of patients with locally advanced or metastatic non-small cell lung cancer with epidermal growth 
factor receptor (EGFR) activating mutation.

Vizimpro will be available as film-coated tablets (15, 30 and 45 mg). The active substance of Vizimpro is dacomitinib, 
a pan-human EGFR (EGFR/HER1, HER2, and HER4) inhibitor, with activity against mutated EGFR with deletions in 
exon 19 or L858R substitution in exon 21. The benefits with Vizimpro are its ability to increase progression free 
survival compared with gefitinib. 

The applicant for Vizimpro is Pfizer Europe MA EEIG14.

3.  Atazanavir Krka - for the treatment HIV-1 infection in adults and children 6 years of age and older

On January 31, 2019, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive opinion, 
recommending the granting of a marketing authorisation for the medicinal product Atazanavir Krka, intended 
for for the treatment of HIV-1 infection in adults and children 6 years of age and older. 

Atazanavir Krka will be available available as hard capsules (150 mg, 200 mg and 300 mg). The active substance 
of Atazanavir Krka is atazanavir, an inhibitor of the viral protease enzyme which is key for viral replication.

12 https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-28-31-january-2019 

13 https://www.ema.europa.eu/documents/smop-initial/chmp-summary-positive-opinion-ajovy_en.pdf 

14 https://www.ema.europa.eu/documents/smop-initial/chmp-summary-positive-opinion-vizimpro_en.pdf 
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The applicant for Atazanavir is KRKA, d.d., Novo mesto15. 
4.  Febuxostat Krka – for Prevention and treatment of hyperuricaemia

On January 31, 2019, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive opinion, 
recommending the granting of a marketing authorisation for the medicinal product Febuxostat Krka, intended 
for the prevention and treatment of hyperuricaemia. 

Febuxostat Krka will be available as film-coated tablets (80 and 120 mg). The active substance of Febuxostat Krka 
is febuxostat, which decreases serum uric acid by selectively inhibiting xanthine oxidase. Febuxostat Krka is a 
generic of Adenuric, which has been authorised in the EU since 21 April 2008.

The applicant for Febuxostat is KRKA, d.d., Novo mesto16. 

5.  Idacio – for treatment of certain inflammatory and autoimmune disorders

On January31, 2019, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive opinion, 
recommending the granting of a marketing authorisation for the medicinal product Idacio, intended for the 
treatment of certain inflammatory and autoimmune disorders. 

Idacio will be available as a solution for injection (40 mg in pre-filled syringe and pre-filled pen and 40 mg/0.8 ml 
for paediatric use). The active substance of Idacio is adalimumab, a tumour necrosis factor alpha (TNFα) inhibitor. 
Adalimumab binds to TNF and blocks its interaction with the p55 and p75 cell-surface TNF receptors. Idacio is a 
biosimilar medicinal product. It is highly similar to the reference product Humira (adalimumab), which was 
authorised in the EU on 8 September 2003.

The applicant for Idacio is Fresenius Kabi Deutschland GmbH17.

6.  Kromeya – for treatment of certain inflammatory and autoimmune disorders

On January 31, 2019, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive opinion, 
recommending the granting of a marketing authorisation for the medicinal product Kromeya, intended for the 
treatment of certain inflammatory and autoimmune disorders. 

Kromeya will be available as a solution for injection (40 mg in pre-filled syringe and pre-filled pen and 40 mg/0.8 
ml for paediatric use). The active substance of Kromeya is adalimumab, a tumour necrosis factor alpha (TNFα) 
inhibitor. Kromeya is a biosimilar medicinal product. It is highly similar to the reference product Humira 
(adalimumab), which was authorised in the EU on 8 September 2003.

The applicant for Kromeya is Fresenius Kabi Deutschland GmbH18.

B.  CHMP negative recommendation for Doxolipad
The CHMP adopted a negative opinion, recommending the refusal of the marketing authorisation for the 
medicinal product Doxolipad, intended for the treatment of breast and ovarian cancer. Doxolipad is a cancer 
medicine that contains the active substance doxorubicin. It was to be available as a concentrate to be made into 
a solution for infusion (drip) into a vein.

15 https://www.ema.europa.eu/documents/smop-initial/chmp-summary-positive-opinion-atazanavir-krka_en.pdf 

16 https://www.ema.europa.eu/documents/smop-initial/chmp-summary-positive-opinion-febuxostat-krka_en.pdf 

17 https://www.ema.europa.eu/documents/smop-initial/chmp-summary-positive-opinion-idacio_en.pdf 

18 https://www.ema.europa.eu/documents/smop-initial/chmp-summary-positive-opinion-kromeya_en.pdf 



1 8
 

  S i n g h  a n d  A s s o c i a t e s

The CHMP’s main concerns that led to the refusal is the results of the bioequivalence study showed that Doxolipad 
is comparable to Caelyx in terms of ‘liposome-encapsulated doxorubicin’, but failed to show that the amount of 
‘free doxorubicin’ is the same for the two medicines.

Therefore, the CHMP was of the opinion that there was insufficient evidence to show that Doxolipad was 
bioequivalent to Caelyx, and it was not possible to establish that the benefits of Doxolipad outweigh its risks

C.  CHMP recommendations on extensions of therapeutic indication
The European Medicines Agency’s (EMA) Committee for Medicinal Products for Human Use (CHMP) has 
recommended a change to the terms of the marketing authorisation for nine drugs via extensions of therapeutic 
indications as described in table (New indication are marked in bold, and removed indication are marked in 
strikethrough)

Sl.no. Name of medicine Full Indication Marketing-
authorisation holder

1 Edistride (dapagliflozin) Edistride is indicated in adults for the treatment of insufficiently 
controlled
type 2 diabetes mellitus as an adjunct to diet and exercise, to 
improve glycaemic control,
as monotherapy when metformin is considered inappropriate due 
to intolerance.
in addition to other medicinal products for the treatment of type 2 
diabetes.
 type 1 diabetes mellitus as an adjunct to insulin in patients with 
BMI ≥ 27 kg/m2, when insulin alone does not provide adequate 
glycaemic control despite optimal insulin therapy.

AstraZeneca AB

2 Forxiga (dapagliflozin) Forxiga is indicated in adults for the treatment of insufficiently 
controlled
type 2 diabetes mellitus as an adjunct to diet and exercise, to improve 
glycaemic control,
− as monotherapy when metformin is considered inappropriate due to 
intolerance.
− in addition to other medicinal products for the treatment of type 2 
diabetes.
type 1 diabetes mellitus as an adjunct to insulin in patients with BMI ≥ 
27 kg/m2, when insulin alone does not provide adequate glycaemic 
control despite optimal insulin therapy.

AstraZeneca AB

3 Hemlibra (emicizumab) Hemlibra is proposed for the treatment for routine prophylaxis of 
bleeding episodes in patients with:
haemophilia A (congenital factor VIII deficiency) with factor VIII 
inhibitors.
severe haemophilia A (congenital factor VIII deficiency, FVIII<1 %) 
without FVIII inhibitors.
Hemlibra can be used in all age groups.

Roche Registration 
GmbH

4 Keytruda 
(pembrolizumab)

The CHMP adopted a new indication as follows:
KEYTRUDA, in combination with carboplatin and either paclitaxel 
or nab-paclitaxel, is indicated for the first-line treatment of 
metastatic squamous NSCLC in adults.

Merck Sharp & Dohme 
B.V.

5 Mabthera (rituximab) The CHMP adopted a new indication as follows:
MabThera is indicated for the treatment of patients with moderate 
to severe pemphigus vulgaris (PV).

Roche Registration 
GmbH

6 Maviret (glecaprevir / 
pibrentasvir)

Maviret is indicated for the treatment of chronic hepatitis C virus (HCV) 
infection in adults and in adolescents aged 12 to <18 years.

AbbVie Deutschland 
GmbH & Co. KG
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Sl.no. Name of medicine Full Indication Marketing-
authorisation holder

7 Orencia (abatacept) The existing indication for Orencia 250 mg powder for concentrate for 
solution for infusion for Polyarticular juvenile idiopathic arthritis:
Orencia in combination with methotrexate is indicated for the 
treatment of moderate to severe active polyarticular juvenile idiopathic 
arthritis (pJIA) in paediatric patients 6 years of age and older who have 
had an insufficient inadequate response to other DMARDs including 
at least one
TNF inhibitor previous DMARD therapy.
Orencia can be given as monotherapy in case of intolerance to 
methotrexate or when treatment with methotrexate is 
inappropriate.

Bristol-Myers Squibb 
Pharma EEIG

8 Praluent (alicocumab) The CHMP adopted a new indication as follows:
“Established atherosclerotic cardiovascular disease
Praluent is indicated in adults with established atherosclerotic 
cardiovascular disease to reduce cardiovascular risk by lowering 
LDL-C levels, as an adjunct to correction of other risk factors:
• in combination with the maximum tolerated dose of a statin with or 
without other lipid-lowering therapies or,
• alone or in combination with other lipid-lowering therapies in 
patients who are statin-intolerant, or for whom a statin is 
contraindicated.

sanofi-aventis groupe

9 Tecentriq (atezolizumab) Tecentriq as monotherapy is indicated for the treatment of adult 
patients with locally advanced or metastatic urothelial carcinoma (UC):
after prior platinum-containing chemotherapy, or
who are considered cisplatin ineligible, and whose tumours have a 
PD-L1 expression ≥ 5% .
Tecentriq, in combination with bevacizumab, paclitaxel and 
carboplatin, is indicated for the first-line treatment of adult 
patients with metastatic non-squamous non-small cell lung cancer 
(NSCLC). In patients with EGFR mutant or ALK-positive NSCLC, 
Tecentriq, in combination with bevacizumab, paclitaxel and 
carboplatin, is indicated only after failure of appropriate targeted 
therapies.
Tecentriq as monotherapy is indicated for the treatment of adult 
patients with locally advanced or metastatic non-small cell lung cancer 
(NSCLC) after prior chemotherapy. Patients with EGFR activating 
mutations mutant or ALK-positive tumour mutations NSCLC should 
also have received targeted therapyies before receiving Tecentriq.

Roche Registration 
GmbH

Note - The CHMP’s assessments are based on a comprehensive scientific evaluation of data. They determine 
whether the medicine meets the necessary quality, safety and efficacy requirements and that it has a positive 
risk-benefit balance. The CHMP carry out a scientific assessment of the application and give a recommendation 
on whether the medicine should be marketed or not. Once granted by the European Commission, the centralised 
marketing authorisation is valid in all EU Member States as well as in the European Economic Area (EEA) countries 
Iceland, Liechtenstein and Norway.
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WHO declares the top 10 global health threats in 2019

We are in the era, where the world is facing multiple health challenges ranging from outbreaks of vaccine-
preventable diseases, increasing number of drug-resistant pathogens, growing rates of non-communicable 
diseases, increasing rate of environmental pollution and climate change and multiple humanitarian crises. In this 
context, the World Health Organization (WHO) has listed out the top 10 global health threats19 which demand 
urgent attention from world health associations and WHO partners in 2019:

Air pollution and climate change
Nine out of ten people breathe polluted air every day killing 7 million people prematurely every year around the 
world. Around 90% of these deaths are in low- and middle-income countries, which have high volumes of 
emissions from industry, transport and agriculture, as well as dirty cookstoves and fuels in homes. Air pollution is 
a major risk factor for heart disease, stroke, chronic obstructive pulmonary disease (umbrella term for several 
progressive lung diseases including emphysema) and lung cancer, and increases the risks for acute respiratory 
infections and exacerbates asthma. 

WHO recommends that the countries with air pollution need to strengthen their climate action plan. However, 
thet sources of air pollution being so diverse, only a combination of three systematic solutions would create 
maximum impact: 1) Replacing existing cooking stoves with clean cooking stoves; 2) Reducing pollution from 
diesel transport; and 3) Restricting open burning of biomass and fossil fuels.

Noncommunicable diseases (NCD)
Noncommunicable diseases, such as diabetes, cancer and heart disease, are collectively responsible for over 70% 
of all deaths worldwide, or 41 million people. 80% of NCDs deaths occur in low- and middle-income countries. 
This includes 15 million people dying prematurely, aged between 30 and 69. Over 85% of these premature deaths 
are in low- and middle-income countries. The rise of these diseases has been driven by five major risk factors - 
tobacco use, physical inactivity, the harmful effects of alcohol, unhealthy diets and air pollution.

Noncommunicable diseases are preventable through effective interventions that tackle these shared risk factors. 
If the major risk factors for noncommunicable diseases were eliminated, around three-quarters of heart disease, 
stroke and type 2 diabetes would be prevented; and 40% of cancer would be prevented.

Global influenza pandemic
There are three types of influenza; seasonal, pandemic and zoonotic. A pandemic occurs when an influenza virus 
which was not previously circulating among humans and to which most people don’t have immunity emerges 
and transmits among humans. These viruses may emerge, circulate and cause large outbreaks outside of the 
normal influenza season. The most notorious pandemic for which data is available was the “Spanish Flu” in 1918-
1919 which caused an estimated 20-50 million deaths worldwide. The WHO estimates that the world will face 
another influenza pandemic -the only thing we don’t know is when it will hit and how severe it will be. It also says 
that Influenza is an ever-evolving disease, so the work on prevention, preparedness and response has to adapt 
continuously to keep up with these changes. 

Fragile and vulnerable settings
More than 1.6 billion people (22% of the global population) live in places where protracted crises (through a 
combination of challenges such as drought, famine, conflict, and population displacement) abound and weak 
health services leave them without access to basic care.  Fragile settings exist in almost all regions of the world, 

19 https://www.who.int/emergencies/ten-threats-to-global-health-in-2019 
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and these are where half of the key targets in the sustainable development goals, including child and maternal 
health, remain unmet. 

The need to strengthen health systems in fragile and vulnerable settings in imminent so that they are better 
prepared to detect and respond to outbreaks, as well as able to deliver high quality health services, including 
immunization. 

Antimicrobial resistance
Antimicrobial resistance is the ability of bacteria, parasites, viruses and fungi to resist active medicines. This 
threatens to send us back to a time when we were unable to easily treat infections such as pneumonia, tuberculosis, 
gonorrhea, and salmonellosis. For example, the resistance to tuberculosis drugs is a formidable obstacle to 
fighting a disease that causes around 10 million people to fall ill, and 1.6 million to die, every year. Drug resistance 
is driven by the overuse of antimicrobials in people, and also in animals, especially those used for food production, 
as well as in the environment. The inability to prevent infections due to microbial resistance could seriously 
compromise surgery and procedures like chemotherapy.

WHO recommends that increasing awareness and knowledge about antimicrobial resistance, reducing infection, 
and encouraging prudent use of antimicrobials could help to tackle this issue. Moreover, the focus of healthcare 
associations to innovate next generation antibiotics would help in future preparedness.

Ebola and other high-threat pathogens
In 2018, the Democratic Republic of the Congo saw two separate Ebola outbreaks, both of which spread to cities 
of more than 1 million people. One of the affected provinces is also in an active conflict zone. This shows that the 
epidemic of a high-threat pathogen like Ebola erupts is critical, what happened in rural outbreaks in the past 
doesn’t always apply to densely populated urban areas or conflict-affected areas.

In this view, WHO promotes its R&D Blueprint to identify diseases and pathogens that have potential to cause a 
public health emergency but lack effective treatments and vaccines. The WHO watch list for priority research and 
development includes Ebola, several other haemorrhagic fevers, Zika, Nipah, Middle East respiratory syndrome 
coronavirus (MERS-CoV) and Severe Acute Respiratory Syndrome (SARS) and disease X, which represents the 
need to prepare for an unknown pathogen that could cause a serious epidemic.

Weak primary health care
Primary health care is usually the first point of contact people have with their health care system, and ideally 
should provide comprehensive, affordable, community-based care throughout life.  WHO says that Healthcare 
systems with strong primary health care are needed to achieve universal health coverage, yet  many countries do 
not have adequate primary health care facilities. Government efforts is needed to revitalize and strengthen 
primary health care in many countries.

Vaccine hesitancy
Vaccine hesitancy – the reluctance or refusal to vaccinate despite the availability of vaccines – threatens to reverse 
progress made in tackling vaccine-preventable diseases. Vaccination is one of the most cost-effective ways of 
avoiding disease – it currently prevents 2-3 million deaths a year, and a further 1.5 million could be avoided if 
global coverage of vaccinations improves. 

Measles, for example, has seen a 30% increase in cases globally. The reasons for this rise are complex, and not all 
of these cases are due to vaccine hesitancy. However, some countries that were close to eliminating the disease 
have seen a resurgence.
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Dengue
Dengue is a mosquito-borne disease that causes flu-like symptoms and can be lethal. It kills up to 20% of those 
with severe dengue and has been a growing threat for decades. A high number of cases occur in the rainy seasons 
in countries such as Bangladesh and India. Over time the dengue season in these countries is lengthening 
significantly (in 2018, Bangladesh saw the highest number of deaths in almost two decades), and the disease is 
spreading to less tropical and more temperate countries such as Nepal, that have traditionally not seen the 
disease. An estimated 40% of the world is at risk of dengue fever, and there are around 390 million infections a 
year.

HIV
The progress made against HIV has been enormous in terms of getting people tested, providing them with 
antiretrovirals (22 million are on treatment), and providing access to preventive measures such as a pre-exposure 
prophylaxis (PrEP, which is when people at risk of HIV take antiretrovirals to prevent infection). 

However, the epidemic continues to rage with nearly a million people every year dying of HIV/AIDS. Since the 
beginning of the epidemic, more than 70 million people have acquired the infection, and about 35 million people 
have died. One of the solution to promote self-testing so that more people living with HIV know their status and 
can receive treatment (or preventive measures in the case of a negative test result).
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USFDA records highest number of Novel Drug approvals in 2018

The approval and launch of new medicines/biological products for marketing often means the availability of new 
treatment for patients and advancement in health care. For this reason the USFDA and its Center for Drug 
Evaluation and Research (CDER) support the pharmaceutical industry at every step of innovation which includes 
creating new products, testing and manufacturing procedures, diseases and conditions that new products are 
designed to treat.  USFDA also provides scientific and regulatory advice needed to bring new therapies to market.

Every year CDER approves a wide range of new drugs and biological products. Some of these products are 
innovative new products including novel drugs that have never before been approved or marketed in the United 
States. According to “2018 NEW DRUG THERAPY APPROVALS” reports20, 2018 was a strong year for innovation and 
advances. In 2018, CDER approved 59 novel drugs, either as new molecular entities (NMEs) under New Drug 
Applications (NDAs), or as new therapeutic biologics under Biologics License Applications (BLAs).

Impact of Novel Drug Approvals
Many of the novel drugs CDER approved in 2018 are notable for their potential positive impact and unique 
contributions to quality medical care and patient treatment. 

 y First-in-Class: CDER identified 19 of the 59 novel drugs approved in 2018 (32%) as first-in-class. These 
drugs often have mechanisms of action different from those of existing therapies. Novel drugs approved 
in 2018 as first-in-class were: Aimovig, Crysvita, Elzonris, Galafold, Gamifant, Lucemyra, Lutathera, 
Onpattro, Orilissa, Oxervate, Palynziq, Poteligeo, Tavalisse, Tegsedi, Tibsovo, Tpoxx, Trogarzo, Vitrakvi, 
and Xofluza:

 y Drugs for Rare Diseases: In 2018, 34 of CDER’s 59 novel drugs (58%) were approved to treat rare or “orphan” 
diseases that affect 200,000 or fewer Americans. Patients with rare diseases often have few or no drugs 
available to treat their conditions. Novel drugs approved in 2018 with the orphan drug designation were 
Asparlas, Braftovi, Copiktra, Crysvita, Daurismo, Diacomit, Elzonris, Epidiolex, Firdapse, Galafold, Gamifant, 
Krintafel, Lorbrena, Lumoxiti, Lutathera, Mektovi, moxidectin, Omegaven, Onpattro, Oxervate, Palynziq, 
Poteligeo, Revcovi, Symdeko, Takhzyro, Tavalisse, Tegsedi, Tibsovo, Tpoxx, Trogarzo, Ultomiris, Vitrakvi, 
Vizimpro, and Xospata.

 y Other Notable Novel Drug Approvals: In addition to the noteworthy first-in-class and orphan-designated 
drugs mentioned above, the 2018 novel drug field also includes these notable examples- Annovera, 
Doptelet, Erleada, Libtayo, Lokelma, and Talzenna.

20 https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/DrugInnovation/UCM629290.pdf 
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About Novel Drugs
Novel drugs are often innovative products that serve previously unmet medical needs or otherwise significantly 
help to advance patient treatments. The active ingredient or ingredients in a novel drug have never before been 
approved. 

Conclusion 
The approvals to these novel drugs introduce new drug regimens which never before marketed in the United 
States, add important medical value to already FDA-approved products. It also highlights the efficiency of CDER 
which reviewed and approved these drugs. The way CDER used a variety of expedited development and 
regulatory review tools to speed these drugs to market, is a lesson to be emulated by other regulatory authorities 
worldwide.

***
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