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57thANNUAL REPORT 2017-18

Dear Member,

This 57thAnnual Report covers varied activities, initiatives and achievements by your Association 
during the last year. This has been possible due to the leadership and guidance provided by our 
National President as also the consistent efforts, support and involvement of our Past Presidents, 
Office-Bearers, our very active State Boards, Chairmen  & Members of various Committees and 
our consultants / advisors. Due to their efforts and our interactions with the concerned Officials 
& Ministers, we have been able to make effective recommendations and representations to the 
government and have successfully managed to get many issues resolved in our Industry’s favour. 
We continue to be known as “Voice of the National Sector” and will always be the apex body of 
Pharmaceutical and API Manufacturers in the country. IDMA is the only Association which supports 
and caters to the needs of the cross section of the industry, namely the Micro, Small, Medium and 
Large manufacturers. We actively support the Formulation, API and Nutraceutical industries. 

MOU between IDMA India and NCPM Sri Lanka

A Memorandum of Understanding (MOU) was signed between IDMA and National Chamber 
of Pharmaceutical Manufacturers of Sri Lanka (NCPM) on 18 May 2018 at Mumbai. At the  
20th IDMA-APA Pharmaceuticals Analysts’ Convention 2018. The MOU was signed by Mr. Deepnath 
Roy Chowdhury, IDMA National President and Dr. Lohita Samarawickrema, President, NCPM.

DOP Schemes for Development of Pharma Industry

DOP issued Guidelines dated 22 June 2018 for Implementation of Schemes for development 
of Pharmaceutical Industry covering Bulk Drugs, Clusters, Pharmaceutical Technology Upgradation 
Assistance Scheme (PTUAS), Medical Devices and PPDS. We had been following up with 
Department of Pharmaceuticals (DOP) to include SSI sector also in the PTUAS scheme, which was 
otherwise restricted to medium scale enterprises only, and for providing more support to our bulk 
drug industry. Our request was adhered to, and SSI sector was included in the PTUAS Scheme.

Urgent Supply of Medicines for flood affected people in Kerala 

Almost all of Kerala state was severely affected by floods in July-August this year. Though 
the Central and Kerala State Governments, along with local administration were trying to provide 
relief, food supplies and other necessities, there was an urgent need for essential medicines. We 
were in regular contact with Health Secretary of Kerala. Mr Jayaseelan, Chairman, IDMA Tamil 
Nadu Puducherry and Kerala State Board (TNKPSB) and his dedicated team co-ordinated all our 
relief efforts. Kerala Government agreed to ensure that the medicines supplied to them reached 
the affected people through their camps and hospitals. IDMA Members, as usual, rose to the 
occasion and donated Medicines worth over `2.2 crores as also cash donations towards flood 
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relief for the people in the State. Some Members and State Boards also forwarded medicines 
through other channels. Gujarat State Board rose to the occasion and had medicines sent by a 
special flight to Kerala. 

Meeting with delegation from GIIC, Guizhou, China

Mr Zheng Hui, Director, Guizhou Maritime Silk Road International Investment Corporation (GIIC) 
visited IDMA on 13 January 2018 along with a delegation to promote investments in Guizhou, a 
landlocked province in the centre of China. They invited Indian pharmaceutical manufacturers to 
set up manufacturing units in Guizhou. Their Government offered free land and also would help 
build the factory at their cost. They would construct the factory according to the design provided 
by the Indian companies and lease it to the companies with 5 years free rental. Manufacturers 
would need to only set up the factory by investing in machineries etc. After 5 years (from date 
of commencement of operations), companies could buy the factory at a pre-determined price. 
They would provide subsidy and other benefits for setting up local R&D, as also loans at 5% to 
7% interest rates. They were interested only in formulations.  They would be free to market their 
products in China or export to India and other countries. We visited Guiyang City, China between 
6th and 10th May, 2018 and met Officials of Global Information Infrastructure Commission: (GIIC) 
at their invitation. We were informed that about 30 Chinese manufacturers of IT and Pharma were 
already operating in Guiyang City, capital of Guizhou province of Southwest China. 

Meeting with delegation from Shangdong province, China

We had a meeting with a delegation of Pharmaceutical and Medical products companies from 
Shangdong province, China on 21st November 2018 at IDMA Office. The delegation was led by 
Mr Chenghua Yin, Bureau of Commerce of Zibo City and comprised of over 20 officials. IDMA 
Members were also well represented. We were informed that Zibo, a prefecture-level city in central 
Shandong had 161 medical industrial enterprises and developed three competitive industrial 
clusters as pharmaceuticals and health products cluster, medical device and pharmaceutical 
equipment cluster, official packing material and pharmaceutical excipients cluster. Similar to other 
provinces they were also inviting Indian companies to set up manufacturing units in their province. 
Following the discussions, we forwarded a MoU for mutually considering opportunities to cooperate 
in pharmaceuticals with them.

FDI in Pharmaceutical Sector - 110th Report of Parliamentary Standing Committee on 
Commerce

The Parliamentary Standing Committee on Commerce tabled their 110th Report on ‘FDI in 
Pharmaceutical Sector’ in Parliament on 13th August 2018. The Committee had taken up the subject 
in May 2011 and had only completed their report. The Committee noted the danger arising out of 
FDI in brownfieldpharma projects to the entire health and IPR framework of our country in terms of 
access and affordability of medicines, domination and elbowing out of our pharmaceutical industry 
comprising of predominantly small and medium pharma units, undue demand and pressure on 
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TRIPS arrangements, etc. The Committee recommended to Government to impose a blanket 
banon any FDI in brownfield pharma projects.

Ministry of Pharmaceuticals or Life Sciences

Ministry of Commerce sent us a note by email on 18 October 2018 seeking our inputs for 
establishing an independent Ministry of Pharmaceuticals or Life Sciences in the Government of 
India. We had been seeking a focussed Ministry that would address all our issues from a single office 
instead of having to approach various departments and Ministries. We welcomed the initiative.

Interaction with Dr Madhur Gupta, WHO and Dr Eswara Reddy, DCG(I)

Dr Madhur Gupta, Technical Officer-Pharmaceuticals, WHO India Country Office and  
Dr Eswara Reddy, DCG(I) addressed our Executive Committee Members on 17 May at Mumbai, 
on the eve of their participation in PAC 2018.  Dr Gupta informed that WHO had conducted  
re-benchmarking exercise and assessed India’s National Regulatory Authorities (NRA) from  
13-17 February 2017 on various counts and found a high level of maturity. Indian medicines 
continued to dominate WHO Prequalification list. Dr Gupta informed us that they had undertaken 
a survey of Indian Pharmaceutical companies for meeting national local and global needs. The 
survey aimed to collect information on new thinking on innovation, transfer of technology, access to 
medicines etc. She was happy to note that the pharmaceutical sector was identified as key sector 
by the Government of India under the ambitious ‘Make in India’ initiative. However, despite an 
attractive value proposition, the Indian pharmaceuticals industry was facing multiple challenges in 
terms of growing concerns over the quality of drugs, price control measures, international standards, 
over- dependence on China for bulk drugs, lack of clarity and predictability in regulations and IPR 
regime. 

Dr Eswara Reddy, DCG(I) was happy to note that Indian Pharma Industry was recognised 
globally as providers of quality affordable medicines. He wished to ensure that Indian Regulators 
were also similarly respected for ensuring that Indian medicines were of top quality and accessible 
globally.  He sought IDMA’s support and suggestions on this.  He informed that Government had 
initiated the process of acquiring PIC/S Membership and were at present provided observatory 
status. He sought industry’s support and co-operation in ensuring that India acquired full Membership 
of PIC/S. 

Quarterly Meetings with Government Officials 

We had regular interaction with various Government officials, as part of our policy to meet them 
in the first month of every quarter. In the course of our meetings, we interacted with Dr. S. Eswara 
Reddy, DCG(I), Dr. K. Bangarurajan, Jt. DC(I), Dr. P. Manivannan, Deputy Drugs Controller of South 
Zone, Chennai, Mr. Sudhansh Pant, Joint Secretary (Health), Mr. D.N. Sahoo, Deputy Secretary 
(Health), Dr R K Vats, Additional Secretary, Health and Chairman, NPPA, Dr. Vinod K Paul, Member, 
NITI Aayog, Mr. Jai Priye Prakash, Secretary, DoP, Mr. Navdeep Rinwa, Joint Secretary, DoP and 
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Mr. Rajneesh Tingal, Joint Secretary, DoP and many other key officials. A number of issues were 
discussed and many were resolved through our interactions and submissions. These are discussed 
in the relevant sections in this report. 

Meeting with Mr Suresh Prabhu, Minister of Commerce and Industry

In our endeavour to inform Ministry of Commerce about the issues related to implementing 
parent-child relationships and uploading of data on DAVA portal, we had regular discussions with 
various officials at Ministry of Commerce. We had a meeting with Mr Suresh Prabhu, Hon’ble Minister 
of Commerce & Industry on 1 November 2018, to seek postponement of aggregation in pharma 
packs for export and uploading of data on DAVA portal. We submitted our request letter on this matter 
and explained in brief that this issue began in 2011 and was vexing the industry since then.  Hon’ble 
Minister assured us that anything that was hurting the industry would be looked into. Following our 
interactions and submissions, Shri Alok Chaturvedi, DGFT issued a Public Notice (dated 1 November 
2018) extending implementation of Parent-Child relationship and uploading data on DAVA portal till 1 
July 2019. This matter is reported in detail in the International Trade and Customs section.

Meeting with Dr. Harsh Vardhan, Minister of Environment, Forest & Climate Change

We met Dr. Harsh Vardhan, Hon’ble Minister of Environment, Forest & Climate Change on  
27 November. We submitted a letter to the Hon’ble Minister highlighting our issues such as 
permission for change in product mix and expansion of capacity etc. This meeting is covered in 
more detail in the Bulk Drugs section. 

Proposed revision of Schedule M

Ministry of Health and Family Welfare released a draft notification dated 5 October 2018 seeking 
to revise and upgrade Schedule M under Drugs and Cosmetics Rules. We circulated the draft 
notification to all Members on 11 October 2018 by email for their inputs. As the proposed revision 
was far reaching and required wide consultation, we requested Department of Health for additional 
time of 90 days to respond with our suggestions. A meeting of our Regulatory Affairs Committee 
was held on 2 November and again on 10 December to discuss the proposed amendment. We 
also prepared a format for providing inputs and emailed it on 7 November to a large number of 
Members and experts requesting for their comments on the proposed revisions. Members may 
rest assured that your Association will ensure that we improve our manufacturing standards as 
envisaged by Government, but will also take care of practical difficulties faced by members.  This 
matter is reported in detail in the Regulatory Affairs section.

Proposed CDSCO name change

Dr Eswara Reddy, DCG(I) sent us a letter dated 6th September 2018 informing that the name 
CDSCO (Central Drugs Standard Control Organisation) was outdated and did not reflect their 
role and responsibilities at present. Hence they were working on changing the name and sought 
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suggestions. Dr R A Mashelkar had earlier recommended Central Drug Authority (CDA) or Indian 
Drug Authority (IDA). Other suggestions were Indian Drug Administration (by DTAB) and Indian 
Medical Products Administration (IMPA). We suggested that ‘Indian Drug Authority’ (IDA) appeared 
to be the ideal name. As requested by them, we also forwarded 2 -3 logos that reflected the qualities 
of the proposed name, and at the same time highlighted the growing stature of our National 
Regulatory Authority. Dr Eswara Reddy was very pleased with our proactive support.

CCI Workshop on Competition Issues in Healthcare and Pharmaceutical Sector in India

The Competition Commission of India (CCI) organized a Two-day Technical Workshop on 
Competition Issues in Healthcare and Pharmaceutical Sector on 28th & 29th August 2018 at Delhi, 
along with Healthcare & Pharmaceuticals Industry. National President Mr Deepnath Roy Chowdhury 
participated in the Panel Discussion on “The Regulatory Regime – Drug Licensing and Bulk Drugs”, 
chaired by Dr. S. Eswara Reddy, DCG(I). Other panellists included Dr. G.N. Singh, Secretary-cum-
Scientific Director, Indian Pharmacopoeia Commission, Dr. Shailendra Kumar, Addl. DG, Prashar 
Bharti & former Director, Ministry of Health, and Dr. Prathiba Sivasubramanian, SAMA, NGO. 

Swachhata Pakhwada

As part of Government of India’s cleanliness drive this year, Department of Pharmaceuticals 
observed Swachhata Pakhwada during 1st September to 15th September 2018 under Swachh 
Bharat Mission. IDMA Members had wholeheartedly participated in these activities last year. 
This year IDMA Secretariat at Mumbai conducted a cleanliness drive on 10th September 2018 at  
B. Y. L. Nair Charitable Hospital in their campus/premises at Mumbai Central, Mumbai. IDMA Delhi 
Office also conducted a cleanliness drive of a Temple and Park in Block B-4, Safdarjung Enclave. 
New Delhi on the same day.

Advanced Programme for Pharmaceutical Quality Management (APPQM) 

Following our success in planning and conducting the Advanced Programme for Pharmaceutical 
Quality Management (APPQM), we received very favourable feedback from the participants and 
their organisations. We are now working on conducting the second series this year. The report on 
this initiative is covered in more detail in the Regulatory Affairs section. 

Pharmac South 2018 at Chennai

IDMA Tamil Nadu Puducherry & Kerala State Board (TNPKSB) successfully organised Pharmac 
South 2018 on 6th and 7th July 2018 at Chennai. 

5th National Conference on Pharma & Allied Industry - PHARMA CONFEX 2018

Saket Projects Limited organised the 5th National Conference on Pharma & Allied Industry - 
PHARMA CONFEX 2018 on 14-15 September 2018 at Ahmedabad. As Guest of Honour, we made 
a presentation on ‘Branded Generics: Boon or Bane’ which was well appreciated 
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Sad demise of Shri Ananth Kumar, Hon’ble Minister of C&F 

Shri Ananth Kumar, Hon’ble Minister of Chemicals and Fertilisers passed away on 12 November 
2018 at Bengaluru. The Minister was intensely involved in resolving the pharmaceutical industry’s 
issues. 

New key Appointments during the year 
•	 Shri	D	V	Sadananda	Gowda,	Hon’ble Minister for Statistics and Programme Implementation was 

also made the Minister of Chemicals and Fertilisers on the demise of Shri Ananth Kumar.
•	 Shri	Sudhansh	Pant,	took charge as Joint Secretary in the Ministry of Health & Family Welfare 

in place of Mr Navdeep Rinwa, IAS.
•	 Shri	Navdeep	Rinwa, IAS took over as Joint Secretary, Department of Pharmaceuticals in place 

of Mr Sudhansh Pant. 
•	 Shri	Rakesh	Ranjan, Member Secretary, NPPA repatriated to his parent cadre w.e.f. 30 April 

2018.
•	 Ms	Preeti	Sudan,Secretary, Department of Health also took charge as Chairperson of FSSAI.
•	 Dr.	Shrikar	Keshav	Pardeshi, lAS, working as Director in PMO, was promoted as Joint Secretary 

in PMO.
•	 Dr	Promila	Gupta, Additional DGHS was appointed as Director General of Health Services 

(DGHS)(officer Incharge) in place of Dr B D Athani. 
•	 Dr.	S.	Venkatesh	later replaced Dr Gupta as DGHS.
•	 Dr	Renu	Swaroop,	has taken charge as Secretary, Department of Biotechnology (DBT), Ministry 

of Science and Technology.
•	 Dr	Balram	Bhargava, a Cardiologist from AIIMS, was appointed as Director General of ICMR.
•	 Shri	 Anup	Wadhawan, lAS, took charge as Secretary, Commerce on superannuation of  

Smt. Rita Teotia.
•	 Padma	Shri	Prof	Dr	Balram	Bhargava is New Secretary Health Research and DG ICMR. 
•	 Dr	Eswara	Reddy,	DCG(I)	- term extended by 3 months as Licensing Authority under Rule 21 

(imports).
•	 Shri	Manish	Bhandari, IAS replaced Shri Sudhir Kumar as Joint Secretary to look after all matters 

pertaining to Drug Regulations and CDSCO.
•	 Shri	Rakesh	Kumar	Vats,	IAS,	Additional Secretary, Department of Health & Family Welfare was 

made Additional Secretary & Financial Advisor, in the same Ministry in the vacancy caused 
due to superannuation of Smt. Vijaya Shrivastava, IAS.

•	 Ms.	Shubhra	Singh,	IAS, was made Chairperson, National Pharmaceutical Pricing Authority. 

Our focussed and detailed representations were widely appreciated, and our Delhi office also 
provided active support in improving Public Relations in Delhi. Representations and achievements 
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of IDMA, as also Circulars and Advisories on urgent matters were emailed immediately, and also 
regularly published in the weekly IDMA Bulletin for the benefit of members.

IDMA has come to be known as the leading industry-representative Association nationally as 
well as internationally, as we have actively participated in all Meetings, Seminars and Forums. The 
visibility has been felt and experienced by one and all as we have always kept the interest of our 
Members in mind and addressed their queries very promptly.

A detailed report of your Association’s activities during the last year is presented in the following 
pages of this Annual Report.

Thanking you for your continued support, and looking forward to receiving the same in the 
years to come. 

With Best Wishes

Daara	B	Patel	
Secretary-General
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57TH ANNUAL REPORT 2017-18

BULK DRUGS

IDMA Meeting with CSIR-IICT, Hyderabad

We organised a meeting with Council of Scientific & Industrial Research (CSIR) on 27 February 
2018 at IDMA Office. CSIR was represented by Dr. S. Chandrasekhar, Director, CSIR-IICT, 
Hyderabad, Dr. T. Shekharam and Dr. Prathama S Mainkar. IDMA was well represented with the 
active presence of Dr Y K Hamied, Mr Anant Thakore, Dr Dinesh Patel, Mr Manish Doshi, Mr N R 
Munjal, Mr Mahesh Doshi, Dr George Patani, Mr Bharat Shah, Mr Smitesh Shah and other senior 
representatives from Sun Pharmaceuticals Ltd, Lupin Ltd, Natco Pharma Ltd, USV Ltd, Aarti Drugs 
Ltd etc. Dr. Shreerang V Joshi and Prof K. G. Akamanchi from Institute of Chemical Technology 
(ICT), Mumbai also participated. All participants interacted enthusiastically with CSIR officials. CSIR 
offered services to industry in the form of either risk sharing with non-exclusive tech transfers or 
industry sponsored exclusive tech transfers for a limited period or any other model which would 
help industry to become self-sufficient. Dr Chandrasekhar made a presentation on the chemistry 
and engineering abilities of CSIR along with some case studies of paracetamol, benzaldehyde and 
hydrazine hydrate wherein CSIR provided end to end solutions. One major development that would 
boost pharma industry was that under the Mission Project, Indian Institute of Chemical Technology 
(IICT), Hyderabad would identify the most suitable lab from five participating labs for the type of 
Chemistry involved and nature of work and put industry in direct touch with the lab to take the 
matter forward. Dr. Chandrasekhar is the Mission Director for the program initiated by CSIR for 
developing technologies for APIs and Intermediates. We have shared a list of intermediates and 
APIs which our Members are interested in to collaborate with CSIR for developing technologies. 

No NOC required for Exports by licensed Manufacturers 

Dr Eswara Reddy, DCG(I) issued a Notice on 21 March 2018 that henceforth no NOC would be 
required for exports to any country, if shipping bills were filed by the licensed manufacturers themselves. 
We suggested that similar to providing NOC for exports of notified drugs, blanket NOC should be 
extended to unapproved drugs too for exports for the duration of Drug manufacturing license and not 
order specific as at present, as along as regulatory requirements are fulfilled and relevant documents 
are provided. Also, subsequent applicants for New  Drug API are required to carry out expensive 
sub-acute toxicity along with all chemical characterisations, which prove to be deterrents to SME API 
manufacturers. It would be more practical to direct first applicant to carry out these tests and get all 
subsequent applicants to prove their API to be chemically identical to API of first applicant. 

Meeting on Strategies to reduce import dependencefor APIs

Ministry of Commerce and Industry had been working on addressing API industry issues in 
order to support API manufacturers to boost production and exports. They organised meetings 
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inviting all relevant Departments and Ministries to participate. Smt Rita Teotia, Commerce 
Secretary chaired a meeting on ‘Strategies to reduce import dependence’ on 16 March 2018 
at Delhi.Though the major hurdles hindering production and growth of API manufacturers 
was environment related approvals and clearances, for some reason, senior officials Ministry 
of Environment were invariably not present in the meetings and thus key issues remained 
unaddressed.

Task Force on Active Pharmaceutical Ingredients

The Department of Pharmaceuticals (DOP) had sent us an OM dated 18 April 2018 informing 
about their setting up a ‘Task Force on Active Pharmaceutical Ingredients’. The Committee was 
tasked with formulation of a roadmap for enhanced production of APIs in the country with  Hon’ble 
Minister of State, Department of Pharmaceuticals, Ministry of Chemicals and Fertilisers as Chairman. 
The Committee also includes Secretaries of various Departments including Pharmaceuticals, 
Health, Environment, DCG(I) etc. 

Uzbekistan proposal on setting up API units

The Government of Uzbekistan had proposed setting of API manufacturing units in 
their country and had sought our industry’s support through Hon’ble Minister of State for 
Chemicals and Fertilisers, Shri Mansukh L Mandaviya. The Minister had led a delegation 
of Indian manufacturers to Uzbekistan in February 2018 in which Mr Viranchi Shah, 
Chairman, IDMA-GSB had represented us. There was apparently no manufacturing of APIs 
in Uzbekistan and they were almost entirely dependent on India and China. They were 
offering free land, minimal power charges etc. However they had no technical manpower to 
run the manufacturing unit. 

Submission of OCEMS by 30 June 2018

CPCB had notified in March 2018 that all industries that were instructed to install online 
emission and effluent monitoring systems and had already installed them, had to fill up 
Compliance Reporting Protocols for Online Continuous Emission & Effluent Monitoring Systems 
(OCEMS) regarding their Company that included manufacturing and effluent treatment setup/
monitoring and submit it to CPCB, one time and also every quarter. The data was to be 
submitted to CPCB by 30th June 2018 and if not submitted, CPCB could penalize individual 
industries resulting in withdrawal of consent to operate given by each state pollution board. 
This was apart from the effluent/emissions data that was continuously being submitted online 
to the CPCB server. CPCB would use this information to check if each industry had the relevant 
online monitoring instrument and the equipment was being monitored as per the CPCB norms. 
This compliance reporting protocol was made available on CPCB website and we forwarded 
a copy in the reminder email to all Members on 22 June 2018 to comply with the OCEMS by 
30 June 2018.
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Meeting with Principal Secretary to Chief Minister, Maharashtra 

We met Dr Bhushan Gagrani, Principal Secretary to Chief Minister Government of 
Maharashtra Dr Gagrani was very co-operative and enthusiastic in understanding bulk drug 
industry issues, as the State Government was working on a Policy to revive bulk drug industry. 
Following discussions at the meeting, we submitted a list of bulk drugs providing various 
options for classification of bulk drugs by: (i) major therapeutic areas, (ii) major chemical 
transformation used in manufacturing process and (iii) based on HS Code for linking to GST. 
These classifications could replace the need of having to apply for approval for each bulk drug 
to State PCB, so that all bulk drugs classified in that list get automatically approved. This would 
speed up manufacturing process and their ability to switch products as required by formulation 
industry and also for exports. 

Meeting with Member Secretary, GPCB

We had been following up with Ministry of Environment and Central Pollution Control Board 
regarding many problems faced by API/bulk drug industry. We met Shri K. C. Mistry, Member 
Secretary, Gujarat Pollution Control Board (GPCB) on 29 June 2018. We informed him that 
present regulations of GPCB pertaining to permission for additional production, change in product 
mix and addition of machinery were preventing growth of API industry in Gujarat. Rules were not 
Industry-friendly for adapting to changing market scenario. To modify existing consent, it required 
a lot of documentation to be submitted along with presentations to be made and took a year or 
more before any permission was granted. In today’s dynamic market, production requirements 
changed month by month and hence our bulk drug industry was unable to effectively compete on 
a global scale. Also, the Board should only regulate quality and quantity of total effluent generated 
by each API unit and not be concerned about specific products being manufactured. The Member 
Secretary was appreciative of our suggestions. However, as API manufacturing industry was listed 
in the Red category of highly polluting industries, API units were required to register compliance 
of online monitoring by submitting data and any failure to do so would result in action being taken 
against individual units. 

Meeting with Principal Secretary - Environment, Maharashtra 

We had a detailed meeting with Shri. Anil Diggikar, Principal Secretary, Environment 
Department,Government of Maharashtra on 29 November. We sought his support for providing 
a favourable environment with industry friendly policies such as fast track Product approval, 
which due to stringent environment regulations took a long time. To ease the approval process, 
we provided three alternatives options for grouping Bulk Drugs for Classification into “Groups” in 
MPCB Consent, which would provide flexibility to manufacturers for speedy change of products 
to meet the fast changing market scenario. The Principal Secretary was very supportive and 
has agreed to take this further with the State PCB. We also had a meeting with Dr Pallavi 
Darade, Commissioner, FDA Maharashtra on 3 December 2018 and sought her support in 
this matter.
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Meeting with Dr. Harsh Vardhan, Minister of Environment, Forest & Climate Change

We had a meeting with Dr. Harsh Vardhan, Hon’ble Minister of Environment, Forest & Climate 
Change on 27 November. We submitted a letter to the Hon’ble Minister highlighting our issues such 
as permission for change in product mix and expansion of capacity etc. Though a notification was 
issued earlier (S.O. 3518 dated 23rd Nov. 2016), on this matter, the implementation took a long 
time in each instance. We requested that manufacturers be allowed change in product mix and 
expansion of capacity on self-declaration that pollution load as sanctioned would be observed.

Request to allow Dual Use API as intermediate

We sought clarification from Dr Eswara Reddy, DCG(I) on applicability of GMP for molecules 
with dual use as an intermediate for manufacturing of an API and also as an API itself. In absence 
of any clarification of the current Rules, our manufacturers of dual-use APIs were required by 
CDSCO to apply the same GMP conditions for an API, even though the molecules were not directly 
formulated as Drugs. DCG(I) informed that all consignments of such dual-use API were being 
tested at present and firms were required to file affidavit on a stamp paper of `100/-. They were 
also ensuring actual use and hence permission for across the board waiver of GMP provisions 
could not be granted.

Import of API listed in IP

We requested Dr Eswara Reddy, DCG(I) that import of any API that was listed in Indian 
Pharmacopoeia (IP) be allowed to be imported as per BP/ USP etc till amendments are made in 
Import Registration and Import Licence. DCG(I) accepted our request and has advised his office to 
communicate to Port Officers that imports be allowed as per BP, USP till it is amended in Registration 
and Import Licence and also ensure that the sample from the import consignment complied with IP.

Clarification on Requirement for In-house Microbiology labs

Microbiology laboratories require dedicated area with costly equipment and specialized 
personnel that are primarily suited for this work. SME API manufacturing units invariably do not have 
their own microbiological laboratories and contract the study to FDA-approved testing laboratories 
that collect and analyse samples. Most non-sterile APIs do not require routine microbiology tests 
and majority of API manufacturers only require water and environmental samples to be analysed 
for microbial contamination.Thus only a few samples every month are required to be analysed and 
expenditure for a fully functional laboratory was not justified. Mandating requirement of in-house 
microbiology lab, even for WHO GMP units would increase financial burden of each manufacturing 
site and lead to duplication of resources, while it did not result in improvement of product quality.  
We requested DCG(I) to relax this requirement of having an in-house microbiology lab for  
non-sterile API manufacturing units. DCG(I) informed us that they were not insisting on such tests 
and if any manufacturer was facing this issue, they could inform him and the SLA would be advised 
not to insist on antimicrobial labs.
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China removes import duty on Cancer drugs

According to media reports, China was making all efforts to get more affordable cancer drugs 
from India and had waived off import tariffs (from the current 5-6%) for 28 HS codes, primarily 
anti-cancer drugs and antibiotics. This move was apparently initiated by release of a Chinese film 
‘Dying to Survive’ based on a true story of a leukaemia patient who sourced low priced oncology 
medicines from an Indian company. Indian drugs are far cheaper in China than similar drugs 
from the West. This could provide an opportunity for our Government to suggest to their Chinese 
counterparts to mutually benefit by taking advantage of each other’s strengths. India could import 
APIs/intermediates from China (when not locally available) and export finished dosage forms back 
to China. This way China would not need to set up its own formulation units and instead source 
from Indian companies, similar to Indian companies sourcing API and Intermediates from China. 
Chinese Government should also be requested to shorten the registration/approval period to 
facilitate this exchange.

Impact of Chinese Goods on Indian Industry’: 145th Report of Parliamentary Standing 
Committee on Commerce

The 145th Report of Parliamentary Standing Committee on Commerce on ‘Impact of Chinese 
Goods on Indian Industry’ was tabled in Parliament on 26 July 2018. The Report considered, 
among other things, the severe impact of Chinese exports of APIs to India and India’s overwhelming 
dependence on China and recommended a few urgent actions including setting up of a Steering 
Committee to oversee the revival of the API industry and also called for concerted policy initiatives 
for correcting the damage done to the domestic API industry. The Report also recommended that 
some immediate measures such as assured protection against dumping, incentivizing of R&D 
process, regular examination of price trends of imported APIs, price incentive for indigenous APIs 
were needed to give the push to the domestic API industry. Detailed extracts from the report was 
published in IDMA Bulletin dated 7 August 2018.

API Industry growth - Issues and Challenges – Meeting with Dr Vinod Paul, Member,  
NITI Aayog

In our discussions with Dr Vinod Paul, Member, NITI Aayog on API Policy, we emphasised 
that, since most of our imports of APIs were from China, it was a national health security concern. 
Prices of APIs were increasing exorbitantly to unmanageable levels in mid-year with prices of many 
APIs imported from China doubling and tripling. The main reason appeared to be the shutdown of 
API plants in China due to environmental concerns raised by the Chinese Government. However, 
efforts to streamline production of APIs to achieve better and useful outputs was a major hurdle 
due to the approval process of Ministry of Environment for existing API units who also appeared 
to be not sympathetic to the needs of API producers. Government was trying to encourage setting 
up of new API units. We suggested that API Parks with CETPs and abundant uninterrupted supply 
of water and power were required to encourage setting up of new projects. We requested that it 
would be more prudent and beneficial to encourage and support existing manufacturers to augment 
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their production capacities and also take up production of other APIs.  In this regard, we submitted 
a composite representation on 6th August highlighting our concerns enclosing list of issues and 
expectations from specified Ministries and also suggesting possible solutionsdemarcated as 
Short term, Medium Term and long term to be handled accordingly. We also provided details of 
the incentives announced by Uzbekistan and Bangladesh who were trying to initiate and boost 
local API production. We requested that similar concessions should be provided to our indigenous 
manufacturers. We also provided excerpts from the 145th report of Parliamentary Committee on 
Impact of Chinese Good on Indian Industry as discussed earlier.

We had another detailed meeting with Dr. Vinod K Paul on 29 August at Delhi. We discussed 
issues and solutions for ease of doing business and growth of our API and Intermediate 
manufacturing sector.  As requested by Dr Paul, we made a detailed presentation on the current 
issues of API industry. The key concerns and roadblocks for API manufacturers were environment 
and pollution control issues, with CPCB, Ministry of Environment and State PCBs being rigid 
and inflexible in understanding bulk drug industry issues. Dr Vinod Paul raised a few specific 
queries such as complying with stringent Environment Rules and Guidelines, Industry Academia 
Partnership action, the need to persist with 200% IT weighted deduction on R&D, Aayushman 
Bharat, incentivizing formulations made with indigenous APIs etc and requested for our inputs. We 
submitted detailed notes on 6 November providing information and data as requested by Dr Paul. 
We also provided a list of essential APIs and Intermediates for import substitution and a paper on 
China as requested by him. We highlighted how the Government of China protected and promoted 
their API industry for ensuring their continued global dominance.

EMPLOYEE RELATIONS & DEVELOPMENT COMMITTEE 

Industrial Employment (Standing Orders) Central (Amendment) Rules, 2018 

Ministry of Labour and Employment notified ‘Industrial Employment (Standing Orders) Central 
(Amendment) Rules 2018’ GSR 235(E) dated 16 March 2018. With this notification, Fixed Term 
Employment (FTE) was legalised as a valid mode of recruitment by companies to meet fixed term 
employment needs for requirements such as executing one time orders, implementing some time 
bound project etc across all sectors of economic activities. These roles would not be permanent 
in nature but require resources which could largely be met through hiring of work force through 
third party contractors. Before the amendment, there was valid concern and risk of these being 
deemed permanent if hired directly by the company under the present law.

LSSSDC GB meeting – Skilling:

The 19th Governing Body meeting of Life Sciences Sector Skill Development Council 
(LSSSDC) was held at IDMA office on 6 November 2018. The meeting was chaired by Dr Satish 
Reddy (Chairman, Dr Reddy’s Laboratories Ltd) and also Chairman of LSSSDC Governing Body 
and also included Mr. D G Shah, DG, IPA, Mr. Bodh Raj Sikri, President, FOPE, Dr. Vadlamudi 
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Rao, former President, IPA, Mr. Ranjit Madan, CEO, LSSSDC and others. Dr George Patani and 
members of Advocacy Group Mr Ramesh Balgi, Mr Chandrahas Shetty and Mr Vijay Dalvi who 
are HR heads of USV, Alembic and FDC respectively also participated. Mr Ranjit Madan made a 
brief presentation highlighting how LSSSDC with support of Training Partners was trying to ensure 
that skilled and certified candidates were made available for companies to hire. They have set up 
a job portal www.skillstojobs.in that would enable companies to screen and hire candidates skilled 
by accredited Training Partners and also access data on skilled candidates pan India. Companies 
could also register their requirements on the job portal. This meeting is also reported in the Industry 
Institutes Interaction Section.

Apprenticeship Reforms & Implementation

At the Governing Body meeting on 6 November, Mr Vasu Sharma of National Skill Development 
Corporation (NSDC) made a presentation on Apprenticeship Reforms & Implementation including 
National Apprenticeship Promotion Scheme (NAPS). Apprentice Rules were amended in 2014 
and also subsequently and these reforms were more employer friendly. There was flexibility for 
companies to engage apprentices within a band of 2.5% to 10% of its workforce. Companies 
could also design courses in line with their Technologies / Future requirements. These apprentices 
could be termed as trainees or by any other name. Provisions of any law with respect to labour 
would not apply to such apprentices. NSDC have set up a dedicated Apprenticeship training portal  
http://apprenticeshipindia.org

Draft Notification on SPE Rules 2018

The Ministry of Labour and Employment had sent us a letter dated 25 October 2018 enclosing a 
draft notification on Sales Promotion Employees (Conditions of Service) Amendment Rules, 2018. 
The letter stated that the proposals for revisions were based on the meeting of Industrial Tripartite 
Committee held on 8 August 2017. We had submitted our suggestions on Agenda Points on  
7 August for their consideration before the ITC meeting and key members of our Advocacy Group 
had also attended the meeting. Subsequently, we also submitted a detailed representation on  
15 January 2018 on the proposed changes to the SPE Rules. These submissions were prepared 
based on inputs received from Mr B C Prabhakar, Advocate. We made a detailed submission 
on 22 November 2018 on the draft notification on the SPE (Conditions of Service) Amendment 
Rules, 2018 with inputs from Mr B C Prabhakar and other experts. We highlighted that the entire 
draft Rules appears to have been drafted without considering the nature of the job of the sales 
promotion employee and without considering whether they could be properly implemented. 
Draft Rules propose to introduce a new Rule-2A to widen the applicability of the Rules only to 
the Pharmaceutical Industry but not to the ten other Industries to which the SPE Act has been 
made applicable. The draft Rules also seeks to mandate provisions for Job Responsibility, Job 
specifications, retirement age, working hours etc that are within the rights and ambit of the 
employer to decide. 
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EXCISE & TAXATION 

NPPA revised prices for GST 

With the introduction of Goods and Services Tax (GST) regime by Government of India as 
scheduled from 1st July 2017, the concept of One Tax One Market One Nation appealed to industry 
with GST promising easy compliance, Uniformity of tax rates and structures, removal of cascading 
taxes to reduce hidden costs of doing business etc. GST Council however, has not hesitated to 
revise certain GST rates and rules as the days passed. 

As GST rates on pharmaceuticals was announced, we requested Chairman, NPPA to notify 
revised prices of controlled products under DPCO 2013 to include GST. We appreciate that the 
Chairman immediately notified the revised prices to enable manufacturers to release the products 
with the revised prices under GST. 

GST Council Meeting – Updates

At the 26th GST Council Meeting in March 2018, the Council recommended significant facilitative 
changes that could broadly be categorised as Relief to Exporters, Policy Changes, E-Way Bill 
etc. Certain key actions and preparations were required to be carried out before 31st March  
(end of the Financial Year) to comply with GST provisions and as listed below:

• Reversal of Input tax credit – As per the rules of Input tax credit, after issuance of tax invoice 
if receiver did not make the full payment of amount within 180 days then the credit taken on 
that invoice was to be reversed. And whenever the payment was made, the receiver could 
take the credit of the amount. Therefore the aging analysis of the debtors and creditors was 
to be done. All old invoices issued before 1st October, 2017, were required to be paid before 
31st March 2018.  

• E-Way bill – It was compulsory to issue E-way bill from 1st April, 2018 for interstate transport. 
In case of interstate supply, the goods were in transit as on 1st April, 2018, it was compulsory 
to generate E-way bill for them. Therefore, it was necessary to take the registration under  
E-way bill system before 31st March.

• Reconciliation – All the taxpayers were directed reconcile the cash ledger, credit ledger and 
liability ledger with their books of accounts. All the entries were to be done before the year 
end. Also debit note, credit note, rate difference, discount, etc were also to be reconciled.

• HSN Code in the Invoice – Before preparing first invoice in the new financial year, taxpayers 
needed to check turnover for the year 2017-18. Taxpayers whose turnover was above  
Rs. 1.5 crores but below `5 crores to use 2-digit code and the taxpayers whose turnover 
was  `5 crores and above to use 4-digit code. Taxpayers whose turnover was below  
Rs. 1.5 crores were not required to mention HSN Code in their invoices.

• New series for tax invoice – If anyone wanted to change the series for billing in the New 
Year, then he could do that from 1st April. New numbering to be started from 1st April.
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• Composition scheme – If any taxpayer wanted to register under composition scheme then 
he could apply in Form GST CMP – 02 before 31st March. Similarly, those who wanted to 
cancel the registration under composition scheme were to apply in Form GST CMP – 04 
before 7th April. They were required to calculate the effects of ITC on closing stock.

• Due dates of the returns – There were various due dates in the April month for filing the 
returns relating to 31st March; such as GSTR 3B for March was to be filed up 20th April; GSTR 
1 by 10th April; GSTR 4 by 18th April and GSTR 6 by 13th April.

• Monthly/ Quarterly returns – Taxpayers were directed to check turnover for the year  
2017-18. If the aggregate turnover was above `1.5 Crore, then the taxpayers had to file 
monthly return. If the aggregate turnover was below `1.5 Crore, then the taxpayers had an 
option to file the quarterly GST returns. Taxpayer could choose any of the options:

• Form GST TRAN 2 – Taxpayers who had filed TRAN 1 and had taken the credit of Excise 
duty paid, without any documents, had to file the details of outward supplies for six months 
in TRAN 2 before 31st March 2018 for availing 40%/ 60% credit.

• GSTR 6 – Input service distributor had to file GST return in form GSTR 6. So 31st March 
was the due date to file GSTR 6 from July 2017 to February 2018.

• Refund – In Maharashtra VAT, there was a provision of refund for excess input tax credit, 
however there was no such provision in GST law. Excess credit needed to be carried forward 
compulsorily.

• GSTR 2 – Details of purchases were reflecting on the portal in the form GSTR 2A. All the 
taxpayers were directed to check the details of purchases before 31st March.

• Valuation of the closing stock – At the time of valuation of closing stock as on 31st March, 
the input tax credit taken on raw material, consumables, semi-finished goods was to be 
calculated. In Excise, there was a concept of making provision for the tax payable on the 
finished goods as on 31st March, no such concept was introduced in the GST.

• Depreciation on the capital asset – At the time of calculating depreciation on the capital 
goods (other than building), if ITC had been claimed, then the tax amount needed to be 
ignored at the time of calculating depreciation.

• Anti-profiteering – The comparative check of the gross profit earned for March 2018 was 
to be done with the gross profit of financial year 2016-2017 or gross profit for April 2017 to 
June 2018. If the gross profit ratio for the March 2018 was higher, then taxpayer was to check 
whether he was trapped in the Anti-profiteering or not.

An Advisory containing these points was emailed to all Members to help them in their GST 
compliance. We made asubmission for allowing Input Tax Credit on free gifts provided under 
schemes like Buy One Get One, bonus offers etc Government had launched a one-time scheme to 
waive late fee for delayed furnishing of filing the GSTR 1 form for the period July 2017 to September 
2018, to encourage taxpayers to furnish the returns. The waiver would be effective till 31 October 
2018 and would provide relief to businesses and traders. 
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Government launched a one-time scheme to waive late fee for delayed furnishing of filing 
the GSTR 1 form for the period July 2017 to September 2018, to encourage taxpayers to furnish 
the returns this provision was made effective till 31 October 2018 to provide relief to businesses 
and traders, who needed to file a summary of the transactions made every month in the GSTR 
3B form and file a detailed return of the sales in GSTR 1 form. Further, due date for businesses 
with more than `1.5 crore, including those registered in Kerala, to file GSTR 1 for the period July 
2017 to September 2018, was also extended till 31 October 2018. Smaller tax payers, with annual 
sales less of than `1.5 crore, too, were allowed to file GSTR 1 without fine till the end of October.  
However, small tax payers in Kerala and those with their principal place of business in Kodagu 
and Mahe, were provided time till 15 November 2018.

Seminar on GST Audit & Annual Returns Filing 

A Seminar on GST Audit & Annual Returns Filing was successfully held at Chennai on 9 
October 2018 at very short notice. Mr Ramachandran of KPMG, Mr Ashok Nawal and Mr Prakash 
Rijhwani made presentations despite the prevailing weather conditions in Chennai, it was very well 
received by the participants. The Chairman informed that similar Seminars would be organised in 
Mumbai, Kolkata and Ahmedabad.

Union Budget 2018-19

The Union Budget 2018-19 was presented in Parliament on 1 February 2018 by Shri Arun 
Jaitley, Finance Minister. No revisions were made in indirect taxes due to implementation of 
GST in July 2017, and also as GST Council had been revising provisions in GST as required.   
A favourable provision for almost all SMEs was the extension of reduced rate of 25% currently 
available for companies with turnover less than `50 crore (in Financial Year 2015-16), to 
companies reporting turnover up to `250 crore in Financial Year 2016-17. There were a few 
other points in Union Budget that was of relevance to pharma industry such as proposing the 
World’s largest Health Protection Scheme Ayushman Bharat covering over 10 crore poor and 
vulnerable families (approximately 50 crore beneficiaries) launched with a family limit upto 
`5 lakh for secondary and tertiary treatment. Free essential drugs and diagnostic services to 
be provided at 1.5 lakh Health and Wellness Centres  as planned in National Health Policy, 
2017 to provide comprehensive healthcare, including for non-communicable diseases and 
maternal & child health services. `1200 crore was budgeted for this flagship programme.  
Private sector was invited to contribute through CSR and philanthropic institutions in adopting 
these centres.

Recommendations for Union Budget 2019-20 Proposals

We submitted our recommendations for Union Budget 2019-2020 proposals to Department 
of Pharmaceuticals on 29 November 2018. We highlighted key issues in GST and Direct Tax 
provisions such as allowing ITC on free samples without cap, exclusion clause on expiry of goods 
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to allow credit on the goods for claiming ITC, single GST registration number to apply to whole of 
India, similarly auditing of every company on all India basis, treating Loan License premises as 
additional place of business, to continue 200% weighted deduction on R&D, to allow small gifts 
etc to doctors that are not personal in nature etc. 

Buy one and Get one, free samples

Promotional schemes such as Buy one and get one or additional quantities for the same price 
etc are part of the pharma business marketing practice for furtherance of business. Section 17(5) (h) 
of the Central GST Act, 2017 states that Input tax credit shall not be available in respect of goods 
lost, stolen, destroyed, written off or disposed of by way of gift or free samples. The Law Review 
Committee however noted in a report submitted to the GST Council that the total consideration 
paid for such goods should be chargeable to GST and input tax credit should not be denied in 
such cases. Essentially, the price paid by the consumer for the goods would be considered for 
the levy of GST, even though one item may have come free with another. By that logic, the input 
taxes on both items would be available to be set off against the final tax. We made  a submission 
to Dr Hasmukh Adhia, Finance Secretary and Revenue Secretary on 4 October 2018 that ideally, 
there should not be any restriction of input credit as long as the goods were given free of cost and 
free samples were for business purposes. From a business standpoint, the cost of all such items 
were already factored in the sale price of products on which GST was paid. We requested GST 
Council to accept the proposals of the Law Review Committee without any cap.

Premise of Loan Licensee registered as Additional Place of Business by the Principal 
Manufacturer 

We made a submission to Mr. Upender Gupta, IRS, GST Commissioner, GST Policy Wing in 
Ministry of Finance on 19 November 2018 that, loan license activity is an accepted and prevalent 
model in the Indian pharmaceutical industry and followed as per provisions under Drugs and 
Cosmetics Rules, 1945. We sought clarity about inclusion of loan licensee’s premises under the 
GST registration of Brand Holder, the Loan Licensor, as additional place of business for the purpose 
of movement of input materials and dispatch of the final product.Additional Place of Business in the 
GST Registration was specially required due to various practical challenges in the pharmaceutical 
industry, such as multiple usage of the raw material and packing material (Common inputs) for 
different finished products having different strengths,multiple input materials supplied against 
delivery challan for getting finished goods converted into different forms on continuous basis etc. 
Tracking, monitoring and reconciliation with each challan was practically impossible as the usage 
of input material may not be for any specific finished product. We submitted that there should not 
be any requirement to follow job work procedure as prescribed under Section 143 of CGST Act 
read with allied Rules in such case and sought exemption from filing of Return under form GSTR 
ITC 04 for Pharmaceutical Industry.
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INDUSTRY INSTITUTES INTERACTION

55th Indian Drugs Annual Day Celebrations 2018

The 55th Indian Drugs Annual Day 2018 on 22 February 2018 at Victor Menezes Convention 
Centre, IIT Bombay. Over 130 delegates including Editorial Committee, Editorial Advisory Board, 
Editorial Board Members, Reviewers of Indian Drugs, Past Presidents and Executive Committee 
Members from IDMA, Principals of various Pharmacy Colleges and other invitees participated 
in the Celebrations. Dr B Suresh, Vice Chancellor, JSS Academy of Higher Education and 
Research, Mysore and President, Pharmacy Council of India, New Delhi graced the occasion 
as the Chief Guest and the Guest of Honour was Dr. Anthony Melvin Crasto, Principal Scientist 
(R&D), Glenmark Pharmaceuticals Ltd..  A number of researchers from the industry who 
participated in the event were given an overview of the research work being carried out at the 
various departments at IIT Bombay.  Details of the program have been listed in the Publications 
Committee Report.

LSSSDC 19th Governing Body meeting 

The 19th Governing Body meeting of Life Sciences Sector Skill Development Council (LSSSDC) 
was held at IDMA office on 6 November 2018. The meeting was chaired by Dr Satish Reddy, 
Chairman, LSSSDC and also included Mr. D.G. Shah, DG, IPA, Mr. Bodh Raj Sikri, President, 
FOPE, Dr. Vadlamudi Rao, former President, IPA, Mr. Ranjit Madan, CEO, LSSSDC and others.  
Dr George Patani and members of Advocacy Group Mr Ramesh Balgi, Mr Chandrahas Shetty 
and Mr Vijay Dalvi who are HR heads of USV, Alembic and FDC respectively also participated. 
Mr Ranjit Madan made a brief presentation highlighting how LSSSDC with support of Training 
Partners was trying to ensure that skilled and certified candidates were made available for 
companies to hire. They have set up a job portal www.skillstojobs.in that would enable 
companies to screen and hire candidates skilled by accredited Training Partners and also access 
data on skilled candidates pan India. Companies could also register their requirements on the 
job portal. 

Apprenticeship Reforms & Implementation

Mr Vasu Sharma of National Skill Development Corporation (NSDC) made a presentation on 
Apprenticeship Reforms & Implementation including National Apprenticeship Promotion Scheme 
(NAPS). He informed that Apprentice Rules were amended in 2014 and also subsequently 
and these reforms were more employer friendly. There was flexibility for companies to engage 
apprentices within a band of 2.5% to 10% of its workforce. Companies could also design 
courses in line with their Technologies / Future requirements. These apprentices could be 
termed as trainees or by any other name. Provisions of any law with respect to labour would 
not apply to such apprentices. NSDC have set up a dedicated Apprenticeship training portal  
http://apprenticeshipindia.org
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Facilitating Out-licensing of Technologies Available from various institutes

We have extended our support and requested various universities to provide us with details 
of technologies available for licensing so as to enable us to publicise this to the various member 
companies of IDMA. Some of the institutes we have visited and reached out to during the year 
include IIT Bombay, NCL Pune, ICT Mumbai, Manipal University and Amity University. 

INTERNATIONAL TRADE & CUSTOMS

Export NOC for unapproved drugs

We had been requesting DCG(I) for providing NOC for export of unapproved APIs to be uniformly 
given for the duration of Drug manufacturing licence and not order specific, to save considerable 
time for exporters for execution of repeat orders and from different buyers. DCG(I) considered 
our request favourably, and informed us that there would be no requirement of any NOC for any 
country/quantity for unapproved drugs. He also issued a Circular to all State /UT Drug Controllers 
on 2 August 2018 informing them about the decision and provided conditions for granting of such 
NOCs from 20 August 2018. 

WHO-COPP validity extended to 3 years

Dr Eswara Reddy, DCG(I) accepted our longstanding request for extending validity of 
Certificate of Pharmaceutical Product (COPP) to 3 years from the present 2 years and issued Office 
Memorandum dated 6 May 2018 bringing it into effect. As the OM clearly states “henceforth”, it 
meant this would be effective only prospectively.

Meeting with Mr Suresh Prabhu, Minister of Commerce and Industry on Track and Trace

In our endeavour to inform Ministry of Commerce about the issues related to implementing 
parent-child relationships and uploading of data on DAVA portal, we had regular discussions with 
various officials at Ministry of Commerce. The implementation of parent-child relationships and 
uploading of data on DAVA portal was extended to 15 November 2018. On 6 September 2018, 
we submitted a representation to Ministry of Commerce to keep the Track and Trace provisions 
for parent child relationship voluntary and requested Government to defer uploading of data on 
DAVA portal till issues were resolved.

On 1 November 2018, we met Mr Suresh Prabhu, Hon’ble Minister of Commerce & Industry 
to seek postponement of aggregation in pharma packs for export and uploading of data on DAVA 
portal. We submitted our request letter on this matter and explained in brief that this issue began 
in 2011 and was vexing the industry since then.  Hon’ble Minister assured us that anything that 
was hurting the industry would be looked into. At his behest, we again met Mr Shyamal Misra, 
Joint Secretary, Departmentof Commerce on this matter. We informed him that the Industry had 
already implemented Serialisation but had issues with implementation of Parent Child relationship 
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and DAVA Portal. Though some other countries had attempted to introduce the system, no country 
had mandated it for exports. European Union had set February 2019 for an authentication process, 
based on serial numbers on individual pharma packs. In USA, primary packs were to be serialised in 
2017. However, as there were issues in implementation, the USFDA had extended implementation 
date to 27 November2018. US also plans to have serial numbers for all secondary packs distributed 
in US by November 2023. We also cautioned that with increased regulatory standards, SMEs 
were distressed and many could go out of business trying to align with world standards. On the 
same day, Shri Alok Chaturvedi DGFT issued a Public Notice (dated 1 November 2018) extending 
implementation of Parent-Child relationship and uploading data on DAVA portal till 1 July 2019. 

Inordinate delay in fixation of Ad Hoc Norms and Rectification Norms

We received representations from various exporters on the challenges they face due to 
inordinate delay in getting ad hoc norms fixed for their products.  The Technical Committee was 
not meeting regularly to fix the norms, resulting delay in closure of Advance Licence.  Exporters 
had received Show Cause Notices from the Customs for these Open Licences.  In this regard, we 
made several representations with DGFT Mumbai to resolve this issue.

Delay in fixation of Duty Drawback (Brand rate fixation) to Exporters 

We received representations from exporters that, there was undue delay from Duty Drawback 
department for fixing Brand Rate.  The applications for brand rate fixation were pending for more 
than one year.    Drawback department was not taking any action on the applications In this regard, 
we submitted a representation to Chief Commissioner of Customs Nhava Sheva on 12 October 
2018 requesting to resolve this issue.

MARKETING

Uniform Code of Pharmaceutical Marketing Practices 

We met Mr J P Prakash, Secretary, DOP on 12 April 2018 and discussed about proposed 
draft notification for implementation of Uniform Code of Pharmaceutical Marketing Practices 
(UCPMP). The Secretary informed us about some key provisions in the draft UCPMP such as 
allowing complimentary gifts with value less than Rs.1000/. Penal provisions were severe and there 
would be no change in penalties, which would be maintained as a preventive measure. They have 
accepted our request and have agreed to consider compounding of offences.

Draft Guidelines on Good Distribution Practices

The DCG(I) released draft Guidelines on Good Distribution Practices for Pharmaceutical 
Products on 25 September inviting suggestions. The Guidelines indicated that Government was 
working towards holding every person in the distribution chain responsible for following GDP. We 
made a detailed submission on 15 October 2018 requesting that the draft Guidelines be retained 
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as a guidance document for at least 2 to 4 years and not be legally mandated at present. This 
matter is reported in more detail in the Regulatory Affairs section. 

MEDICAL

Ban on FDCs case in Supreme Court

Supreme Court delivering their judgement on 15 December 2017 had directed Government and 
Industry to suggest the way forward on the 344 Notifications dated 10 March 2016 plus the five FDCs 
subsequently banned on 18 June 2017. These were proposed to be banned by Government but 
we filed Writ Petition jointly with FOPE in Delhi High Court questioning the manner in which it was 
being banned under 26A.  Our appeal was upheld by the High Court. When Government took up 
the case in Supreme Court we defended our stand arguing on procedural grounds. Supreme Court 
ruled in our favour and directed Government to review each FDC again, though Section 26A at the 
outset, did not mandate any previous consultation with the DTAB, thus setting aside the judgment 
of the Delhi High Court.  The Supreme Court noted that the Kokate Committee did deliberate on 
the FDCs and had come to a conclusion that the FDCs must be banned. However, the reasons for 
recommending a ban on the FDCs were not clear i.e., the exact reasons for such conclusions and 
whether it was necessary in the public interest to take the extreme step of prohibiting such FDCs, 
instead of restricting or regulating their manufacture and supply. The Supreme Court noting this 
lapse by Government and Kokate Committee, ruled that 317 FDCs, (excluding the 15 FDCs that 
are pre 1988 and 17 FDCs which had DCG(I) approval and which were inadvertently included in 
the banned list by Kokate Committee) be sent to DTAB to examine each of these cases and send 
a report to the Central Government within six months from the date on which the judgment was 
received by the DTAB. We have requested DTAB to adopt a consultative process to effectively 
resolve this issue.

In so far as the ban on 294 FDCs which were stayed by the Madras High Court in the year 
2007 was concerned, the Supreme Court noted that DTAB had already examined the 294 FDCs 
and also recommended prohibition on certain drugs. The Supreme Court thus, accepted the report 
of DTAB and did not pass any direction in relation to the 294 FDCs. 

DTAB Subcommittee formed to review FDC ban 

DTAB in their 78th meeting on 12 February 2018 constituted a Sub-committee to examine the 
banned 349 FDCs. Dr. Nilima Kshirsagar, Chair in Clinical Pharmacology, ICMR was made the 
Chairman and the Committee included Dr. Rao V. S. V. Vadlamudi, President, Indian Pharmaceutical 
Association, Telangana, Shri O. S. Sadhwani, Joint Commissioner, FDA, Maharashtra and  
Shri. Sanjeev Kumar Gupta, DDC(I), CDSCO (HQ) as Convener. Representatives of IMA, New 
Delhi, IMA, Mumbai and a Clinical Pharmacologist were also nominated. The Sub-committee was 
allowed to co-opt subject experts as and when required and was directed to submit its report within 
3 months to DTAB. 
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DTAB Subcommittee hearings on 349 FDCs

The DTAB Subcommittee as notified vide Notices dated 24 May and 28 May 2018, took up scrutiny 
of the 349 FDCs and petitioners/appellants were called for hearings between 5 June and 22 June 2018. 
The schedule of hearings based on the specified list of 349 FDCs was also notified. It was understood 
that the Subcommittee had only enquired whether Clinical Trial was conducted on the FDC or whether 
the FDC was approved or being marketed overseas. The Subcommittee’s report was deliberated by 
DTAB in their meeting on 25 July 2018. The Subcommittee had considered risk, therapeutic value 
and therapeutic justification for ingredients of the FDC as per CDSCO and WHO guidelines and also 
considered whether there was need to prohibit or whether restriction/regulation would suffice.

328 FDCs banned by Government

Following DTAB accepting recommendations of the Subcommittee, the Ministry of Health and 
Family Welfare, through gazette notifications dated 7th September 2018, notified ban with immediate 
effect on manufacture, sale and distribution of 328 FDCs for human use. Supreme Court responding 
to a petition by some manufacturers challenging the review, directed Government to keep 15 pre-1988 
FDCs out of purview. DTAB also recommended that manufacture, sale and distribution of six FDCs be 
allowed with certain conditions based on their therapeutic justification. Some leading pharmaceutical 
companies petitioned Delhi High Court that they had not been allowed to respond to DTAB report 
regarding their FDCs. The petitioners were allowed to continue sale of ‘already manufactured stock’ 
of the FDCs. However, they were directed to immediately stop production of the FDCs. 

Vegetarian capsules: Panel nixes Maneka Gandhi’s proposal to replace Gelatin with 
Cellulose

Government had set up an Expert Committee in March 2017 under Prof C. K. Kokate to 
consider replacing Gelatin capsules with Cellulose capsules. After discussions and meetings with 
stakeholders in which IDMA had provided detailed submissions, the Committee submitted its 
report in December 2017 reportedly stating that it was the prerogative of the manufacturer to use 
either of the capsules for encapsulation of the drugs depending on technical as well as regulatory 
requirements based on nature of the drugs. Additionally, the panel hadalso recommended against 
labelling the capsules with red and green dots to indicate their origin in the interest of patients. 
The Committee noted in the report that drugs, unlike food, are not taken by choice of the patients, 
but are prescribed by physicians. Labelling these drugs as vegetarian or non-vegetarian was not 
desirable. The Committee also noted that the contents of the capsules could also contain drugs 
which were not of vegetable origin, and hence labelling of drugs could lead to their non-acceptance 
by some patients who were vegetarians and this was not desirable in the interest of the patients.

Draft Pharmacovigilance Inspections for MAHs

CDSCO organised meeting on Pharmacovigilance system at Market Authorization Holders 
(MAH) site and Inspection on 24 September. The meeting was chaired by Dr. V.G. Somani, Jt. DCI 
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who informed that Risk Based PvPI Inspection would be taken up initially, but there was no intent to 
be punitive.  The advantage of Pharmacovigilance system was in new additional indications or extend 
of indications.  However, all over the world, under-reporting was a concern and Pharmacovigilance 
program was always in a state of confusion. The Guidelines for Indian Pharmacovigilance program 
was based on the European model. CDSCO released draft Pharmacovigilance System Inspection 
Guidelines for Market Authorisation Holders (MAHs) for human medicinal products vide Notice dated 
29 September 2018.  The issue to be considered was whether there was any need for guidelines 
on inspection when Pharmacovigilance programme was itself not fully understood or practiced by 
SMEs, and who had inadequate infrastructure to monitor/ report SAEs. In our submission dated 19 
November, we proposed implementation in stages slab-wise, to begin with MAH formulators with 
turnover above `500 crores, and subsequently MAHs with lower turnover so that all MAHs would 
be able to comply. We requested DCG(I) to clarify the need for the inspection Guideline when a 
number of regulations had recently been enacted or implemented and industry was yet to come 
to terms with these requirements.

Draft New Drugs & Clinical Trials Rules 2018

Ministry of Health and Family Welfare published draft notification [vide GSR 104(E) dated  
1-2-2018] on New Drugs & Clinical Trials Rules 2018. The draft Rules were released in deference 
to Supreme Court directions in the case filed by Swasthya Adhikar Manch of Indore and Others vs 
Union of India. After detailed deliberation among Members of Medical Committee, we submitted our 
suggestions on 1-5-2018 to Joint Secretary (Regulations) with copies to DCG(I), Deputy Secretary 
(Drugs) and Under Secretary (Drugs).

MEMBERSHIP & CONSTITUTION

Continued Growth of Membership of Association 

We were involved in bringing more Members to the IDMA fold so that they benefit by the activities 
of the Association. During the year, 45 New Members were inducted namely, 38 Principal Members 
and 7 Associate Company Members increasing the Membership to 1099. As 78 Members had not 
renewed their Membership for more than a year despite repeated follow-ups, their Membership 
was discontinued and the Membership at year end stood at 1021.

MSME

MSMED amendment Bill 2018 

Following the Union Cabinet approving a proposal to amend MSMED Act, 2006 to change 
criteria of classification of definition, from that based on capital investment to criteria based on 
turnover, the MSMED amendment Bill 2018 was introduced in Lok Sabha on 23 July 2018. The Bill 
proposes definition of units producing goods and rendering services in terms of annual turnover 
was as follows:
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•	 A	micro	 enterprise	 to	 be	 defined	as	 a	 unit	where	 the	 annual	 turnover	 does	 not	 exceed	 
Rs 5 crore;

•	 A	small	enterprise	to	be	defined	as	a	unit	where	the	annual	turnover	is	more	than `5 crore 
but does not exceed `75 crore;

•	 A	medium	enterprise	 to	 be	 defined	 as	 a	 unit	where	 the	 annual	 turnover	 is	more	 than	 
Rs 75 crore but does not exceed `250 crore.

Additionally, the Central Government may, by notification, vary turnover limits, which would 
not exceed thrice the limits specified in Section 7 of the MSMED Act. At present, MSMEs are 
categorised based on investment in plant and machinery for manufacturing units as Micro –  
Rs 25 lakhs, Small - ̀ 5 crores, Medium - ̀ 10 crore and investment in equipment for service enterprises  
(Rs. 10 lakhs/Rs 2 crores/Rs 5 crores respectively). The matter is pending in Lok Sabha.

However there were news reports that some NGOs such as Swadesh Jagran Manch and 
Laghu Udyog Bharati, opposed the proposed amendments and were seeking to halt the passage 
of the Bill in Parliament. They were reportedly concerned that such an amendment will encourage 
small manufacturers to shun their industries and become importers or traders.

Relief for MSME borrowers registered under GST

RBI issued a Circular dated 7 February 2018 providing relief to MSME borrowers from Banks 
and NBFCs. Banks and NBFCs in India generally classified a loan account as Non-Performing 
Asset (NPA) based on 90 day and 120 day delinquency norms, respectively. Formalisation of 
business through registration under GST had adversely impacted cash flows of MSMEs during 
the transition phase resulting in difficulties in meeting their repayment obligations to banks and 
NBFCs. RBI in support had decided that loans by MSME borrowers be classified as a standard 
asset in the books of banks and NBFCs.

NDPS

Proposed amendment of Rules and Order

IDMA had submitted a summary of further amendments to the rules for Essential Narcotic 
Drugs and Psychotropic substances and the RCS Order (2013) for Controlled substances. Meetings 
were held with the Special Secretary (Revenue), Joint Secretary (Revenue) and Deputy Secretary 
(Narcotics) in this regard. These amendments would enable further simplification and rationalisation 
of rules and order, under the NDPS Act, 1985.

Intervention application in Delhi High Court 

Central Government vide Notification S.O. 2941 (E) dated 18.11.2009 introduced Note (4) 
in Notification S.O. 1055(E) dated 19.10.2001 in NDPS Act.  As per this Note (4), the quantity of 
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any NDPS determined for penal action would be the total weight of the formulation seized and 
not the actual or pure content of the NDPS that was contained in the formulation. The impact of 
this Note (4) meant that even if any specified NDPS drug was mixed with any other non NDPS 
drug (combination drugs) or with any other material (such as excipients),  the aggregate weight 
thereof would be considered to determine its classification as small quantity, medium quantity and 
commercial quantity. The penal provisions differ from upto 1 year imprisonment and/or fine for small 
quantity to imprisonment of 10 years – 20 years and fine for commercial quantity. There were two 
cases being heard on this issue – one in Delhi High Court [Mohd Iklakh v Union of India - W.P (C) 
7002/2016} and another in Supreme Court [Hira Singh and Anr v Union of India - Criminal Appeal 
No. 722 of 2017 (Arising out of SLP (Crl) No. 6092 of 2014)], which was referred to a Larger Bench 
of the Supreme Court. 

This was a very serious issue that had been inadvertently overlooked by industry all these 
years, which could prove to be disastrous for Industry, Trade and Medical community. Since the 
validity of the amendment introduced vide the Notification of 2009 would be crucial in determining 
applicability of the penal provisions of NDPS Act, 1985 to all formulations/dosage forms containing 
Narcotic and Psychotropic Drugs, IDMA, as a responsible Association representing the industry, 
the issue was discussed in the Executive Committee meeting held on 28 July 2017 and with its 
approval,  immediately intervened in the case in Delhi High Court by filing relevant an Intervention 
Application. 

IDMA Intervention Application and Writ in Supreme Court

The Executive Committee in the meeting held on 28 July 2017, had also passed a resolution 
authorising Mr Ashok Madan, Executive Director, IDMA Delhi to represent the Association in the 
Intervention Application in the Supreme Court relating to small quantity and Commercial quantity 
issue [Hira Singh vs Union of India arising out of Central Government Notification S.O. 2941(E) 
dated 18.11.2009]. An intervention application has been filed in the Supreme court, also and a 
separate Writ in the Supreme court is being contemplated.

Tramadol notified as a Psycotropic substance under NDPS Act, 1985

Department of Revenue, Ministry of Finance issued a Notification (S.O. 1761(E) dated  
26 April 2018), that Tramadol API and Formulations were classified as Psychotropic substances and 
brought under the NDPS Act, 1985, with immediate effect. IDMA immediately issued an Advisory 
to Members cautioning all concerned manufacturers to take cognisance of the same and take 
immediate steps to register online with Central Bureau of Narcotics (CBN) and obtain a registration 
number. As a psychotropic substance, companies would also be required to file Quarterly returns 
to CBN, in the prescribed format for Psychotropic substances and obtain an NOC from Central 
Bureau of Narcotics, Gwalior for export/import. All licenses obtained as per the Drugs and Cosmetics 
Act would continue to be valid. It was informed that manufacturers would  also need to comply 
with NDPS Rules 64, 65, 65-A, 66 and 67 with immediate effect, with respect to manufacture, 
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registration and submission of returns, sale / purchase, possession and transport of Tramadol and 
Rule 58 and 59 for exports of API/Formulations. We also made an urgent submission on 2 May 
2018 to Department of Revenue requesting that a period of 6 months be provided for companies 
to comply with provisions of NDPS Rules and amended Rules 96 and 97 D&C Act with regard to 
labelling and to sensitize all stakeholders about this notification.

Department of Revenue heard our request favourably and issued a notification  
(GSR 3448 dated 13 July 2018) extending period of implementation by 120 days thus allowing all 
licensed manufacturers and exporters to continue sale of Tramadol in domestic market and export 
markets till 24 August 2018 without obtaining a registration from CBN as also allowing licensed 
exporters to continue exporting Tramadol API and dosage forms till 24 August 2018. 

IDMA participation in UNODC Regional Precursors Conference

IDMA was privileged to be chosen by United Nations Office on Drugs and Crime (UNODC) 
to participate in the High-level Regional Conference on Precursor Control, held in Myanmar from 
November 7th to 10th, 2018. IDMA nominated Mr. Prasannan Namboodiri, an independent advisor 
on NDPS Act and compliance, to represent IDMA at the Conference. The three-day conference 
was attended by representatives of the 10-member Association of Southeast Asian Nations 
(ASEAN) as well as those from China, India, Australia and New Zealand. Mr Namboodiri was the 
only industry representative from South Asia and gave a detailed presentation on Public-Private 
Partnership, which was well received. The presentation was published in IDMA Bulletin along with 
a brief report for information of Members.

Request to amend State NDPS Rules 

Subsequent to notification of Narcotic Drugs and Psychotropic Substances (Amendment) Act, 
2014, and the definition of the term ‘Manufactured Drug’ and ‘Poppy Straw’ was required to be 
introduced in the State NDPS Rules, 1985 to exclude the applicability of said rules to Essential 
Narcotic Drugs and Poppy Straw produced from plants from which no juice has been extracted 
through lancing. To begin with, IDMA represented the matter to the Maharashtra Government. IDMA 
made submissions to the Principal Secretary and Senior Law Advisor, Government of Maharashtra, 
Principal Secretary, Public Health and Commissioner (Health Services) and others highlighting this 
urgent need to amend the Maharashtra NDPS Rules, 1985. IDMA office bearers also met Dr Pallavi 
Darade, Commissioner, FDA Maharashtra on 3 December on this issue, as FDA is the nodal agency 
implementing the State NDPS Rules. The Commissioner understood the implications and agreed to 
take up the matter for revision. IDMA intends to take up the matter, in a similar way with other key 
State Governments to effect amendment to their State NDPS Rules, in this subject matter.

Analytical testing of NDPS by CSIR labs

Industry, especially SMEs, who require specialised testing for impurity identification/profiling/
separation using NMR, LCMS, GCMS instruments or to conduct genotoxicity studies using Ion 
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chromatography, as per ICH guidelines are finding it impossible to get this done, as Private 
laboratories are not willing to register or take relevant licenses under the NDPS  rules and CSIR 
institutes are not willing to test these substances. This was impacting export potential for Industry 
and Trade.

As per Rule 67-A of NDPS Rules, any Government laboratory or research institution in India can 
manufacture, possess, transport, purchase and consume a Narcotic or Psychotropic substance for 
scientific requirements including analytical requirements. A similar provision applies to Controlled 
substances, as per the RCS Order, 2013, vide sub-clause (1) of clause 4. The Government 
laboratories are exempt from obtaining any licenses or registrations and are also not required to file 
any returns. However, they are required to maintain records of receipt, usage and destruction. 

IDMA wrote letters on 15 November, 2018 to a few CSIR institutes such as NCL Pune, IICT 
Mumbai, IICT Hyderabad and CDRI Lucknow, for updating them on the provisions of law and 
requesting formal approval to permit and conduct analytical testing. We got a response from NCL, 
Pune (vide their letter dated 23 November) informing us that they are willing to take up testing/
analysis of NDPS samples submitted by IDMA members and a MOU in this matter, is proposed to be 
signed. A similar arrangement would be pursued with other CSIR institutes, so that members from 
different zones of the country could send their samples to the closest CSIR labs, for testing.

NUTRACEUTICAL

Novel Ingredients Approved 

The singular effort of the nutraceutical committee resulted in the FSSAI approving 63 such 
ingredients prior to June 2018. Efforts are on for ensuring more such ingredients’ standardization. 
There have been repeat requests to industry to channelize their approval documents for ‘novel’ 
ingredients via the Standards Review Committee of FSSAI, since the same is chaired by  
Mr Sandeep Gupta from our Nutraceutical Committee. 

Important Ingredients included under the respective Schedule of Nutraceutical 
Regulations 

We persisted with representations to the FSSAI in a bid to have the most common ingredients 
included, and those that were missing in the gazette regulations for nutraceuticals. Dr R K Sanghavi, 
Chairman along with Vice-Chairman Mr Sandeep Gupta and Mr Ganesh Kamath ensured that 
a suitable footnote be made below the Schedule I wherein vitamins and minerals have been 
listed; stating that derivatives (in addition to salts, esters, chelates) would also be considered as 
standardized for those nutrients listed in Schedule I [F. No. Stds/Nutra(DCGI)/FSSAI/2017 (Pt 1) 
dated 29th December 2017]. This constituted a major achievement since methylcobalamin and 
L-methyl folate, a vital concern of the FBOs, got into reckoning as granted permissible under the 
regulations for incorporating in formulations.
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Products having Ingredients not incorporating the amounts as per the range specified 

For Schedule IV (Botanicals & Plants) and Schedule VI (part A of nutraceuticals) the listed 
ingredients have a range mentioned which was supposedly the maximum permissible. However, 
the same was interpreted as the permissible range within which the quantities of each ingredient  
(as applicable) should be ensured in every product. Even an order was issued to look into those 
products having ingredients that fall outside the range and suitable action to be initiated. After 
debating and brain-storming various ways in which this pitfall could be overcome, we suggested that 
the product could have any amounts of the listed ingredients. However, if the quantity incorporated 
per unit of the product was below the minimum amount specified the FBO could not claim any 
advantage for this ingredient in product label – such being implicated by an additional line to be 
added as a footnote under the concerned schedules. When we put forward this proposal to the 
FSSAI the same was immediately accepted in principle by them. We thus overcame another major 
hurdle for the FBOs successfully. The final amendment of regulations with such a ruling is being 
awaited.

Implementation Date of Nutraceutical Regulations extended 

FSSAI had specified that the ‘Food Safety and Standards (Health Supplements, Nutraceuticals, 
Food for Special Dietary Use, Food for Special Medical Purpose, Functional Food and Novel 
Food) Regulations, 2016’ would be effective from 1st January 2018. We had earlier identified and 
submitted over 4,000 ingredients to be included in the Regulations to be considered as already 
approved. At the time of release of regulations in December 2016, we were informed that missing 
ingredients (in comparison to the list in schedules of earlier draft) would be included before  
31st December 2017 since these were already being consumed in India and hence were safe. Since 
these additional ‘missing’ ingredients were not incorporated in Nutraceuticals Regulations, we requested 
FSSAI to extend the implementation date by 1 year to 1st January 2019 or till the time all the ‘missing’ 
ingredients were incorporated and officially announced. FSSAI and Ministry of Health and Family 
Welfare responded favourably to our request and released another Order towards end-2017 giving 
Nutraceutical industry six more months, till 30th June 2018 to comply with the regulations. During this 
period the FSSAI officially released the list of 63 new standardized ingredients. Before the last date of 
expiry of the extension we made another representation and FSSAI, taking cognisance of the same, 
granted another 6 months’ extension for products having ingredients that were approved, and having 
been formulated as per guidelines; this was applicable for even those products having ingredients that 
got standardized after 30th June 2018, and such products could be continued till the ingredients were 
included in the regulations by an amendment, or by 6 months, whichever was later.

To get balance 31 ingredients also notified by FSSAI 

FSSAI had issued an Order dated 29 December 2017 that contained, among other things, 
a list of 33 ingredients which were yet to be scrutinized by the Scientific Panel under the FSSAI 
Regulations for Health Supplements, Nutraceuticals, Food for Special Dietary Use, Food for Special 
Medical Purpose, Functional Food and Novel Food 2018 and were permitted to continue to be 
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available pending their review and final assessment. FSSAI issued another Order dated 29 June 
2018 informing that only 2 ingredients from this list had been standardised by the Scientific Panel, 
which implied that all other ingredients listed under Appendix-I was discontinued with immediate 
effect due to lack of adequate data. These ingredients were consequently required to be either 
removed from the market with immediate effect or by 30th September 2018. We made a submission 
dated 5 July requesting that availability of products containing these 31 ingredients manufactured 
up to 29th June 2018 be permitted to continue pending their re-review. We also suggested that 
all unstandardised ingredients would need to be included under the appropriate schedule for the 
Nutraceutical Regulations, when the ingredients were already included under Codex or any overseas 
regulatory body (as per the FSSA – relevant section). We also provided some examples explaining 
how this criteria had been inadvertently overlooked while reviewing by the Scientific Panel. 

RDA vs TUL – a Long-Standing Desire now realized

FBOs were always constrained in formulating a suitably effective product since the Act capped 
the Recommended Dietary Allowance (RDA) as 1x for all ingredients (wherever defined) for each 
of the categories of products defined under the FSSA. Dr Sanghavi had even prepared a rationale 
as to why the FSSAI must permit quantities of ingredients up to the Tolerable Upper Level (TUL) 
and substantiated that this was the norm in most countries, included regulated markets.     

Dr Sesikaran, ex-Director of NIN had submitted and pursued a proposal to ICMR on similar lines. 
After much follow-up and persistence of efforts by the Nutraceutical Committee, the FSSAI [F. No. 
Stds/03/Notification-02(Nutra)/FSSAI-2018; April 2018] accepted the ICMR document on accepting 
ingredient quantities up to 50% of UL in the product albeit only for Food for Special Medical Purposes 
(FSMP) products. This was another significant achievement by the Nutraceutical Committee, as 
the FBOs have a choice in formulating their products from the >RDA perspective.

FSSAI would be issuing a circular seeking suggestions on ‘Draft Food Safety & Standards 
(Health Supplements, Nutraceuticals, Food for Special Dietary Use, Food for Special Medical 
Purpose, Functional food and Novel food) amendment Regulations, 2018’ pertaining to the FSMP 
being a permitted category for having ingredients’ quantities exceeding RDA.

Combinations of Vitamins & Minerals – Capsules / Tablets / Syrup

The regulations for nutraceuticals strictly prohibited the mere combinations of vitamins and 
minerals in so-imitating drug formats like capsules, tablets and syrup to be formulated as products 
under the FSSA. This was not a mere concern but the biggest hurdle for the healthcare industry 
since it implied that all vitamins and mineral containing products cannot be marketed as capsules 
or tablets or liquids unless there is an additional ingredient like a nutraceutical or a botanical / 
plant or probiotic. This matter was escalated by the Nutraceutical Committee and after many such 
representations and persistence the FSSAI requested the DCG(I) that they find an amiable pathway 
to resolve this impasse. Mr Gupta gave endless examples of all brands overseas having mere 
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vitamins and minerals and being permitted as supplements. Event the FSSA Act had provision for 
marketing vitamin-mineral products as nutraceuticals / health supplements provided these they 
don’t exceed 1x RDA. It was again a feather in the cap for the Nutraceutical Committee, and a 
major relief for the FBOs that the FSSAI officially accepted and released an advisory [F. No. Stds/
Nutra(DCGI)/FSSAI/2017 (Pt 1); 29th Dec 2017] stating that mere vitamin combination including 
single ingredient formualtion are permissible as a nutraceutical product / health supplement provided 
the ingredients’ quantities do not exceed 1x RDA.

Claims Regulations

FSSAI released the guidelines [Food Safety and Standards (Advertising and Claims) 
Regulations, 2016, 19-11-18] in which there was details on claims specifications, and rationality. 
These were the need for the FBOs since, otherwise, there was always a grey area as to what 
and how the product could be depicted on the label. The same was wetted by the Nutraceutical 
Committee before the final gazette release of the same.

PRICING / CONSUMER AFFAIRS

NITI Aayog scrutinising NLEM and DPCO

NITI Aayog invited us to a stakeholders’ consultation meeting on 9 January 2018 along with 
other industry stakeholders to review DPCO and NLEM. Their queries appeared to be towards 
totally revamping DPCO and pricing methodologies. We informed them that DPCO 2013 and the 
National Pharma Pricing Policy 2012 were well considered policies for taking care of availability 
and affordability by maintaining control on essential medicines, at the same time allowing market 
forces to determine prices and as such there was no need to change the policies. This would 
ensure a fine balance between reasonable prices, uninterrupted availability, administrative feasibility 
and future growth & investment. There was however need to relook at price fixing methods. For 
instance, with GST being implemented, it would be better if MRP was considered instead of Price 
to Stockist (PTS) or Price to Retailer (PTR). This would even out the concept of Retail Margins as 
perceived in DPCO. We also suggested that DPCO be delinked from Essential Commodities Act, 
as drugs were available in abundance and there was no need for controlled distribution. 

Ex-Factory Price

The Drugs Technical Advisory Board (DTAB) in their 78th meeting on 12 February 2018 did not 
agree to a proposal for amendment of Rule 96 under Drugs & Cosmetics Rules, 1945 for disclosure 
of prices at first Point of Sale/Price To Trade (PTT)/ ex-factory price or import price. 

WPI Notified by NPPA 

NPPA informed that WPI for 2017 with effect from 1 April 2018 was 3.43812%. NPPA notified price 
revisions and fixings for 869 formulations. We circulated this by Email to all Members on 3rd April 2018. 
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Meeting with new Member Secretary, NPPA

We paid a courtesy call on Ms Ritu Dhillon,IAS who had taken charge as Member Secretary, 
NPPA on 12th May 2018. We informed her about IDMA and our activities. We also requested 
the Member Secretary that in case NPPA intended to make any changes in policy related to 
pricing, IDMA may please be consulted as stakeholders for ease of doing business. Meanwhile,  
Dr R K Vats, Additional Secretary (Health) was made full time Chairperson, NPPA, though he did 
not take charge.

Trade Margins

Government appeared to be firming up on capping trade margins for branded drugs.  
Shri J P Prakash, IAS, Secretary, Department of Pharmaceuticals (DOP) informed us that they 
were on the verge of finalising margins to be capped at 24% for scheduled formulations and 30% 
for non-scheduled formulations, on the first point of sale.  This would cover 8% for scheduled 
drugs and 16% for non-scheduled drugs for wholesaler and 16% for scheduled drugs and 20% for  
non-scheduled drugs for retailer on their sale price. We requested the Secretary that if margins were 
to be notified on first point of sale, then it would need to be 29.4% and 38.9% for all scheduled and 
non-scheduled drugs respectively. We also requested that capping of wholesale margin @ 10% 
and retail margin@ 20% for non-scheduled drugs should also be notified. Secretary requested us 
to submit our stand on the formula for trade margins with proper wordings. We requested DOIP 
that Trade Margins may be restricted, if at all, to branded drugs and should not extend to generic-
generic or P2P, otherwise it would put almost all manufacturers out of business. 

Meetings at PMO on Trade Margins and linking WPI to Non-scheduled drugs

We met Mr Brajendra Navnit, IAS, Joint Secretary and Dr Shrikar Keshav Pardeshi, IAS, 
Director at PMO on 15 May 2018. We mainly discussed two issues with them (i) on proposed cap 
on Trade Margins and (ii) linking Non-scheduled drugs also to WPI. Regarding the proposal on 
capping Trade Margins on Branded Generics, we understood that Government was considering 
capping Trade Margins for branded generics on the first point of sale price to the trade at 24% 
for scheduled formulations and 30% for non-scheduled formulations, to cover 8% for scheduled 
drugs and 10% for non-scheduled drugs for wholesaler and 16% for scheduled drugs and 20% 
for non-scheduled drugs respectively for retailer. We informed them that if margins were to be 
notified on first point of sale as proposed, then it would need to be 29.4% for scheduled drugs and 
38.9% for non-scheduled drugs. We also requested PMO that the capping of wholesale margins 
@ 10% and retail margin for retailers @20% be notified in DPCO to ensure uniform compliance 
and industry would not be forced to pay out-of-pocket to trade. 

We further suggested that another proposal being considered by Government was for linking 
price revision of non-scheduled formulations to Wholesale Price Index (WPI).  Given the annual 
inflation, increase based only on WPI would not be reasonable, as the industry had to deal with 
rising cost of manufacturing, raw material, packaging, logistics etc. We requested them to reconsider 
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the proposal, which would turn out to be a big blow to our economic viability and had the potential 
to cause irreparable damage to the Indian Pharmaceutical Industry. We submitted our concerns 
as mentioned above to the Joint Secretary enclosing the working sheet on Price Structure. The 
PMO officials noted our concerns and were reasonably sympathetic.

NPPA issuing SCNs and DNs for overcharging

NPPA had been issuing Show Cause Notices (SCNs) and Demand Notices (DNs) to Members 
for allegedly not implementing the revised Ceiling Price at the retail level. We informed DOP and 
NPPA repeatedly in our meetings and submissions that it was not practical for a manufacturer to 
supply price list to each and every retailer as the manufacturer did not deal with retailers directly. 
We have all along been requesting Government to make all revision of prices effective only from 
next batch. Manufacturers were assured at various meetings that if a manufacturer had taken 
effective steps by issuing price list to dealers, then that manufacturer would be considered as 
having complied with provisions of DPCO 2013. However, NPPA had begun issuing SCNs and 
DNs to manufacturers, based on one sample picked up from one retailer who was found selling 
medicine packs at old price and not revised lower price. 

DOP directed NPPA (vide DOP OM dated 19 May 2017) to ensure that the overcharged 
amount was limited/calculated only in respect of the stock handled by the concerned retailer 
or distributor or stockist pertaining to that batch. We raised this issue in our meetings with  
Dr Vinod Paul, NITI Aayog and Mr J P Prakash, Secretary, DOP on 12 July. The Secretary opined 
that companies should reply to SCNs along with evidence of having sent the information to the 
entire distribution chain thru stockists. Information on IPDMS was delayed information and firms 
should immediately load the new notified prices on their websites and send it through emails. He 
further said that Government had given so much relaxations to Industry, such as No Recall, No 
Restickerings etc. We made a submission on 11 July 2018 to Shri Mansukh L Mandaviya, Minister 
of State for Chemicals and Fertilisers and also to Shri J P Prakash, IAS, Secretary, DOP and  
Shri R K Vats, Chairman, NPPA. 

Show Cause Notices issued by NPPA – IDMA Actions

As NPPA continued to issue SCNs and DNs to Members for allegedly not implementing revised 
Ceiling Price at the retail level, a special meeting of our Pricing / Consumer Affairs Committee was 
held on 25 July 2018 at IDMA office. The Committee considered seeking legal opinion of a senior 
counsel at Delhi and submit a detailed representation to highlight, among other things, the SOP 
of distribution in the pharma industry, that Industry dealt only upto stockists, who in turn supplied 
to retailers.  NPPA should recognise validity of company data on IPDMS and not completely go 
by Pharmatrac data. Following our submission, if NPPA continued to persist with issuing SCNs 
and DNS, then IDMA may consider approaching High Court. The legal costs would be shared by 
Members with no financial liability on IDMA. Mr Amit Sibal, the Senior Counsel was requested for 
his opinion on this matter and he opined that, since Cipla and others had earlier lost the case on 
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a similar matter in Delhi High Courtin December 2015, it would not be advisable to approach the 
High Court for staying or quashing these SCNs. It would be more beneficial to seek a clarification 
of that Judgement whether a company’s responsibility would end with informing stockist of price 
revision. We also sought opinion of Mr K C Kohli, our Advisor on DPCO and related matters. He 
also opined that if we go to Court based on these SCNs and we lose, then our Members would 
be required to pay without any adjudication of their cases by any competent authority. If required, 
we could approach Court seeking interpretation of paragraph 24, 26 and 29 of DPCO 2013.  
A drug inspector from one state had collected a sample and based on that Notice was issued to 
the producer and not to the retailer from whom sample was collected although all stake holders 
were responsible under Paragraph 26. Most of the Notices issued were by select inspectors and 
against select companies. Para 29 was not used and data from Pharmatrac was again used on a 
subjective basis without verifying true facts.

NLEM and proposed DPCO Policy

We discussed the proposed new policy on DPCO with Dr Vinod Paul, NITI Aayog and Shri J P 
Prakash IAS, Secretary, DOP and highlighted our concerns about the proposed NLEM expansion 
and Trade Margins at the meeting  as mentioned earlier. We informed them that, for the overall 
viability of the industry, present categories of controlled and non-controlled drugs would need to 
be continued. Non-scheduled drugs should continue to be eligible for 10% revision per annum. 
The Secretary informed us that implementation of price from prospective batch was ruled out in 
the proposed Policy and Ceiling Price would be implemented from date of notification. The Policy 
would only provide 7 days for revision before the process of detection for overcharging begins, 
as earlier period of 45 days was available when there were recalls and relabelling issues. The 
term “existing manufacturer” would be substituted by “any manufacturer”. All ‘new drugs’ included 
under para 2(u) would be notified under Ceiling Price and not Retail Price and would be treated 
as deemed scheduled and would be subject to annual WPI. Already existing products would need 
to revise their prices so that all similar formulations in market have the same price.

Regarding capping of Trade Margins, the Secretary said that margin of 30% was accepted 
all over and this figure would not be changed. We handed over copy of our submission on price 
calculations from first point of sale and on MRP. The Secretary informed that Government was 
not planning to fix percentages at 10 & 20% and it would be left to Industry to decide. However, 
the first Point of Sale Price to Stockist would be monitored every year.We again explained the 
calculations and requested him to retain the existing method. 

PUBLICATIONS 

55th Indian Drugs Annual Day Celebrations 2018

We organised the 55th Indian Drugs Annual Day 2018 on 22nd February 2018 at Victor Menezes 
Convention Centre, IIT Bombay. Over 130 delegates including Editorial Committee, Editorial 
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Advisory Board, Editorial Board Members, Reviewers of Indian Drugs, Past Presidents and 
Executive Committee Members from IDMA, Principals of various Pharmacy Colleges and other 
invitees participated in the Celebrations. Dr B Suresh, Vice Chancellor, JSS Academy of Higher 
Education and Research, Mysore and President, Pharmacy Council of India, New Delhi graced the 
occasion as the Chief Guest and the Guest of Honour was Dr. Anthony Melvin Crasto, Principal 
Scientist (R&D), Glenmark Pharmaceuticals Ltd.. Dr Abraham Patani, Founder Editor, National 
President Mr Deepnath Chowdhury, Prof. Rinti Banerjee, Head, Biosciences and Bioengineering 
Department, IIT Bombay and many other stalwarts attended the function. A Panel Discussion was 
also held which was moderated by Dr Gopakumar Nair, Editor, Indian Drugs. The panel comprised 
of Dr. Nilima Kshirsagar, National Chair Clinical Pharmacology, ICMR, Mumbai and Member, 
DTAB, Dr. Raman Singh, Director, CDTL, Mumbai, Dr. Shreerang Joshi, Professor, ICT, Mumbai 
and Dr. Shravanti Bhowmik, Vice President and Head Program Management, SPARC. Awards 
were presented to all Members of Editorial Advisory Board, Editorial Board and Reviewers who 
participated in the Celebrations for their contributions of time and efforts in the growth of Indian 
Drugs. Editorial Committee Members were felicitated and also select staff from IDMA Secretariat for 
their continued support. The event was sponsored by Astral Steritech Pvt Ltd, Manisha Analytical 
Laboratories Pvt Ltd and Toshvin Analytical Pvt Ltd. 

56th Annual Publication 2018

The 56th Annual Publication 2018 was a very special edition with the theme ‘Indian Pharmaceuticals 
Nation’s Pride’. The ‘Foreword’ set the tone with an expert review of the contributions of the Indian 
Pharmaceuticals Industry in saving lives, preventive treatments, medications, immunizations etc with 
one in three patients globally consuming medicines ‘Made in India’ and one in every two patients 
receiving treatments and immunization using vaccines ‘Made in India’. This compendium contained 
data on New Drugs approved for marketing from the year 1988 till date, Health Statistics of India, 
export and Import data on Bulk Drugs, Intermediates, Formulations and Herbal Products were also 
provided ITC code wise etc for the last few years, and various other useful data and information. 
The compendium also covered other important data such as India’s Exports of Pharmaceuticals 
during the last five years, exports to top 25 countries, region-wise exports, etc. The Publication was 
released on the occasion of the 56th Annual Celebrations of the Association held on 20 January 
2018 at Mumbai and was well received by all as a useful reference book.

IDMA Bulletin

IDMA Bulletin was published every week on time. Through this publication up-to-date 
information and data was disseminated on developments in the drug industry to all our members 
& subscribers. Also the activities of the Association, the various Seminars and Workshops 
organised by Mumbai Secretariat as also by the State Boards, representations made to various 
Ministries and Departments, and all other important developments were regularly reported. 
IDMA Bulletin, in its 49thyear of publication, continued to be the only weekly Bulletin of the 
Pharmaceutical Industry.
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Indian Drugs

With the continued success of the Indian Drugs website: www.indiandrugsonline.org research 
papers, review articles and short notes were being received only online at the portal. The portal 
enabled authors to submit their original research papers online and the referees to review them 
online thus eliminating the need for hard copies and also speeded up the review process. The 
Indian Drugs journal continued to be printed and the published journal was also made available on 
the website for reference for subscribers. ‘Indian Drugs’ is now listed in the Journals approved by 
University Grants Commission (UGC) for Career Advancement Scheme (CAS) and Appointment 
of University Teachers. The Indian Drugs journal in its 55th year, was abstracted by SCOPUS, 
INTERNATIONAL PHARMACEUTICAL ABSTRACTS, OCLC WORLDCAT, JOURNAL GUIDE, 
SCIENCE LIBRARY INDEX, EMBASE, GENAMICS JOURNALSEEK, SCIMAGO, TDNeT, DRJI, 
INFOTRIEVE CCC, INDEX COPERNICUS, EBSCO, CITEFACTOR, ELECTRONIC JOURNALS 
LIBRARY, SHERPA/ROMEO, RESEARCHBIB, INDIAN CITATION INDEX, i-JOURNALS, i-FOCUS, 
I-FUTURE.  

Editorial Committee Meeting

A meeting of Editorial Committee members was held on 7 September 2018 to review the 
operations of the publications and suggest improvements to be made.  The meeting was attended 
by the Editor, Associate Editors and Consulting Editor, Secretary General and IDMA Secretariat 
members assisting in the Publications. It was decided to induct young Members who could contribute 
to the Editorial Board and Editorial Advisory Board in place of members who are currently not 
active or unable to contribute due to other preoccupations. A meeting was also held on 16 October 
2018 with E-live pages the online publisher of Indian Drugs to review the working of the online site 
www.indiandrugsonline.org 

REGULATORY AFFAIRS

Joint Inspections of all Manufacturing Units

DCG(I) issued a letter dated 16 January 2018 to all Zonal and Sub-Zonal offices of CDSCO 
to organise consultative/Interactive meetings with zonal State FDAs and industry on the Joint 
Inspections of manufacturing units by CDSCO and State FDAs to be conducted as per GSR 
1337 dated 27 October 2017 at least once in 3 years.  The notification extended conducting joint 
inspections also for new loan licenses or its renewal 

Deputy Drug Controllers of various zones also held meetings with manufacturers in their 
zones on this matter. The All India Drugs Control Officers’ Confederation (AIDCOC) filed a WP 
in Madras High Court against these joint inspections. Though stay was not granted, the Court 
provided Government time to respond to the petition. Following our meeting with Dr Pallavi Darade, 
Commissioner, FDA Maharashtra, and our submission on the issues on joint inspections dated  
26 January 2018, the Commissioner sent a letter to DCG(I) dated 26 February 2018 in our support 
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and highlighted that such multiple joint inspections of Loan Licenses for granting manufacturing 
licenses was only duplication of work and did not promote ease of doing business. Hence repeated 
joint inspections for issuing /renewing loan licenses may be avoided as the manufacturing unit 
would already be inspected for granting manufacturing approval.  Mr P B N Prasad, Deputy Drugs 
Controller(I) West Zone took up the matter with DCG(I) and issued a Notice dated 1 March 2018 
to FDA Commissioner, Maharashtra that joint inspection of loan licenses of same premises was 
not necessary to avoid delay. However further inspections would be carried out as per Rules 
periodically on risk based approach.

DCG(I) Notice on Oxytocin Restrictions 

Government of India was extremely concerned about misuse of Oxytocin in our country for 
the past few years. Dr Eswara Reddy, DCG(I) issued a Public Notice [dated 28th February 2018] 
proposing restriction on import, manufacture, sale and distribution of Oxytocin to curb its misuse 
and invited comments and suggestions from stakeholders. We made a detailed submission to 
DCG(I) on 13th March 2018 that Oxytocin was an essential and lifesaving drug for augmenting 
labour during childbirth and to prevent postpartum haemorrhage post-delivery, both in human 
and veterinary use. Hence it was included, in our NLEM as also in NLEMs of more than 100 
countries, and EMLs of WHO, UN etc. Government further proposed restricting manufacture and 
supply of Oxytocin only by Karnataka Antibiotics & Pharmaceuticals Ltd (KAPL).This could lead 
to shortages and increase in maternal deaths, which was already a huge problem in our country. 
Non availability of Oxytocin injection of right quality could lead to use of substandard or spurious 
products manufactured by illegitimate manufacturers, resulting in a terrible crisis. To have better 
control over unauthorised import of Oxytocin in the country, we suggested that CDSCO could also 
introduce systems to collect samples from all import consignments of all chemicals, excipients, 
drugs and supplements etc, irrespective of name written in import dossier, and get them tested in 
the testing laboratories to check whether they were genuine. Government needed to raise this issue 
of illegitimate trade with Chinese FDA to prevent export from China of misbranded, substandard 
and undervalued Oxytocin API. We also suggested that Government could direct all legitimate and 
licensed manufacturers of Oxytocin injections to maintain a quarterly statement of manufacture 
and distribution of Oxytocin formulations. 

Following our submission to DCG(I) as above, a meeting was held in PMO on the ‘Harmful 
effects of Oxytocin’. It was decided that all bona fide requirements of Oxytocin would be met by 
indigenous production and accordingly all the imports of Oxytocin/API in any name should be banned 
with immediate effect. CBEC (anti-smuggling unit) issued an ‘Instruction’ dated 5th April 2018 to 
Commissioners of Customs, DGFT citing the same as above and also instructed the officials to be 
vigilant against smuggling of Oxytocin and to prevent unauthorised trade, sale or manufacturing 
of Oxytocin within India. In our discussions with DCG(I) and other regulators, we were informed 
that there were about 113 manufacturers of Oxytocin with turnover of Rs.45 Crores.  However, 
there would be no change in Government’s proposal to restrict manufacture of formulation to the 
public sector manufacturer, KAPL, as the matter was discussed at PMO and decision was already 



65

taken. No wholesaler or retailer would be involved in selling Oxytocin formulations and supplies to 
hospitals, clinics etc would be made directly by KAPL. We conveyed our appreciation to DCG(I) 
and Ministry of Health for allowing manufacture, sale and distribution of Oxytocin formulations by 
private sector companies till 1 September 2018 (vide GSR 602 dated 29 June 2018). We made 
another submission on 8 August 2018 voicing our concerns requesting that, though Government 
was taking efforts to increase production of Oxytocin at KAPL, whether one manufacturing unit 
would be able to cover demand for the lifesaving medicine from all hospitals and clinics in India. 
Any problem in distribution or shortage would put many pregnant mothers at risk during childbirth. 
We suggested that by including Oxytocin under Schedule H1, Government would have been able 
to streamline and have better control on manufacture and sale, whether by public or private sector 
manufacturers. Though Health Ministry accepted our suggestion and published draft notification 
(GSR 795 dated 21 August 2018) to this effect, they did not extend it to include manufacture by 
private sector companies. In a landmark judgement, the Hon’ble Delhi High Court on 14 December 
2018 set aside Government’s decision on banning private firms from making, selling oxytocin ruling 
that there was no scientific basis behind the Centre’s decision restricting private companies from 
making or supplying the drug, which helps new mothers lactate, or to prevent its alleged misuse 
in the dairy sector for increasing milk production.

Meeting with Shri J P Nadda, Hon’ble Union Minister of Health

We were invited to a meeting with Shri J P Nadda , Hon’ble Minister of Health & Family Welfare 
on 9 March 2018 at Delhi. This was the first meeting with the Hon’ble Minister wherein he directly 
interacted with industry representatives and addressed their issues and also gave immediate 
directions to the regulators. Dr Eswara Reddy, DCG(I) along with officials from the Department of 
Health were also present. Representatives from other Associations like FOPE, CIPI and HDMA 
were also present. We requested the Hon’ble Minister for providing timely support to SMEs to 
handle pressures of regulations, price cuts etc and that MSME should have a representative in 
DTAB. We also requested for consolidated changes with sufficient time for change-overs and 
to avoid frequent changes as they invariably led to non-compliance. He suggested that regular 
stakeholders’ consultations could be held to address industry issues. Regarding BA/BE studies, we 
requested that it be Implemented prospectively and in phases. The DCG(I) clarified that CDSCO 
would display a list of Reference Products and products approved by CDSCO which could be used 
as Reference Standards and would be applicable only for new products.

Ban on FDCs case in Supreme Court

Supreme Court delivering their judgement on 15 December 2017 had directed Government 
and Industry to suggest the way forward on the 344 Notifications dated 10 March 2016 plus the 
five FDCs subsequently banned on 18 June 2017. As directed by Supreme Court, DTAB in their 
78th meeting on 12 February 2018 constituted a Sub-committee to examine the banned 349 FDCs.
Following DTAB accepting recommendations of the Subcommittee, the Ministry of Health and Family 
Welfare, through gazette notifications dated 7th September 2018, notified ban with immediate effect 
on manufacture, sale and distribution of 328 FDCs for human use. Supreme Court responding 
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to a petition by some manufacturers challenging the review, directed Government to keep  
15 pre-1988 FDCs out of purview. DTAB also recommended that manufacture, sale and distribution 
of six FDCs be allowed with certain conditions based on their therapeutic justification. Some leading 
pharmaceutical companies petitioned Delhi High Court that they had not been allowed to respond 
to DTAB report regarding their FDCs. The petitioners were allowed to continue sale of ‘already 
manufactured stock’ of the FDCs. However, they were directed to immediately stop production of 
the FDCs. this matter is reported in the Medical section.

Not of Standard Quality

On the issue of dealing with NSQ matters, the Minister advised his officials that for determining 
NSQs, appropriate Guidelines should be made part of Rules so that discretionary powers were 
reduced to minimum and definitions transparent to enable uniform implementation of the Rules. 
He directed CDSCO to notify Guidelines on NSQ, Spurious, Misbranded, Substandard drugs as 
a Rule under Drugs and Cosmetics Rules to ensure that discretionary powers were reduced to 
minimum and definitions were transparent to enable uniform implementation of Rules. We raised 
this issue in our meeting with Regulators and requested that manufacturer be also provided a 
hearing to clarify/defend his product in case a product was found to be NSQ by Government analyst, 
before publicising the same. We also suggested that there was an urgent need to introduce a new 
Part in Drugs and Cosmetics Rules to provide for action to be taken in the case of NSQ drugs. 
This part would include provisions of existing 33-P circular Guidelines for taking action on NSQ. 
Sufficient safeguards should be built into the procedures to prevent misinterpretation of NSQ drugs 
for converting them into spurious and adulterated drugs. The Regulators assured us that NSQ 
Guidelines would be included in the Drugs & Cosmetics Rules.  

Following our request to DCG(I) on issuing NSQ Guidelines under Section 33P, DCG(I) indicated 
that a new Schedule K1 would be introduced with all relevant provisions. A list of violations which 
had no implications on quality would be provided and in such cases, there would be no prosecution 
and firms would only be required to deposit the total value of the batch in terms of MRP. In case of 
failure, there would be provision to appeal to the State Government. If assay was less than 80% 
and dissolution less than 20%, action would be taken. We have requested DCG(I) to consider 
such a lapse as a compounding offence.

CDSCO Forum of Pharma Associations meetings

As an immediate outcome of the meeting with Minister Mr J P Nadda as reported earlier, 
CDSCO issued an Order dated 14 March 2018 constituting a Forum of Indian Drug/Pharmaceuticals 
Associations to comprise of IDMA, IPA, BDMA, FOPE, CIPI and Laghu Bhartiya Udyog. The 
Associations would be represented by President or Chairman and Secretary or General Secretary, 
who would be invited for discussion with DCG(I) every quarter on various issues pertaining to 
CDSCO. Subject experts were allowed only with prior permission. The first meeting of the Forum 
was held on 11 April 2018. A number of issues such as COPP, Export NOC, NSQ, BA/BE studies, 
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barcoding, labelling, FDCs, DPCO review, Trade Margins etc were discussed. At the 2nd meeting on 
16th May 2018, the only point on agenda was to discuss the FDC issues in detail.  We Congratulated 
DCGI for initiatives taken for extending the COPP validity and NOC for exports. On the issue of ban 
on the 344 FDCs, we requested that for those FDCs which were to be eventually considered for 
banning, after re-reviewing of the submitted dossiers by the DTAB, a final opportunity of personal 
representation be given to the Company who had forwarded dossiers and/or the petitioner for that 
FDC. At the 3rd meeting of Indian Drug/Pharma Associations Forum organised by Dr Eswara Reddy, 
DCG(I) on 29th August 2018, a number of issues were discussed such as fees hike for import, 
manufacture and sale, providing Roadmap for PIC/S membership, implementation of barcoding 
for Trace and Track mechanism, DAVA Portal, NSQ guidelines, top 300 brands authentication, 
labelling, tendering / procurement conditions etc. DCG(I) requested stakeholders to inform their 
concerns and preferences for authentication of Top 300 brands, etc. 

Public Relations Office at CDSCO

CDSCO issued an Office Order dated 7 March 2018 that a Public Relations Office was 
being set up at CDSCO to be headed by Shri Sunil Kulshreshtra, ADC (India), with Shri Sanjay 
Aggarwal. Drug Inspector and Ms. Vibha Sharma, Asstt Drug Inspector. The PRO would act as a 
‘Single Window’ for disposal of grievances of Stakeholders and would also provide information to 
the innovators regarding regulatory requirements for commercialisation of their products. It would 
also provide clarifications on D&C Act and Rules. Those visiting the PR Office would not require 
any prior appointment. All concerned DDC(1)s/ADC(I)s of all Divisions of CDSCO HQ would be 
providing requisite information to PRO. CDSCO had vastly improved approval timelines through 
SUGAM and other online provisions by State FDAs.

DTAB Reconstituted

Ministry of Health and Family Welfare notified reconstitution of Drugs Technical Advisory 
Board (DTAB) vide GSR 1929 dated 15th May 2018. DTAB is headed by Director General of Health 
Services (DGHS) Dr Promila Gupta. and the Board includes other officials and experts such as  
Dr Eswara Reddy, DCG(I) and Member Secretary, DTAB, Dr Nilima Kshirsagar, Chair, ICMR,  
Dr B Suresh, President Pharmacy Council of India, Dr Jayshree Mehta, President Medical 
Council of India, Director, Central Drugs Laboratory, Kolkata, Director, Central Research Institute, 
Kasauli, Director, Indian Veterinary Research Institute, Izatnagar, Bareilly, U.P., Director, CDRI, 
Lucknow, Drug Controller, Assam, Dr. Pallavi Jain Govil, Commissioner, FDA, Madhya Pradesh,  
Prof. M. D. Karvekar, Bengaluru, Karnataka, Dr. G. B. Gupta, Vice-Chancellor, Pt. Deendayal 
Upadhyaya Memorial Health Sciences and Ayush University of Chhattisgarh, Raipur, Dr. R.N. 
Tandon, Honorary Secretary General, Indian Medical Association, New Delhi, Dr. T.V. Narayana, 
Bengaluru, Karnataka, Shri M.S. Lokesh Prasad, Karnataka, Scientific Officer & Government 
Analyst, Drugs Testing Laboratory, Bengaluru, Karnataka, Dr. Vaishali N. Patel, Government 
Analyst, Food and Drugs Laboratory, Vadodara, Gujarat.  Shri Pankaj Patel, Chairman and 
Managing Director, Cadila Healthcare Ltd is the industry representative on DTAB.
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Uploading data on SUGAM Portal

Ministry of Health and Family Welfare published a draft notification (GSR 629 dt 11 July 2018) 
seeking to introduce a clause 84AA to direct all manufacturers to register with SUGAM portal and 
upload information on licenses granted to them for manufacture for sale or distribution of drugs as 
verified by the concerned Licensing Authority and also to regularly update the information. In our 
discussions with regulators, we were informed that there was no reliable database on products 
and it was necessary to develop and maintain a database containing all pharmaceutical products 
manufactured and sold in Indian market. 

Labelling Amendment Rules 
(a) Rule 96 Amended
 Ministry of Health and Family Welfare issued notification [GSR 222 dated 13th March 2018] 

amending Rule 96 on labelling. The notification, to be effective from 13th September 2018, 
stipulated that proper name of the drug or FDC other than FDCs of vitamin and other FDCs 
containing three or more drugs, would need to be printed or written in a conspicuous manner in 
the same font but at least two font sizes larger than the brand name or trade name, and in other 
cases, brand name or trade name to be written in brackets below or after the proper name. As the 
label also needed to comply with provisions of Trademark Rules, Design Act, etc DTAB agreed 
to change it to ‘any font but two sizes bigger’, thus allowing brand names as logos, trademarks 
etc. The clarification, though was yet to be issued by DCG(I). We made a detailed submission 
on 21 June 2018 to Health Secretary that the generic name for formulations containing 3 and 
more ingredients was not clear, as also the need to print brand name in brackets.

(b) Rule 97 – Red Boxes with Warnings/Cautions

 Another notification amending Rule 97 (GSR 408 dated 26 April 2018) required that cautions/
warnings be printed in red boxes with black lettering on all labels of all drugs under Schedules 
G, H, H1 and X. In our submission as above, we also highlighted the issues with examples that 
black lettering on red boxes was not legible. We suggested that it would be more practical to 
put boxes with red outlines for easy identification than filled. Also, one of the conditions listed 
under Form 46 for granting permission for manufacture of new drug formulation required for 
printing of a conspicuous red vertical line on the left side running throughout the body of the 
label. We requested that as the notification seeking red box requirement had replaced marking 
of Vertical Red Line in these products, Form 46 while granting permission for manufacture 
of new drugs would need to be corrected to remove the condition for uniformity of labelling. 
We also reiterated our suggestion for marking all labels simply as ‘Prescription drugs’ and 
all others as ‘Non-prescription drugs’ and also colour coding to distinguish one category of 
therapy from another in a simple manner. 

(c)  Request for single implementation date for all notifications 
 With one amendment to be made effective from 13 September 2018 and another from 1 

November 2018, industry would need to change inventory two times in quick succession 
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leading to heavy financial loss and loss of national resources. Different notifications had 
different implementation dates and this could create situations of same product with 2 or 3 
different labels in the market leading to confusion. Hence in our submission, we requested 
that the implementation may be made ‘month’ specific instead of ‘Date’ specific and be made 
effective from January 2019, since manufacturing date was always mentioned as the month 
of manufacture. 

(d) Submission on Labelling to remove brackets for brand name
 The Ministry of Health published a follow up draft notification (GSR 764 dated 10 August 

2018) clarifying amendments to labelling provisions under Rule 96 (GSR 222 dated 13 March 
2018). The draft proposed that generic drugs may need to be printed 2 point sizes larger 
than brand name though it need not be in the same font. Also the implementation date of this 
provision was revised to 1 January 2019 from 13 September 2018. We made a submission 
on 7 September welcoming the clarification and again on 6 November that provision for 
brackets to be printed for FDCs of three or more drugs be omitted as it did not provide any 
benefit to consumer but could violate Trademark Rules. The DCG(I) and DTAB noted our 
concerns and at the 81st meeting of DTAB on 29 November, DTAB recommended that the 
proviso for printing brackets to brand name be removed as requested by IDMA.

Following our continued dialogues with officials at Department of Health and CDSCO, especially 
the DCG(I), and our submissions as above, the Ministry of Health and Family Welfare issued 
notifications GSR 1161 dated 3 December 2018, GSR 1185 dated 7 December 2018 (draft) and 
other related notifications extending implementation on voluntary basis till 31 March 2018 and 
thereafter to be mandatory. 

Trackable Barcoding on containers of drug products

Dr Eswara Reddy, DCG(I) called a meeting of pharma Associations on 21 March 2918 for 
discussions on trackable Barcoding on containers of drug products. Meeting was chaired by  
Dr. V.G. Somani, Joint Drugs Controller (India). The meeting was called with regard to  
PIL No. 7260/2015 filed in Delhi High Court, which stated that hologram with a trackable bar 
code on the lid of water and medicine bottles and flipside of the medicine strips would grossly 
reduce the problem of anti-counterfeiting and tampering.The Court directed Government to submit 
the progress in the matter. Government was apparently working out ways to enable patient to 
authenticate genuineness of the product. They were also not keen on barcoding but were considering 
alphanumeric codes on primary packs for tracking. DCG(I) also suggested that industry could 
volunteer to carry out this exercise for products with turnover of `50 crores or `100 crores. This 
could alternatively be considered only for top 100 brands. 

Authentication – top 300 brands

DCG(I) organised a meeting on 25 June 2018 inviting leading companies and set up a 
Working Group to work out an Authentication system for adoption by manufacturers of the top 
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300 pharmaceutical brands in the country. The Working Group to be chaired by Dr S. Eswara 
Reddy, DCG(I), included one representative from each of the member Associations of ‘Indian 
Drug / Pharmaceutical Association Forum’ and who would be allowed to be accompanied by 
an expert in IT systems/authentication; one representative each from State Drugs Controller of 
Maharashtra, Himachal Pradesh,  Orissa and Telangana, also Mr Bejon Mishra, Partnership for 
Safe Medicines India, New Delhi, and Mr. R. Chandrashekar, DDC(I) as Convenor. The Group 
was entrusted with finalizing modalities of the authentication system, and was also requested to 
suggest solutions to address concerns raised by manufacturers at the first meeting and submit 
their report within 3 months. Dr Amit Rangnekar, Centaur Pharmaceuticals Pvt Ltd was nominated 
as our representative in the Working Group.

At the next meeting on 20 July at Delhi the Working Group considered various issues such 
as need for a central portal managed by Government to standardise the process, constraints of 
space on the label, increased costs of setting up software, label printing cost, software cost and 
severe loss of productivity etc. We provided our views on the proposal as below:

•	 Authentication	measures	will	be	an	additional	cost	and	a	proportionate	price	increase	should	
be allowed in case it is to be implemented. 

•	 Each	authentication	measure	entails	a	software	contract	cost,	running	SMS	charges,	and	
serialisation charges per individual unit.

•	 Additionally	we	will	need	to	install	a	printer	and	camera	for	every	manufacturing	line.	The	cost	
is `3 lakhs per printer and `30000 per camera per line. Each brand/SKU is manufactured on 
at least 3-4 lines. Each Top 300 brand would have atleast 3-4 SKU and galenical forms like 
syrup, tablets, drops, etc, and each has its own manufacturing complexities. These brands 
have huge volumes and are manufactured on multiple lines and at multiple locations. 

•	 Also,	with	this	system	there	is	a	drastic fall in production output by 30-50% depending on the 
product. 

•	 We	are	reeling	under	the	impact	of	API	costs	galloping,	with	no	end	in	sight	for	at	least	next	
12 months.

•	 Para	96	and	97	changes	in	labeling	have	substantially	increased	the	printing	area	on	the	
label. In smaller packs like blisters, eye drops and oral drops, it is a severe challenge to fit 
the changes as notified In addition if we have to include any authentication measure like QR 
code or serialisation, a minimum area of 10 mm height by 50 mm width has to be identified 
on the label, which seems improbable. 

•	 All	these	measures	entail	changes	in	parts	and	tools	which	are	also	additional	costs.

FICCI organised a Roundtable on Drug Serialization & Traceability in India on 5 October. 
We made a presentation highlighting the issues and feasibility of the exercise regarding space 
constraints, additional cost involved that could be about 1 paise to 5 paise per strip/label as estimated 
by vendors, additional equipment costs and a proportionate price increase may need to be allowed. 
Each authentication measure would entail a software contract cost, running SMS charges, and 
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serialisation charges per individual unit. Also there could be a drastic fall in production output by 
30-50% depending on the product due to this additional exercise. 

Draft D&C notification proposing perpetual Loan Licenses

Ministry of Health and Family Welfare published a draft notification (GSR 628 dated 3 July 
2018) proposing to amend Drugs and Cosmetics Rules to extend licenses under Rules 77 and 83 
to be perpetually valid by just paying License Retention Fee every 5 years. Rule 83 covers Loan 
Licensing and this was also being made perpetual similarly.. 

Draft notification on Package insert for New Drugs

Ministry of Health and Family Welfare published Draft Rules vide GSR 813 dated 27-8-2018 
proposing to incorporate additional condition in Form 45 and Form 46 of D&C Rules that “Each 
saleable unit of the new drug shall (be) accompanied by the package insert for providing to the 
consumer.” In our submission dated 10 October, we brought to the notice of the Ministry  about 
certain concerns such as the words “for providing to the consumer” required clarification, as a 
Package Insert is invariably provided for information of a medical professional for prescribing the 
medication, which will be too technical for the consumer.  Also the proposal to provide ‘package 
insert’ along with ‘each saleable unit of the new drug’ could create difficulties due to interpretation 
that each saleable unit would be required to be accompanied by package insert leading to the 
regulatory officer insisting  that every strip in a carton should have the insert literature. FDCs 
that were licensed by SLAs were being approved as ‘new drug’ by DCG(I) and these FDCs were 
available in the market for a number of years and were technically not ‘new drug’. Hence exemption 
would need to be granted to this special category of ‘New Drugs’.

Draft Notification on E-Pharmacy

Ministry of Health published a detailed draft notification (GSR 817 dated 28 August 2018) to 
introduce Sale of Drugs by E-Pharmacy, through mandatory registration and licensing of online 
drug sales. We made a detailed submission on 11 October welcoming the proposal aimed at 
properly regulating E-pharmacy by mandating prescription, not allowing  NDPS products through 
E-Pharmacy etc we also highlighted certain specific issues that was required to be addressed 
before notifying E-pharmacy such as modifying definition of E-pharmacy to bring it in line with 
wordings under Section 18 of the Drugs and Cosmetics Act; making provisions for allowing sale 
by way of wholesale through e-portal. The Act does not recognize the concept of registration, but 
recognizes concept of licensing. Therefore, the term ‘registration’ would need to be replaced by 
the term ‘license’ under Rule 67J and 67N and also in corresponding forms, etc. 

Proposed revision of Schedule M

Ministry of Health and Family Welfare released a draft notification GSR 999 dated  
5 October 2018 to revise Rules 71, 74, 76 and 78 and upgrade Schedule M under Drugs and 
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Cosmetics Rules, 1945. We circulated the notification to all Members on 11 October 2018 by email 
for their inputs. As the proposed revision was far reaching and required wide consultation, we 
requested Department of Health for additional time of 90 days to respond with our suggestions. 
A meeting of our Regulatory Affairs Committee was held on 2 November to discuss the proposed 
amendment. As the entire Schedule M was being revamped, it required detailed scrutiny 
section by section and clause by clause. The Regulators’ focus appeared to be more on QMS. 
Phytopharmaceuticals was introduced for the first time in Schedule M. Our long standing request 
to de-link shelf-life of formulations from that of APIs appeared to have been addressed, though the 
wordings appear to be incomplete. We prepared a format for providing inputs and emailed it on 7 
November to a large number of Members and experts requesting for their inputs and comments 
on the proposed revisions. 

Proposed revision in Fees for Import of Drugs

Ministry of Health and Family Welfare published a draft notification (GSR 1000 dated 5 
October 2018) proposing revision in fees for import of APIs and Cosmetics. Earlier the DCG(I) 
had discussed the proposed revision in the 3rd Forum of Associations meeting on 29 August 2018 
and all Associations had agreed to the proposal. We discussed this proposal with DCG(I) and also 
made a submission on 6 November 2018 that Rule 122D was also included that covered ‘import 
or manufacture’ of FDCs. As the notification was meant for revising fees only for imports, inclusion 
of ‘manufacture’ of FDCs would be a big blow to industry. DCG(I) and Ministry of Health noted our 
concerns and issued a gazette notification (GSR 1193 dated 12th December 2018 retaining fees 
for manufacture of FDCs (for CT) under Rule 122D at `15,000 while revising fees for import of 
FDCs from `15,000 to `1 lakh as proposed earlier.

Draft Pharmacovigilance Inspections for MAHs

CDSCO released draft Pharmacovigilance System Inspection Guidelines for Market 
Authorisation Holders for human medicinal products vide Notice dated 29th September 2018.  
The issue to be considered was whether there was any need for guidelines on inspection when 
Pharmacovigilance programme was itself not fully understood or practiced by SMEs, and who 
had inadequate infrastructure to monitor/ report SAEs. In our submission dated 19 November, 
we proposed implementation in stages slab-wise, to begin with MAH formulators with turnover 
above `500 crores, and subsequently MAHs with lower turnover so that all MAHs would be able 
to comply. We requested DCG(I) to clarify the need for the inspection Guideline when a number 
of regulations had recently been enacted or implemented and industry was yet to come to terms 
with these requirements. 

Draft Guidelines on Good Distribution Practices

The DCG(I) released draft Guidelines on Good Distribution Practices for Pharmaceutical 
Products on 25 September inviting suggestions. The Guidelines indicated that Government was 
working towards holding every person in the distribution chain responsible for following GDP. We 
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made a detailed submission on 15 October 2018 requesting that the draft Guidelines be retained 
as a guidance document for at least 2 to 4 years and not be legally mandated at present. Also, 
the Guidelines may be suitably included as a Schedule to the Drugs and Cosmetics Rules, only 
after assessing the compliance, readiness and capability of the stakeholders to comply with 
these Guidelines. We recommended to DCG(I) that a meeting with all stakeholders including 
transporters and all associations representing distributors, stockists, wholesalers and retailers, 
as also, Seminars, Workshops etc may be organized to educate and sensitize stakeholders prior 
to finalising the Guidelines.

Advanced Programme for Pharmaceutical Quality Management (APPQM)

After Following sustained efforts and continuous follow up by Mr S M Mudda, Chairman, 
Regulatory Affairs Committee and also facilitator & Moderator of APPQM and Mr S V Veerramani, 
Immediate Past National President and supported by IDMA Secretariat, we launched the ‘Advanced 
Program in Pharmaceutical Quality Management’ in September 2017 jointly with NSF of UK. The 
Programme was conducted in India by experts from NSF Life Sciences, UK to help industry to 
develop a talent pool of world class quality professionals. Five intensive modules each of 4 days 
duration were held every 8 weeks. At the end of each module, a Work Placement Project (WPP) 
was carried out by each delegate at his/her organisation. After the 5th module that concluded on 
29 June 2018, each delegate made a presentation on the WPP. Successful candidates were 
awarded internationally recognized Certification from NSF and IDMA. The take aways from the 
Programme was far more than expected. The candidates sharing their experiences mentioned 
how they had managed to save money and time, and also improve their work activities. One 
company had managed to save `5 crores just by making adjustments in the quantity of water 
consumed by production and quality departments. Others also had similar success stories to 
share. Some Member-companies who had sent their employees, were very satisfied with the 
Operational Excellence achieved by them in their workplaces and had already committed to send 
other employees for the second batch. The employees were advised to spread this Quality culture 
in their workplaces so that others also benefitted in improving overall quality standards. We are 
now working on conducting the second series in April 2019. 

QUALITY MANAGEMENT & TECHNICAL

IP 2018 implementation date extended to 1 July 2018

Following our requests, IPC issued a Notice dated 27 March 2018 further extending 
implementation date of IP 2018 by 3 months from 1st April to 1st July 2018. The Notice informing 
this extension was published in IDMA Bulletin dated 30 March 2018. 

20th IDMA APA PAC 2018

The 20th IDMA-APA Pharmaceutical Analysts’ Convention (PAC) 2018 was held on  
18 and 19 May 2018 at The Club, Mumbai on the theme ‘Best Practices for World Class Generics.  
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The Convention was well-attended with participation of over 200 delegates from more than  
60 pharmaceutical companies.  Delegates included  employees and experts from various disciplines 
such as Pharma Analysis, Quality Control, Quality Assurance, Regulatory, Production, R & D, 
Academia, Marketing, Media etc., including guests and invitees, Past Presidents, IDMA Executive 
Committee Members along with IPC Officials, CDSCO and NTTL Officials, USP. 

The event was supported by over 14 companies including Optel India Pvt. Ltd., Toshvin 
Analytical Pvt Ltd., ACG Associated Capsules Pvt Ltd., LGC, Mercury Laboratories Ltd, Manisha 
Analytical Laboratories, Sotax India, Thermo Fisher Scientific, Thermolab Scientific Equipments 
Pvt Ltd. (Thermolab Group) Chromachemie, Autocal Solutions, Anchrom Enterprises, DBS Bank 
& United States Pharmacopoeia India Pvt. Ltd. 

PAC 2018 also witnessed the historic signing of MOU between IDMA and National Chamber of 
Pharmaceutical Manufacturers of Sri Lanka (NCPM), with IDMA National President Mr. Deepnath 
Roy Chowdhury and President of NCPM Dr. Lohita Samarawickrema signing the MOU.

The Chief Guest was Dr. S Eswara Reddy, Drugs Controller General of India and Special 
Guest of Honour was Dr. Madhur Gupta, Technical Officer-Pharmaceuticals, WHO India Country 
Office. Dr. Ranjit Shahani, Chairman Emeritus, OPPI, Former VC & MD, Novartis India Ltd., 
was the keynote speaker. A Technical Monograph, 7th in the series titles ‘IDMA – APA Guideline 
on Data Integrity Governance’ was released at the Convention by the Chief Guest. The ‘Young 
Pharmaceutical Analyst Award 2018’ was awarded to Dr Swapnil Chudiwal, Wokhardt Research 
Centre and the 20th IDMA-APA PAC Prof. Dr. R T Sane Outstanding Pharmaceutical Analyst Award 
2018’ was presented to Dr. Mrunal Jaywant, USP India Pvt Ltd for their continued contribution to 
quality excellence and future  potential  in pharma industry.

The Technical Session covered a number of presentations  on various topics of interest and 
was facilitated by Dr Milind Joshi, President, Global Regulatory Management, J. B. Chemicals & 
Pharmaceuticals Pvt. Ltd. and Ms. Meena Kashyap Shah, Consultant, Regulatory Affairs. The 
presentations included: 

•	 “Best	 practice	 in	 Pharmaceutical	 Formulation development” by Dr. Anandi Krishnan, 
Consultant, SIDVIM Lifesciences Pvt. Ltd.; “Best practice in Analytical development” by  
Dr. Aniruddha Vaidya, Director, Analytical Solutions; 

•	 “Building	a	culture	of	quality	through	training”	by	Ms.	Sireesha	Yadlapalli,	Sr.	Director,	Strategic	
Marketing and External Affairs, USP India (P) Ltd; 

•	 “Current	 practices	 in	 Aseptic	Manufacturing”	 by	Mr.	Mayilvahanan	 Vijayaraghavan,	 
Sr. Manager, External Supply Quality, GSK; 

•	 “Evaluation	Techniques	for	Containments”	by	Mr.	Sasidharan	Menon,	Subject	Matter	Expert	
(SME) - Design & Evaluation Controlled Environments for Contamination Control; 
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•	 “Quality	Risk	Management	across	Product	Life	Cycle”	by	Mr	Rahul	Gupta,	Vice	President,	
Regulatory Affairs, USV;

•	 “Key	Highlights	of	Indian	Pharmacopoeia	2018“	by	Dr.	P.	L.	Sahu,	Principal	Scientific	Officer,	
R &D Head, IPC India presented; 

•	 “Meeting	Elemental	Impurities	USP	Requirement	–	Implementation”	by	Dr.	P.	Radhakrishnan,	
Director, Compendial Development Laboratory – USP;

•	 “Bridging	in vivo and in vitro Testing” by Dr. Mangal Nagarsenkar, Professor (Adj.), Bombay 
College of Pharmacy;

•	 “Leveraging	serialization	for	Supply	Chain	4.0”	by	Mr.	Shaunak	J.	Dave,	CEO	&	MD	-	India,	
OPTEL GROUP; 

•	 “Anti–Counterfeiting	Measures”	 by	Mr.	Ganesh	Shenoy,	Manager-	 Scientific	 Business	
Development, ACG Capsules and Mr. Rohit Mahire, International Business Development 
Manager - European Union and CIS Countries – ACG Inspections Pvt Ltd.

•	 “Failure	Investigation”	by	Mr.	S	M	Mudda,	Chairman,	Regulatory	Affairs	Committee,	IDMA	&	
APPQM Program Director

Four Breakout Sessions on Best Practices in Pharmaceutical Development, Manufacturing 
Operations, Laboratory and Supply chain were also organised with a Thought Leader and a Group 
Leader assigned to each group. 

Seminar on ‘Impurity Profile: Drug Substance, Excipients and Drug Product’

We organised a One-Day Seminar on ‘Impurity Profile: Drug Substance, Excipients and 
Drug Product’ on Tuesday, 23rd October 2018 at Hotel Radisson, Mumbai jointly with Mr. B R S 
Rao, Chromachemie Laboratory Pvt. Ltd. The Seminar was a success with approximately 200 
participants, thanks due to the efforts of IDMA Secretariat. Dr Sanjit Singh Lamba, MD, Eisai 
Pharmaceuticals India Pvt. Ltd was the Chief Guest and Shri P B N Prasad was the Keynote 
Speaker. Mr. O. S. Sadhwani, Ex Joint Commissioner, FDA Maharashtra and Ms Rubina Bose 
Deputy DC(I), CDSCO West Zone were present and actively participated as our honoured 
Guests. 

Presentations were made by eminent speakers such as Dr. Sanath Kumar Goud, Associate 
Director, USP India (P) Ltd on ‘New Initiatives for Custom Synthesis for Impurities’, Dr. Subramanian 
Iyer, Head of OSD Quality – India R&D, Mylan Pharmaceuticals Pvt. Ltd on ‘Justification of Impurity 
Limits’, Mr. Rahul Gupta, Vice President-Regulatory Affairs, USV Pvt. Ltd. on ‘Approaches 
and understanding of Genotoxic impurities in Drug Substance, Excipients and Drug Product’,  
Dr. Nandkumar Bhilare, Director – Pharma Research Analytical, Lupin Ltd. on ‘Current Challenges 
in Drug Product Impurity Profiles – Drug Excipients Interactions’ etc. The feedback from 
participants and speakers was very encouraging. 
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IDMA 56th ANNUAL DAY CELEBRATIONS AWARDS
1 QUALITY EXCELLENCE

Gold Award 1 Micro Labs Limited’s Sikkim Formulations Unit

Gold Award 2 R P G Life Sciences API Unit

Silver Award 3 Micro Labs Limited’s Bengaluru API Unit

Appreciation Award 4 Global Pharmatech’s Formulations Unit

2 CHIEF MENTORS OF THE YEAR 2017

 1 Mr Yogin R Majmudar

 2 Mr B N Singh

3 CORPORATE CITIZEN AWARDS 2017 

In the category of more than  
Rs. 500 cr Turnover Companies 
(Knowledge Parners: KPMG)

1 BIOCON LIMITED

In the category of less than  
Rs. 500 Crore Turnover Companies 
(Knowledge Parners: KPMG)

2 FABTECH TECHNOLOGIES INTERNATIONAL 
LTD

4 MARGI MEMORIAL BEST PATENTS
BEST PHARMACEUTICAL 
PATENTS AWARD 2016-17

1 M/s PIRAMAL GROUP  
23 Patent families (54 Patents)

BEST BIOTECHNOLOGY 
PATENTS AWARD 2016-17

2 BIOCON LIMITED 
21 Patent families (34 Patents)

BEST API PATENTS AWARD  
2016-17

3 EMCURE PHARMACEUTICALS LTD 
9 Patent families (16 Patents)

BEST INTERNATIONAL PATENTS 
AWARD 2016-17

4 HETERO DRUGS LIMITED 
10 Patents (5 US Patents and 5 EU Patents)

BEST INDIAN PATENTS AWARD  
2016-17

5 INDOCO REMEDIES LTD 
5 Patents (4 Indian and 1 EU Patent)

BEST FORMULATION PATENTS 
AWARD 2016-17

6 APEX LABORATORIES PVT LTD 
5 Patent families (8 Patents)

BEST PROCESS PATENTS 
AWARD 2016-17

7 AUROBINDO PHARMA LTD 
3 Patents (2 Indian Patents and 1 US Patent)

PATENT APPRECIATION AWARD  
2016-17

8 GENNOVA BIOPHARMACEUTICALS LTD 
2 Patents (1 Eurasia Patent and 1 Indian 
Patent).
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5 INDIAN DRUGS BEST RESEARCH PAPERS
BEST REVIEW ARTICLE 1 Title:‘Lymphatic Delivery: Concept, Chal-

lenges and Applications’
Authors: Bora C R, Prabhu RH and Patravale 
V B Institute: Department of Pharmaceutical 
Sciences & Technology, Institute of Chemical 
Technology, Matunga, Mumbai.

BEST PAPER IN PHARMACEUTI-
CAL CHEMISTRY

2 Title: ‘Synthesis, Spectral Studies, Structural 
Evaluation and Antimicrobial Activity of 
Some Novel Cr(III) Complexes Containing 
Tetradentate Macrocyclic Ligands’ 
Authors: Shukla S, Gautam S Chandra S and 
Kumar A Institute: Department of Chemistry, 
Dyal Singh College, University of Delhi, Lodi 
Road, New Delhi.

BEST PAPER IN NATURAL PROD-
UCT

3 Title:‘Chemical Examination of Chloroform 
Fraction of Cleome felina L. f’.  
Authors: Manjuparkavi K and Jayanthi G 
Institute: PG and Research Department of 
Botany, Vellalar College for Women (Autono-
mous), Erode - 638 012, Tamil Nadu.

BEST PAPER IN PHARMACEUTI-
CAL ANALYSIS

4 Title: ‘Development and Validation of LC-MS/
MS Method for The Simultaneous Deter-
mination of Pioglitazone and Voglibose in 
Human Plasma’
Authors: Hemavathi G and Hipparagi S M 
Institute: Department of Pharmaceutical Chem-
istry, KLE Academy of Higher Education & 
Research, (KLE University), Bangalore - 560 
010, Karnataka.

BEST PAPER IN PHARMACEUTICS 5 Title: ‘Development, Characterization and 
Brain Distribution Studies of Nanostruc-
tured Lipid Carrier Containing Saquinavir 
Mesylate for Nasal Administration’
Authors: Mahajan H Sand Patel M I Institute: R 
C Patel Institute of Pharmaceutic-al Education 
& Research, Near Karvand Naka, Shirpur - 425 
405, Dist: Dhule, Maharashtra.

 IDMA Indian Drugs Distinguished 
Contribution Award 2018: 

Dr D B A Narayana
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No. Award Name Recipients
6 J B MODY BEST B. PHARM STUDENTS 

 1 Ms G Kinnera Ratna Sri, B Pharm 2016, Andhra University, Visakhapatnam.

 2 Mr Ankit Modi, B. Pharm 2016, Banaras Hindu University, Varanasi.

 3
Ms Leena Rajendra Pade, B. Pharm 2016, Bharati Vidyapeeth’s College of Phar-
macy, Navi Mumbai.

 4 Ms Sudeshna Kundu, B Pharm 2016, Birla Institute of Technology, Mesra, Ranchi

 5
Ms Sheena Sharma, B Pharm 2016, Delhi Institute of Pharmaceutical Sciences & 
Research (DIPSAR).

 6
Ms Anubhuti Sharma, B Pharm 2016, Dr Harisingh Gour Vishwavidyalaya, Sagar, 
MP.

 7
Ms Rashi Rakesh Gupta, B. Pharm 2016, Guru Nanak College of Pharmacy, Nag-
pur.

 8
Ms Sneha Ramanujadas Rathi, B Pharm 2016, Institute of Chemical Technology, 
Matunga, Mumbai.

 9 Ms Gargi Haldar, B Pharm 2016, Jadavpur University, Kolkata.

 10 Ms Aliya Shafi, B Pharm 2016, Jamia Hamdard University, New Delhi.

 11 Ms Vineeta Kumari, B Pharm 2016, Manipal University, Karnataka.

 12
Ms Priyanka Sanjay Wannere, B. Pharm 2016, Rashtrasant Tukadoji Maharaj Nag-
pur University.

 13
Ms Poonam Mohansingh Rajput, B. Pharm 2016, Sant Gadge Baba Amravati Uni-
versity.

 14
Ms Riya Gupta, B. Pharm 2016, Shreemati Nathibai Damodar Thackersey Wom-
en’s University, Mumbai.

 15
Ms Anvi Pankaj Vadodaria, B Pharm 2016, Shobhaben Pratapbhai Patel School of 
Pharmacy & Technology Management SVKM’s NMIMS, Mumbai.

 16 Ms K Sindhuja, B. Pharm 2016, Sri Ramachandra University, Chennai.

 17
Ms Suchita Dattatray Shinde, B Pharm 2016, Swami Ramanand Teerth Marath-
wada University, Nanded.

 18
Ms Hitanshi Kulinsinh Parmar, B. Pharm 2016, The Maharaja Sayajirao University 
of Baroda.

 19
Ms Soumita Santra, B Tech in Pharmaceutical & Fine Chemical Technology 2016, 
University of Calcutta.

 20 Ms Imra Akbar, B Pharm 2016,  University of Kashmir.
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IDMA REPRESENTATIONS IN THE YEAR 2018

Subject

Date of  
Submis-

sion Representation to

Published 
in IDMA 
Bulletin  

Issue dated
Proposed changes in the Rules 
of Sales Promotion employees – 
Conditions of Service (Rules)

Ref: Meeting of Industrial Tripartite 
Committee for Sales Promotion 
Employees on 08-08-2017

15.01.2018 Mrs Anita Tripathi 
Deputy Secretary to the 
Govt of India, Ministry of 
Labour & Employment, 
New Delhi

‘Functioning of National List of 
Essential Medicine (NLEM) and Drug 
Price Control Order (DPCO)’

15.01.2018 Dr. Vinod K. Paul 
Member, NITI Aayog, New 
Delhi

IDMA Note on “Make in Maharashtra – 
Bulk Drugs”

17.01.2018 Shri Devendra 
Gangadharrao Fadnavis, 
Hon’ble Chief Minister, 
Government of 
Maharashtra

Cc: Mr Pravin Chindhu 
Darade, IAS, Secretary 
to the Chief Minister of 
Maharashtra

Cc: Ms Pallavi Darade, 
IRS Commissioner, FDA 
Maharashtra, Food & 
Drugs Administration, 
Maharashtra

Extension of deadline for implementing: 
“Food Safety and Standards (Health 
Supplements, Nutraceuticals, Food for 
Special Dietary Use, Food for Special 
Medical Purpose, Functional Food and 
Novel Food) Regulations, 2016”

25.01.2018 Mr Ashish Bahuguna, 
Chairman, FOOD 
SAFETY AND 
STANDARDS 
AUTHORITY OF INDIA

Joint Inspections of Manufacturing 
Units as notified under GSR 1337 (e) 
dated 27 October 2017

26.01.2018 Dr Pallavi Darade, IRS, 
Commissioner, Food & 
Drugs Administration, 
Maharashtra

07.02.2018
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Inclusion of Missing & Additional 
Ingredients in “Food Safety and 
Standards (Health Supplements, 
Nutraceuticals, Food for Special 
Dietary Use, Food for Special Medical 
Purpose, Functional Food and Novel 
Food) Regulations, 2016”

27.01.2018 The Advisor (Regulations) 
FOOD SAFETY 
AND STANDARDS 
AUTHORITY OF INDIA

Coordination between CSIR labs and 
the Industry

12.02.2018 Dr Girish Sahni 
Director General 
Council of Scientific 
Industrial Research 
New Delhi

Sub: Implementation of Track 
and Trace System for export 
of Pharmaceuticals and drug 
consignments 

Ref:   (1) Public Notice No 52/2015- 
               2020 dated 5th January 2016 

          (2) Public Notice No 3/2015- 
               2020 dated 21st April 2016

13.02.2018

14.02.2018

Shri Alok Vardhan 
Chaturvedi, IAS Director 
General of Foreign Trade

1) Cc: Smt  Rita Teotia, 
IAS Secretary to the 
Government of India,  
Ministry of Commerce and 
Industry

2) Dr Sonia Sethi, IAS 
Addl. Director General of 
Foreign       Trade

21.02.2018

Inordinate delay in fixation of Ad-hoc 
Norms and its Rectification of Ratified 
Norms

05.03.2018 Shri Alok Vardhan 
Chaturvedi, IAS 
DGFT, New Delhi

CC: Dr Sonia Sethi, IAS, 
Addl DGFT, Mumbai

14.03.2018

Restriction on import, manufacture, 
sale and distribution of Oxytocin to curb 
its misuse – reg.

Ref: Public Notice (File No: 
X-11026/40/2018-BD) dated 28-02-
2018

13.03.2018 Dr S Eswara Reddy,  
Drugs Controller General 
(India)

21.03.2018
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Request for extension of time to submit 
comments/suggestions

Ref: Draft Notification No. GSR 104 (E) 
dt. 1.2.2018 on New Drugs and Clinical 
Trials Rules, 2018

14.03.2018 Shri Sudhir Kumar, IAS, 
Joint Secretary, Ministry of 
Health & Family Welfare

Cc: The Under Secretary 
(Drugs), Ministry of Health 
& Family Welfare

Strategies to reduce import 
dependence on API, KSMs and 
Intermediaries in India

14.03.2018 Dr K V Nagi Reddy, 
Director, Department of 
Commerce, Ministry of 
Commerce & Industry

Poor infrastructure and dilapidated 
condition of Zonal FDA Office, Thane, 
(ESIS) building 

20.03.2018 Dr Pallavi Darade, 
Commissioner, Food and 
Drugs Administration 
Maharashtra 

Cc: The Joint 
Commissioner, FDA, 
Thane

Meeting of Stakeholders on trackable                 
Bar Coding on containers of drug 
products

21.03.2018 Dr S Eswara Reddy, 
Drugs Controller General 
(India)

North East Industrial Development 
Scheme (NEIDS) 2017

26.03.2018 Shri Ramesh Abhishek, 
IAS, Secretary to the 
Government of India, 
Department of Industrial 
Policy & Promotion

FDCs licensed by SLAs prior to 21 
September 1988

27.03.2018 Dr Nilima Kshirsagar, 
Chairperson, DTAB 
Subcommittee to 
scrutinise FDCs

Import Licence for Restricted Items + 
Adhoc Norms Advance Authorization

03.04.2018 Addl DGFT, New Delhi

Implementation of Track and Trace 
System for export of Pharmaceuticals 
and drug consignments 

06.04.2018 Shri Alok Vardhan 
Chaturvedi, IAS, DGFT, 
New Delhi
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Poor infrastructure and dilapidated 
condition of Zonal FDA Office, Thane, 
(ESIS) building 

06.04.2018 Shri Girish Bhalchandra 
Bapat, Minister, Food and 
Drugs Administration, 
Food and Civil Supplies 
and Consumer Protection 
Parliamentary Affairs, 
Maharashtra

R & D Expenses – Deduction under 
section 35(2AB) of Income-Tax Act, 
1961

09.04.2018 Dr Girish Sahni 
DG, CSIR-cum-Secretary, 
DSIR Dept of Scientific 
and Industry Research, 
Ministry of Science and 
Technology

Not to set time limits for FDCs 
application under 18 months policy

10.04.2018 Dr S Eswara Reddy, 
Drugs Controller General 
(India)

Implementation of Track and Trace 
System for export of Pharmaceuticals 
and drug consignments 

10.04.2018 Shri Alok Vardhan 
Chaturvedi, IAS, DGFT, 
New Delhi

Cc: Shri Nripendra Misra, 
IAS, Principal Secretary to 
the PM, Prime Minister’s 
ffice

Cc: Shri Ajay 
SahaiDirector General & 
CEO F.I.E.O

Draft Standard for Residual Antibiotics 
in Industrial Effluents: IDMA Comments

12.04.2018 Shri Gurnam Singh, 
Additional Director & I/C, 
IPC-1, Central Pollution 
Control Board

21.04.2018

Poor infrastructure and dilapidated 
condition of Zonal FDA Office, Thane, 
(ESIS) building 

16.04.2018 Shri Madan Madhukarrao 
Yerawar, Minister of 
State, Food and Drug 
Administration, And 
Energy, Tourism, 
Public Works General 
Administration, 
Maharashtra
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Implementation issues in Track 
and Trace system for export 
of Pharmaceuticals and drug 
consignments

Ref: Public Notice No. 58/2018 dated 
13.04.2018

18.04.2018 Mr Subhash Agarwal, 
Joint Commissioner 
of Customs, NS –IV, 
Jawaharlal Nehru 
Custom House, 
Nhava Sheva,Raigad, 
Maharashtra

Request for an Appointment with senior 
members of IDMA

25.04.2018 Shri Madan Madhukarrao 
Yerawar, Minister of 
State, Food and Drug 
Administration, And 
Energy, Tourism, 
Public Works General 
Administration

Making MIHAN a preferred investment 
destination for Pharmaceutical 
industries

26.04.2018 Hon’ble Shri Devendra 
Fadnavis, Chief Minister of 
Maharashtra, Mantralaya, 
Mumbai

Cc: Hon’ble Shri Nitin 
Jairam Gadkari, Minister 
of Road Transport & 
Highways, New Delhi

Draft Notification No. GSR 104 (E) dt. 
1.2.2018 on New Drugs and Clinical 
Trials Rules, 2018

01.05.2018 Mr Sudhir Kumar, 
IAS, Joint Secretary 
(Regulations), Ministry of 
Health & Family Welfare

Meeting on 12th April 2018 01.05.2018 Shri Jai Priye Prakash, 
IAS Secretary to the Govt. 
of India, Dept. of Pharma

Notification of Tramadol as a 
Psychotropic substance – S.O. 1761 
(E) – regarding

02.05.2018 Mr Dinesh Boudh, Deputy 
Secretary (Narcotics 
Control), Department 
of Revenue, Ministry of 
Finance, Copies also 
sent to Director General, 
Narcotics Control Bureau, 
New Delhi and Narcotics 
Commissioner, Gwalior

07.05.2018
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Points for consideration with respect of 
Fixed Dose Combinations – 2nd meeting 
of Indian Drug/Pharmaceuticals 
Association Forum to discuss the 
issues on FDCs – 16th May 2018 at 
3.00 p.m.

Ref: Your esteemed office letter No. 29/
Misc./12/2018, dt. 9.5.2018

15.05.2018 Dr S Eswara Reddy, 
Drugs Controller General 
(India)

Industry concerns on proposed Trade 
Margin caps and WPI-linked price 
revisions

22.05.2018 Shri Brajendra Navnit, 
IAS, Joint Secretary to the 
Prime Minister of India, 
Prime Minister’s Office

Shri Jai Priye Prakash, 
IAS, Secretary to the 
Govt. of India, Dept. of 
Pharmaceuticals

Dr. Vinod K Paul, 
Member, NITI Aayog

30.05.2018

Fixation of Norms 24.05.2018 Dr Sonia Sethi,  
Add. Director General of 
Foreign Trade

Cc: Shri. J. V.Patil, Addl 
DGFT  -( NC –III ), O/o 
The Director General of   
Foreign Trade, New Delhi

Shri. Nirmal Kumar, Dy. 
DGFT ( NC –III), O/o 
The Director General of 
Foreign Trade, New Delhi 

Intended move of NDPS policy and 
agencies from Department of Revenue 
to Ministry of Finance to Ministry of 
Home Affairs - reg

28.05.2018 Shri Brajendra Navnit, 
I.A.S., Joint Secretary to 
the Prime Minister of India

Proposed Maharashtra Industrial Policy 29.05.2018 Dr. Bhushan Gagrani, 
Principal Secretary, Office 
of Chief Minister, Govt. Of 
Maharashtra
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Evasion of anti-dumping duty imposed 
on the imports of ‘Ofloxacin’ under 
code 3004 20 34 vide Customs 
Notification No. 8/2018-Customs 
(ADD).

07.06.2018 Shri Sunil Kumar, IAS, 
Designated Authority, 
Directorate of Antidumping 
(DGAD), Department of 
Commerce, 

Ms. Vanaja N. Sarna, 
Chairperson, Central 
Board of Indirect Taxes 
& Customs, Department 
of Revenue, Ministry of 
Finance

Shri Hasmukh Adhia, 
Revenue Secretary, 
Department of Revenue, 
Ministry of Finance

Shri. L. Satya Srinivas, 
Joint Secretary (Customs) 
Central Board of Indirect 
Taxes & Customs, 
Department of Revenue, 
Ministry of Finance

Meeting Notice dated 1st June, 2018 
to discuss the issues on DAVA Portal 
and implementation of the bar Coding 
for Track & Trace System for export of 
Pharmaceutical products

08.06.2018 Shri Shyamal Misra, IAS, 
Joint Secretary, Dept of 
Commerce

Issues related to Invoicing requirement 
on market return of Expired/Damaged/
Breakage Goods which are non-
saleable and meant for destruction in 
Pharmaceutical Industry

19.06.2018 Shri P.K. Mohanty, IAS, 
GST Consultant, Dept. 
of Revenue, Ministry of 
Finance

Cc: Shri Arun Goyal, IAS, 
Special Secretary, Goods 
& Services Tax Council
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Simplifying Labelling of Drug 
Formulation packs and request for 
unified implementation date

21.06.2018 Dr. Ms. Preeti Sudan, IAS, 
Secretary to the Govt. of 
India, Ministry of Health 
and Family Welfare

Cc: Dr. S. Venkatesh, 
Director General of Health 
Services, Ministry of 
Health and Family Welfare

CC: Shri Sudhir Kumar, 
IAS, Joint Secretary 
(Regulations), Ministry of 
Health and Family Welfare

CC: Dr. S. Eswara Reddy, 
Drugs Controller General 
(India)

30.06.2018

Our Meeting on 29 June 2018 at 3.00 
p.m.

26.06.2018 Shri K. C. Mistry, Member 
Secretary, Gujarat 
Pollution Control Board

15th Expert Committee meeting to 
finalize the Environmental Standards – 
5th July 2018 at 10.30 a.m.

03.07.2018 Dr. H. Kharkwal, Joint 
Director/Scientist ‘D’, 
Ministry of Environment, 
Forest and Climate 
Change, Indira 
Paryavaran Bhawan, 
Prithvi Wing, 2nd Floor, Jor 
Bag Road, New Delhi – 
110 003

Proposed ban on Codeine based 
cough syrups 

05.07.2018 Shri Ritvik Ranjanam 
Pandey, IAS, Joint 
Secretary, Dept. of 
Revenue, Shri G.C. 
Murmu, IAS, Additional 
Secretary, Dept. of 
Revenue
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Order dated 29th June 2018: 
Implementation of Food Safety and 
Standards (Health Supplements, 
Nutraceuticals, Food for Special 
Dietary Use, Food for Special Medical 
Purpose, Functional Food and Novel 
Food) Regulations, 2016”

05.07.2018 Shri Pawan Kumar 
Agarwal, IAS, Chief 
Executive Officer, 
FOOD SAFETY 
AND STANDARDS 
AUTHORITY OF INDIA

Shri Ashish Bahuguna, 
IAS, Chairperson, 
FOOD SAFETY 
AND STANDARDS 
AUTHORITY OF INDIA

Shri P. Karthikeyan, 
Assistant Director,  
Regulations/Codex, 
FOOD SAFETY 
AND STANDARDS 
AUTHORITY OF INDIA

14.07.2018

Various Show Cause Notices issued by 
NPPA

11.07.2018 Hon’ble Shri Mansukh 
L Mandaviya ji, Minister 
of State for Chemicals & 
Fertilizers

Cc: Shri Jai Priye 
Prakash, Secretary, DoP

Cc: Dr. R.K. Vats, 
Chairman, NPPA

21.07.2018

Draft Standards for Residual Antibiotics 
in Industrial Effluent

23.07.2018 Dr. H. Kharkwal, Joint 
Director/Scientist ‘D’, 
Ministry of Environment, 
Forest and Climate 
Change, Indira 
Paryavaran Bhawan, 
Prithvi Wing, 2nd Floor, Jor 
Bag Road, New Delhi – 
110 003
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Unfair Terms & Conditions or Clauses 
such as “Prices quoted are not 
higher than that quoted to any other 
organization working under State / 
Central Govt. / Municipal Corporations 
or any other local bodies” in the tenders 
for Drugs & Medicines of various 
Institutes coming under State/Central 
Govt./Municipal Corporations or Local 
Bodies across India, which are against 
the Quality Focus & detrimental to the 
sustainable growth of MSMEs.

30.07.2018 Dr. Ms. Preeti Sudan, IAS, 
Secretary to the Govt. of 
India, Ministry of Health 
and Family Welfare, 

Cc: Dr. S. Eswara Reddy, 
Drugs Controller General 
(India)

07.08.2018

Summary of pending Essential Narcotic 
Drugs Amendments proposed to NDPS 
Rules, 1985

31.07.2018 Deputy Secretary, Deptt. 
of Revenue

Summary of amendments proposed 
for NDPS Rules – Psychotropic 
Substances 

31.07.2018 Deputy Secretary, Deptt. 
of Revenue

Summary of amendments proposed 
for Narcotic Drugs and Psychotropic 
Substances (Regulation of Controlled 
Substances) Order 2013

31.07.2018 Deputy Secretary, Deptt. 
of Revenue

Exporters Country-Specific Issues 31.07.2018 Shri Navdeep Rinwa, 
IAS, Joint Secretary, 
Department of 
Pharmaceuticals.

07.08.2018 

Inordinate delay in fixation of Ad hoc 
Norms and Rectification of Ratified 
Norms

02.08.2018 Deputy Director General 
of Foreign Trade

O/o. Director General of 
Foreign Trade, ew Delhi

 

APIs and Pharma Intermediates 
– Challenges and Suggestions for 
Resolution 

06.08.2018 Dr. Vinod K. Paul, 
Member, NITI Aayog

Shri Brajendra Navnit, 
IAS, Joint Secretary, PMO

21.08.2018
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Regulatory actions to prevent misuse 
of Oxytocin

08.08.2018 Dr. Ms. Preeti Sudan, IAS, 
Secretary to the Govt. of 
India, inistry of Health & 
Family Welfare

21.08.2018 

APIs and Pharma Intermediates – 
Bangladesh Policy Announcement

09.08.2018 Dr. Vinod K. Paul, 
Member, NITI Aayog, New 
Delhi

21.08.2018

Notice calling for suggestions, views, 
comments etc. from stakeholders on 
the Draft Food and Safety Standards 
(Health Supplements, Nutraceuticals, 
Food for Special Dietary Use, Food for 
Special Medical Purpose, Functional 
Food and Novel Food) amendment 
Regulations, 2018

13.08.2018 Shri Pawan Kumar 
Agarwal, IAS, Chief 
Executive Officer, 
FOOD SAFETY 
AND STANDARDS 
AUTHORITY OF INDIA

APIs and Pharma Intermediates – 
Bangladesh Policy Announcement

20.08.2018 Shri Brajendra Navnit, 
IAS, Joint Secretary to the 
Prime Minister of India, 
Prime Minister’s Office, 

Shri Jai Priye Prakash, 
IAS, Secretary to the 
Govt. of India, DoP

21.08.2018

Macro issues seriously affecting “Ease 
of doing business and Make in India” in 
NDPS

21.08.2018 Shri G C Murmu, IAS, 
Special Secretary 
(Revenue), Ministry of 
Finance

Fear of doing business in NDPS 
Substances – proposed Standing Order

21.08.2018 Shri G C Murmu, IAS, 
Special Secretary 
(Revenue), Ministry of 
Finance

Issues related to Latin American 
Countries

31.08.2018 Under Secretary, DoP & 
Joint Secretary Commerce

Various Options for Classification of 
Bulk Drugs

03.09.2018 Dr. Bhushan Gagrani, IAS, 
Principal Secretary, Office 
of Chief Minister Govt. of 
Maharashtra

Indian Pharma exporters to report 
country specific export issues to DoP

04.09.2018 Joint Secretary, DoP 14.09.2018
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Representation on FTP issues 06.09.2018 Shri. Alok Vardhan 
Chaturvedi, IAS, Director 
General of Foreign Trade

21.09.2018

Issues with respect to implementation 
of barcode and aggregation as a 
Track and Trace measure for export of 
pharmaceutical products as per Public 
Notice No. 13/2015 -2020 dated 22nd 
May 2015 of Ministry of Commerce and 
Industries

06.09.2018 Dr. Anup Wadhawan, IAS, 
Secretary to the Govt. of 
India, Dept. of Commerce

21.09.2018

Draft Notification GSR 764 (E) dated 
10 August 2018 

07.09.2018 The Under Secretary 
(Drugs), Department of 
Health and Family Welfare

21.09.2018

Request for appointment with Hon’ble 
Minister Dr. Harsh Vardhan ji

26.09.2018 Dr. Hardik Shah, IAS, 
Private Secretary to 
Hon’ble Minister of 
Environment, Forest & 
Climate Change

Buy one and Get one, free samples 
and additional quantities for the same 
price – 

a cost for Pharmaceutical companies

4.10.2018 Dr. Hasmukh Adhia, 
Finance Secretary and 
Revenue Secretary

14.10.2018

Review of Poppy cultivation in India 4.10.2018 Ms. Remya Prabha 
Geetha, Deputy Director 
(Policy), Dept. of 
Pharmaceuticals

Draft Notification GSR 813 (E) dated 

27 August 2018 – Package Insert

10.10.2018 The Under Secretary 
(Drugs), Department of 
Health

21.10.2018 

Draft Notification GSR 817 (E) dated 

28 August 2018 – E-Pharmacy

11.10.2018 The Under Secretary 
(Drugs), Department of 
Health

21.10.2018

Delay in Duty Drawback (Brand rate 
fixation) to exporters

12.10.2018 The Chief Commissioner 
of Customs, Nhava Sheva

CC: The Secretary, 
Ministry of Commerce
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Comments on draft Guidelines on 
Good Distribution Practices for 
Pharmaceutical products

15.10.2018 Dr. S. Eswara Reddy, 
Drugs Controller General 
(India)

30.10.2018

Request for appointment with Shri 
Suresh Prabhu, Hon’ble Minister of 
Commerce and Industry to discuss 
proposed implementation of Track and 
Trace for Pharma Export Packs

15.10.2018 Shri Saurabh Gaur, 
IAS, Personal Secretary 
to Hon’ble Minister for 
Commerce and Industry

Request for extension of time to submit 
comments on Draft Notification GSR 
999(E), dt. 5.10.2018 for upgradation of 
Schedule M

23.10.2018 Dr. Mandeep K Bhandari, 
IAS, Joint Secretary to the 
Govt. of India, Ministry of 
Health & Family Welfare

Simplifying Labelling of Drug 
Formulation packs and request for 
unified implementation date – 1st April 
2019 as proposed by DTAB

23.10.2018 Dr. R.K. Vats, IAS, Addl. 
Secretary to the Govt. of 
India, Ministry of Health 
and Family Welfare

30.10.2018

Suggested changes in Appendix-4H of 
HBP Vol. II – Consumption Register

29.10.2018 Shri. Alok Vardhan 
Chaturvedi, IAS, Director 
General of Foreign Trade

The Narcotic Drugs and Psychotropic 
Substances (Amendment) Act, 2014 
(Act 16 of 2014)

31.10.2018 The Secretary, Medical 
Education and Drugs 
Department, Government 
of Maharashtra 
Mantralaya

CC:    The Principal 
Secretary and Senior 
Law Advisor, Government 
of Maharashtra,           
Mantralaya

The Principal Secretary 
Public Health and 
Commissioner (Health 
Services), Government 
of Maharashtra, Public 
Health Department,            
Mantralaya, 
Commissioner of Food 
& Drug Administration, 
Maharashtra State

07.11.2018
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Proposed revision in Fees for Import – 
Rule 122D re. FDCs

Ref: Draft Notification No. GSR 1000 
(E) dated 5th October 2018

06.11.2018 Dr. Mandeep K. Bhandari, 
IAS, Joint Secretary 
(Regulations), Department 
of Health & Family 
Welfare

G.S.R. 222 (E ) dated 13th March 2018 06.11.2018 Dr. Mandeep K. Bhandari, 
IAS, Joint Secretary 
(Regulations), Department 
of Health & Family 
Welfare

CC : Dr. S. Eswara 
Reddy, Drugs Controller 
General (India)

Information and data on certain issues 06.11.2018 Dr. Vinod K Paul,

Member, NITI Aayog
Request for clarification in relation 
to ascertaining ‘quantity’ of 
pharmaceutical preparations covered 
under the Narcotic Drugs and 
Psychotropic Substances Act, 1985 
(“NDPS Act”)

12.11.2018 Shri G.C. Murmu, IAS, 
The Special Secretary 
(Revenue), Department of 
Revenue (DoR)

Analytical and research support to 
Industry – NDPS related

15.11.2018 Prof. Devang Khakhar, 
Director, Indian Institute of 
Technology, Bombay 
Prof. G.D. Yadav, 
Director, Institute of 
Chemical Technology, 
Mumbai 
Prof. Ashwini Kumar 
Nangia, Director, CSIR-
National Chemical 
Laboratory, 
Pune 

Dr. S. Chandrasekhar,  
Director, CSIR-Indian 
Institute of Chemical 
Technology 
Telangana 
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Draft Pharmacovigilance Inspection 
Guideline

19.11.2018 Dr S. Eswara Reddy, 
DCG(I)

Cc: Mr. Somnath Basu, 
Assistant Drugs Controller 
(India), CDSCO

30.11.2018

Representation relating to F. No. Std/
Nutra(DCGI)/FSSAI/2017 (Pt 1) dated 
29th December, 2017 & 29th June, 
2018.

(Representation to FSSAI requesting to 
allow combination of minerals including 
use of single mineral in dosage forms)

19.11.2018 Shri Pawan Kumar 
Agarwal, IAS, CEO, 
FOOD SAFETY 
AND STANDARDS 
AUTHORITY OF INDIA

Dr. Mrs. Rita Teaotia, IAS, 
Chairperson, Food Safety 
And Standards Authority 
Of India

07.12.2018

Request for clarification on premise 
of “Loan Licensee” registered as 
Additional Place of Business by the 
Principal Manufacturer and exemption 
from filing of Return under form GSTR 
ITC 04 (Pharmaceutical Industry)

19.11.2018 Mr. Upender Gupta, IRS, 
The Commissioner of 
GST, GST Policy Wing, 
Department of Revenue, 
Ministry of Finance

07.12.2018

Draft Sales Promotion Employees 
(Conditions of Service) Amendment 
Rules, 2018

22.11.2018 Under Secretary, Ministry 
of Labour & Employment

Unfair Tender condition / clause of 
seeking “Lowest Rates than quoted 
to any other Institution / Government/ 
Semi Government Organization / Dept. 
/ Individual etc. during the period till 
performance of all supply orders / 
rate contract period” in the tenders 
for Drugs & Medicines of various 
Institutes/ State Government/Municipal 
Corporations / Corporations across 
India, which is detrimental to the quality 
focus & for the sustainable growth of 
MSME.

26.11.2018 Dr. Vinod K Paul, Member 
NITI Aayog

Cc to: Dr. Ms. Preeti 
Sudan, Health Secretary, 
Govt. of India

07.12.2018
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Bulk Drug Industry - API 27.11.2018 Dr. Harsh Vardhan, 
Hon’ble Minister for 
Environment, Forest & 
Climate Change

21.12.2018

Growth of Bulk Drug Industry in 
Maharashtra - Environment Issues

29.11.2018 Shri. Anil Diggikar, 
Principal Secretary, 
Environment Department, 
Government of 
Maharashtra, Mumbai

Proposal for the Union Budget 2019-
2020

03.12.2018 Ms. Remya Prabha G, 
Deputy Director, DoP

Dr Vinod K Paul, Member, 
NITI Aayog

Dr Hasmukh Adhia, IAS, 
Finance Secretary & 
Revenue Secretary , Govt. 
of India

14.12.2018

NDPS Policy issues 4.12.2018 Shri Ritvik Ranjanam 
Pandey, IAS, Joint 
Secretary to the Govt. of 
India, Dept of Revenue
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MEETINGS IN THE YEAR 2018

Date Meetings

05.01.2018 Joint Steering Committee meeting for “INDIA PHARMA 2018” and “INDIA 
MEDICAL DEVICE 2018”, New Delhi

09.01.2018 Meeting to discuss the ‘Functioning of National List of Essential Medicines 
(NLEM) and Drug Price Control Order (DPCO) under the Chairmanship of Dr. 
Vinod K. Paul, Member, NITI Aayog, New Delhi

10.01.2018 Meeting regarding Issues and Challenges being faced by the Indian 
Pharmaceutical Enterprises (MSME), Udyog Bhavan, New Delhi

11.01.2018 NPPA Chairman meeting with Pharmaceutical Associations to discuss the 
various issues relating to Pharmaceutical Sector, New Delhi

13.01.2018 Meeting of IDMA members with Mr. SuPei of Guizhou, China at IDMA office

19.01.2018 Meeting regarding discussion on the issue regarding creation of separate 
provision for OTC drugs to be sold in Retail Pharmacies etc. at CDSCO (West 
Zone), Mumbai

20.01.2018 IDMA 56th Annual Day, ITC Grand Central, Mumbai

25.01.2018 Meeting regarding Joint Inspections by CDSCO and State FDAs – Our 
objections thereof – FDA office

07.02.2018 Meeting with Ms. YoungShin Lee, DIA’s MD (Asia-Pacific)

15.02.2018 
-17.02.2018

India Pharma 2018 organised by FICCI and Department of Pharma - 
Bengaluru

22.02.2018 ‘Indian Drugs Annual Day’ and Executive Committee meeting – IIT Powai, 
Mumbai

22.02.2018 Meeting of all manufacturers of Oxytocin formulations to discuss issues relating 
to misuse of Oxytocin @ Malviya Bhawan, Delhi

23.02.2018 Meeting to discuss action points in view of finding of Study report on PICs @ 
Udyog Bhawan, New Delhi

27.02.2018 Meeting with Director IICT, Hyderabad and Team – IDMA Conference Room

05.03.2018 Meeting of Expert Committee for Upgradation of Indian GCP guidelines in line 
with ICH/WHO GCP guidelines – regarding – Dr. Kiran Marthak - attending

09.03.2018 Meeting regarding various important issues relating to Drug regulation, Nirman 
Bhavan, New Delhi

16.03.2018 IDMA – DOP  Seminar on “SHIFTING PHARMA INDUSTRY FROM 
SCHEDULE-M to WHO COMPLIANCE” at Hotel Fairfield Marriott, KSR Prime, 
R&B Junction, Visakhapatnam

16.03.2018 Meeting on strategies to reduce import dependence of APIs, KSMs and 
Intermediates @ Udyog Bhawan, Delhi

20.03.2018 Central Pollution Control Board meeting, New Delhi
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21.03.2018 Meeting of Stakeholders on trackable Barcoding on containers of drug products 
reg – FDA Bhawan, New Delhi

09.04.2018 Meeting of IDMA members with Dr. Sonia Sethi, Additional DGFT, Mumbai 

09.04.2018 Special meeting of IDMA Regulatory Affairs Committee

11.04.2018 1st meeting of Indian Drug/Pharmaceuticals Association Forum, Kotla Road, 
New Delhi

11.04.2018 
-12.04.2018

IDMA Delegation visit to Delhi.  Meeting with various Ministries

17.04.2018 Meeting under the Chairmanship of Joint Secretary (Regulations), MoHFW 
regarding draft notification vide G.S.R. 104(E), dated 01.02.2018 on New 
Drugs and Clinical Trials Rules, 2018

24.04.2018 Meeting with stakeholders to discuss issues on Bar Coding for Track & Trace 
system for export of Pharma products – Ministry of Commerce @ Udyog 
Bhawan, New Delhi

25.04.2018-
26.04.2018

India Lab Expo 2018, Analytica Anacon India, BEC, Mumbai (Supported by 
IDMA)

27.04.2018 Meeting with WHO SEARO, New Delhi – with Dr. Manisha Shridhar

14.05.2018 Meeting of strategies to reoduce import dependence of APIs, KSMs, and 
Intermediates and also to discuss the process being made for joining PICs @ 
Ministry of Commerce, Udyog Bhawan, New Delhi

15.05.2018 National President’s meeting with PMO, Ministry of Commerce & NPPA

16.05.2018 2nd meeting of Indian Drug/Pharmaceuticals Association Forum @ CDSCO, 
Kotla Road, New Delhi

18.05.2018 
-19.05.2018

20th IDMA-APA Pharmaceutical Analysts Convention, Mumbai 

24.05.2018 7th Annual Innopack Pharma Confex 2018, UBM India, Mumbai

24.05.2018 Interactive session on open tenders floated by CMSS for procurement of 
varius drugs @ Ministry of Health, Conference Room, 155, Nirman Bhawan, 
New Delhi

06.06.2018 Quality Roundtable, ‘Why a Pill is not just a Pill!’ organized by OPPI and 
supported by DoP at St. Regis Hotel, Mumbai

08.06.2018 Meeting to discuss the issues on DAVA Portal and implementation of the bar 
coding for Track and Trace System for export of Pharmaceutical Products 
under the chairmanship of  Shri Shyamal Mishra, Jt. Secretary, Dept. of 
Commerce.

25.06. 2018 Meeting on the introduction of Track and Trace for the Top pharmaceutical 
brands – reg called by the DCGI
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27.06.2018 National MSME Conclave “Udyam Sangam 2018” @ Vigyan Bhawan, New 
Delhi

28.06.2018 Meeting with the officials of EXIM Bank and ECGC under the Chairmanship of 
Shri Shyamal Misra, Joint Secretary, Department of Commerce, New Delhi

29.06.2018 Meeting regarding draft notification No. G.S.R. 104(E), dated 01.02.2018 
on Clinical Trial Rules, 2018 under the Chairmanship of Joint Secretary 
(Regulations), MoHFW

29.06.2018 IDMA-NSF, “Advance Program in Pharmaceutical Quality Management 
(APPQM) Certificate Presentation Ceremony, Bangalore

30.06.2018 IDMA GSB AGM and National Executive Committee meeting, Ahmedabad.

05.07.2018 15th Expert Committee meeting to finalize the environmental standards – 
regarding, New Delhi

09.07.2018 Preparatory meeting invitation – 3rd Indian-Japan Regulatory Symposium on 
30-31st August 2018 at New Delhi

12.07.2018 Meeting of IDMA delegation led by National President with NITI Aayog, DCGI 
and DoP officials

13.07.2018 Meeting of IDMA delegation led by National President with officials of Health 
Ministry & Ayushman Bharat

20.07.2018 IDMA Executive Committee meeting

20.07.2018 Meeting of Working Group on Authentication system for the top 300 
pharmaceutical brands in the country – regarding  - New Delhi

23.07.2018 IDMA-DOP Seminar on “Indian Pharma Global Leadership through Innovative 
Excellence” at Hotel The Fern an Ecotel, Ahmedabad, Gujarat

23.07.2018 Meeting scheduled by the Commissioner of Labour, Karnataka State in 
Bengaluru

26.07.2018 Urgent meeting of Pricing/Consumer Affairs Committee, IDMA office

28.07.2018 3rd meeting of the Advisory Board of Pharmaceutical & Healthcare Management 
Program of IES Management College and Research Centre, EEP Centre, 
Mumbai

06.08.2018 Swachhata Pakhwada meeting, Dept of Pharma, New Delhi

08.08.2018 Odisha Investor’s Meet with CM of Odisha, Mumbai

11.08.2018 Meeting on Swachchta Pakwada @ Secretary, DoP’s office

18.08.2018 IDMA National Executive Committee meeting along with AGM of IDMA 
–TNPKSB followed by Interactive Session with Pharma Leaders

21.08.2018 Meeting with Dr. Bhushan Gagrani, Principal Secretary, Chief Minister’s Office, 
Mantralaya

23.08.2018-
24.08.2018 

2nd Annual Regulatory Conclave for Central & State Regulatory authorities in 
India, Baba Resorts, Kasauli
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24.08.2018 Meeting to discuss the issues on DAVA Portal and implementation of the 
barcoding for Track & Trace system for export of pharmaceutical products, 
New Delhi

27.08.2018 Meeting with CEO, FSSAI, and Secretary to GoI, New Delhi

28.08.2018 Meeting with Dr. Vinod K. Paul, Member, NITI Aayog (Presentation on APIs), 
New Delhi

28.08.2018 – 
29.08.2018

Technical Workshop on Competition issues in Healthcare & Pharmaceutical 
Sector in India, New Delhi

29.08.2018 The Third meeting of the Indian Drug/Pharmaceutical Association Forum, 
New Delhi

06.09.2018 
-08.09.2018

Pharma Pro & Pack 2018 (Analytica Anacon India & India Lab Expo) 
Hyderabad 

07.09.2018 Editorial Board Meeting, IDMA office

07.09.2018 Meeting of Expert committee for upgradation of Indian GCP Guidelines in line 
with ICH/WHO GCP @ CDSCO, FDA Bhawan, New Delhi 

12.09.2018 Meeting to discuss issues relating to APIs, New Delhi

13.09.2018 Meeting of Indo-German Fast Track Mechanism, New Delhi

14.09.2018 
-15.09.2018

5th National Conference on Pharma & Allied Industry - PHARMA CONFEX 
2018 at Ahmedabad Management Association (AMA)

17.09.2018 Interactive Session on current scenario in conduct of clinical trials, New 
Delhi

19.09.2018 Interaction with Pharma Exporters @ Ministry of Commerce Conference Room 
No. 283, Udyog Bhawan, - Chair Joint Secretary Commerce

24.09.2018 Meeting on Pharmacovigilance System at Market authorization Holders (MAH) 
site and Inspection, New Delhi

03.10.2018 Quality Management and Technical Committee meeting

04.10.2018 – 
06.10.2018

India Chem 2018, BEC, Mumbai

05.10.2018 Seminar on ‘Development of Formulations of Sensitive Drugs’ organised by 
NIPER, Mohali 

05.10.2018 Roundtable on Drug Serialization and Traceability in India, FICCI, New Delhi

10.10.2018 Regional Advisory Committee (RAC) meeting, Churchgate, Mumbai

11.10.2018 OPPI 52nd Annual General meeting

15.10.2018 Samveg meeting in DCPC, New Delhi

16.10.2018 Meeting on Government procurements @ Pravasi Bharatiya Kendra, Dr. Rizal 
Marg, New Delhi – Ministry of Health
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18.10.2018 Meeting to discuss the future roadmap on API considering the prospects of 
Biologics regarding, New Delhi

22.10.2018 Meeting of IDMA Bulk Drug Committee

24.10.2018 Executive Committee Meeting, Sunville Banquets

24.10.2018 Special General Meeting of IDMA, Sunville Banquets

25.10.2018 – 
27.10.2018 

‘PHARMAC INDIA 2018’, The Arena, Ahmedabad

27.10.2018 Meeting of Advisory Board of Pharma & Healthcare Management, IES

29.10.2018 Meeting to discuss the points to be included in the agendas of the forthcoming 
meetings of India-Russia Joint Working Group on Pharmaceuticals & Working 
Group on Pharmaceuticals under the India-China Strategic Economic Dialogue 
(SED), New Delhi

01.11.2018 IDMA delegation led by National President meeting with Hon’ble Shri Suresh 
Prabhu, Minister of Commerce & Industry @ Udyog Bhawan

2.11.2018 Regulatory Affairs Committee meeting

5.11.2018 GB – LSSSDC meeting, IDMA

5.11.2018 Meeting of the Scheme Steering Committee (SSC) of ‘Cluster Development 
Programme for Pharma Sector (CDP-PS) regarding’

5.11.2018 Personal Hearing on Draft New Drugs & Clinical Trials Rules, 2018, New 
Delhi

11.11.2018-
15.11.2018

‘Make in Odisha’, Bhubaneshwar

16.11.2018 Get-together of Executive Committee members and West Bengal State Board 
(WBSB) members.

17.11.2018 National Executive Committee Meeting, Kolkata and Interactive Session with 
West Bengal State Board (WBSB) members

19.11.2018 Meeting with the manufacturers in connection with ‘Direct Sourcing of 
Medicines, Surgical and Implants, Hotel Le-Meridien, New Delhi

21.11.2018 Visit of delegation from Shandong Province, (China) to IDMA office

22.11.2018 Meeting with the Uzbek delegation headed by H.E. Mr. Salombek, Khabibullaev, 
Deputy Hokim (Chief Minister) of Andijan Region of Uzbekistan – regarding

22.11.2018 Meeting regarding draft New Drugs and Clinical Trials Rules, 2018, New 
Delhi

26.11.2018 UBM Preliminary Jury meeting for the India Pharma Awards, Hotel Sahara 
Star, Mumbai 

26.11.2018 Vibrant Gujarat Interactive Session, Trident, Mumbai

26.11.2018 National President’s meeting with Health Ministry officials at Delhi
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27.11.2018 Meeting of IDMA delegation led by National President with Minister of 
Environment, Dr Harsh Vardhanji at his residence, New Delhi

27.11.2018 Meeting on Draft notification on Schedule M @ Room No. 220, Conference 
Room Shastri Bhawan, DoP New Delhi – IDMA delegation led by National 
President

27.11.2018 Meeting to discuss the future roadmap on API considering the prospects of 
Biologics @ Room No. 220, Conference Room Shastri Bhawan, DoP New 
Delhi – IDMA delegation led by National President

27.11.2018 4th Meeting of Indian Drug/Pharmaceutical Association Forum, @ CDSCO, 
FDA Bhawan, New Delhi – IDMA delegation led by National President

27.11.2018 IDMA Quality Management and Technical Committee Meeting for PAC 2019, 
IDMA Office, Mumbai 

27.11.2018 DBP Meeting with Mr. Adil Zainulbhai, Chairperson, QCI, IDMA office

27.11.2018 Meeting with Joint Secretary (Revenue) on NDPS matters

27.11.2018 Meeting with Deputy Secretary (Narcotics), Deptt. of Revenue, New Delhi

27.11.2018 Meeting with UNIDO officials at New Delhi

27.11.2018 Meeting with Frost & Sullivan, IDMA office

28.11.2018 Meeting with Deputy Director General NCB at New Delhi

07.12.2018 Meeting of the Expert Committee constituted for recommendation on the 
representation of M/s Reckitt Benkiser India Ltd. to amend the Rule 127 of 
Drugs and Cosmetics Rule, 1945 to permit BIS IS 4707 Part I Colours in 
disinfectant-Reg.

7.12.2018 UBM Preliminary Jury meeting for the India Pharma Awards, Hotel Sahara 
Star

12.12.2018 
-14.12.2018

CPhI India, Delhi

15.12.2018 Insight 2018, 17th Annual Conference, IES

20.12.2018 IDMA Executive Committee Meeting, IDMA office

21.12.2018 to 
23.12.2018

70th Indian Pharmaceutical Congress, Amity University, Noida

IDMA REPRESENTATION IN COMMITTEES 
•	 Technical	Committee	on	Pharmaceuticals	Technological	Upgradation	Assistance	Scheme	

(PTUAS) – constituted by Deptt. of Pharmaceuticals

•	 Recommendation	of	Task	Force	on	Enabling	Private	Sector	to	lead	the	growth	of	pharmaceutical	
industry - Inter-Ministerial Coordination Committee

•	 Technical	Committee	constituted	to	prepare	a	list	of	equipments	and	machineries	required	
for WHO GMP / other International GMP certification – constituted by DoP
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•	 Ministry	of	Labour	&	Employment	 -	constitution	of	 Industrial	Tri-partite	Committee	 for	Sales	
Promotion Employees

•	 Task	Force	on	Transaction	Cost	in	exports	–	constituted	by	DoP

•	 Dr.	V	M	Katoch	Committee	on	APIs

•	 Board	of	Trade

•	 PM’s	Task	Force	on	Micro,	Small	and	Medium	Enterprises	(MSMEs)

•	 PMO’s	Task	Force	on	Pharmaceutical	&	Knowledge	based	industries

•	 Technical	 committee	 for	 rendering	advice	 for	 preparation	 of	 “Detailed	Project	Report	 for	
Developing India As A Drug Discovery And Pharma Innovation Hub 2020” by Deptt. of 
Pharmaceuticals

•	 Committee	set	up	by	Planning	Commission	for	issue	of	FDI	in	existing	Indian	Pharmaceutical	
Companies

•	 DCG	(I)	Committee	to	work	out	procedure	for	permission	for	Dual	Purpose	Bulk	Drugs

•	 Task	Force	formed	by	Ministry	of	Health	&	Family	Welfare	under	leadership	of	Dr.	V	M	Katoch,	
DG – ICMR and Secretary – Deptt. of Health Research for formulating long term Policy and 
Strategy for strengthening Drug Sector in the country

•	 Expert	Committee	for	comprehensive	examination	of	drug	regulatory	issues	including	problems	
of spurious drugs (Dr. Mashelkar Committee)

•	 I	P	Working	Group

•	 Pharmaceutical	Advisory	Forum	constituted	by	Deptt.	of	Chemicals	&	Petrochemicals,	Ministry	
of Chemicals & Fertilizers

•	 DoP	scheme	for	opening	Retail	outlets	for	sale	of	unbranded	Generic	Drugs

•	 DoP	Working	Group	on	Branded	Generic	Drugs

•	 DCG	(I)	Screening	Committee	to	examine	the	contentious	Fixed	Dose	Combinations

•	 International	Medical	Products	Anti-Counterfeiting	Task	Force	 (IMPACT)	 –	 a	WHO	WH	
initiative

• Committee to address the issues of replacement of Gelatin Capsules with Cellulose based 
capsules - under the leadership of Prof. C.K. Kokate.

•	 Committee for access to Health & Environmental impact of the use of Polyethylene 
terephthalate (PET) or plastic containers for primary packaging of drug formulations – Headed 
by Dr. M.K. Bhan

•	 National	Manufacturing	Competitive	Council	(NMCC)

•	 Evaluation	Committee	 formed	by	Deptt.	 of	Scientific	 and	 Industrial	Research,	Ministry	of	
Science & Technology

•	 ECGC	–	Western	Regional	Advisory	Committee,	Mumbai

•	 Watchdog	Committee	of	Customs,	Mumbai
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•	 Open	House	Meet	of	Chief	Commissioner	of	Customs,	Mumbai

•	 RAC	meeting	of	the	Chief	Commissioner	of	Central	Excise,	Mumbai	IV

•	 “Help	Centre”	constituted	by	Central	Excise	Mumbai	 IV	(For	SSI	members,	particularly	 for	
Excise related matters)

•	 Ministry	of	Health’s	Committee	to	suggest	remedial	measures	to	combat	menace	of	spurious	
drugs

•	 National	Working	Group	of	Patent	Law	(NWGPL)

•	 Governing	Board	of	Life	Sciences	Sector	Skill	Development	Council	(LSSSDC)

•	 Governing	Council	of	Quality	Council	of	India	(QCI)

We are also represented in other Committees such as

•	 FICCI	Foreign	Trade	Committee]

•	 FICCI’s	Health	Services	Committee

•	 FICCI’s	Pharmaceutical	Committee

•	 Confederation	of	Indian	Industry’s	–	Pharmaceutical	Committee

•	 Department	of	Pharmaceutical’s	Task	force	for	e-Samiksha	on	enabling	the	Private	Sector	
to led the growth of Pharmaceutical sector

•	 Department	of	Pharmaceutical’s	Task	Force	for	development	of	manufacturing	capabilities	
in each medical vertical in Pharmaceutical production

•	 Department	of	Pharmaceutical’s	Task	Force	 to	 identify	 issues	relating	 to	 the	Promotion	
of Domestic production of High End Medical Devices and Pharmaceutical Manufacturing 
Equipments in the country.

•	 Directorate	General	of	Health	Services	expert	committee	to	examine	and	recommend	changes/
measures to simplify forms/format (to be filled up by the applicants) and reduce the numbers.

•	 Ministry	 of	 Health	 &	 Family	Welfare’s	 Committee	 for	 examining	 and	 recommending	
amendments in the Drugs and Cosmetics Rules, 1945

•	 Committee	to	consider	High	Trade	Margin	Issues

•	 India	Pharma	Awards	Committee

•	 Constitution	of	Selection	committee	for	holding	interviews	for	the	post	of	CEOs	in	Bureau	of	
Pharma Public Sector Undertakings of India (BPPI)

•	 Experts	Group	on	Barcode	implementation

•	 NLEM	Committee

•	 Steering	Committee	of	Cluster	Development	Programme	for	Pharma	Sector	(CDP-PS)

•	 Joint	 Steering	 Committee	 on	 “INDIA	 PHARMA	 2017”	 and	 “INDIA	MEDICAL	 EXPO	
2017”

•	 IPC	Committee	on	Pharmaceutical	Industry	experienced	in	technical	operations	involved	
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in manufacture of dosage forms (IDMA Nomination – Mr. S.M. Mudda, Micro Labs 
Ltd)

•	 IPC	Committee	on	Pharmaceutical	Industry	experienced	in	technical	operations	involved	
in manufacturer of active pharmaceutical ingredient (Bulk Drugs) (IDMA Nomination – 
Mr. Yogin R Majmudar, Bakul Aromatics And Chemicals Ltd)

•	 IPC	Committee	on	Pharmaceutical	industry	engaged	in	analysis	of	active	pharmaceutical	
ingredients, excepiants and/or dosage form (IDMA Nomination – Mr. Anthony Gomes, 
Mylan Labs Ltd)

•	 Committee	 of	 experts	 for	 upgradation	 of	 Indian	Good	Clinical	 Practices	Guidelines	
constituted by Ministry of Health & Family Welfare headed by Dr. YK Gupta – (Nomination 
of IDMA – Dr. Kiran Marthak, Director, Lambda Therapeutic Research Ltd)

•	 Committee	 of	 group	 of	 expert	members	 for	Development	 of	 Standards	 for	 Antibiotic	
residue in Industrial Effluent, constituted by Central Pollution Control Board (CPCB) – 
(nomination of IDMA Mr. Kaushik Samanta of Lupin Ltd.)

•	 SMART	INDUSTRY	4.0	SCHEME	–	Department	OF	Scientific	and	Industrial	Research	
– IDMA Nomination Dr. George A Patani, INGA Laboratories P. Ltd.

•	 Constitution	 of	 Committee	 of	 Experts	 for	 implementation	 of	 DPCO	 vide	 F.No.	
31015/14/2017-pricing, dt.30.11.2017 by DoP

•	 Constitution	 of	 Indian	 Drug/Pharmaceuticals	 Association	 Forum	 –	 CDSCO.	 	 IDMA	
nomination - National President, IDMA  - vide office Order No.A.D-21013/75/2017-DC, 
dt.14.3.2018 by CDSCO

•	 Constitution	 of	 Task	 Force	 on	 APIs	 –	 DoP	 –vide	 letter	 No.31026/48/2016-PI-II,	
dt.18.4.2018

•	 Reconstitution	of	DTAB	Committee	vide	SO	1929(E),	dt.15.5.2018	–	Ministry	of	Health	
& Family Welfare

•	 Constitution	of	Standing	Committee	on	Affordable	Medicines	and	Health	Products	–	DoP	
July 2018 (F.No. 31011/5/2018-Policy)

•	 Constitution	of	Standing	National	Committee	on	Medicines	for	revision	of	NLEM	–	July	
2018 – Health & Family Welfare

•	 Reconstitution	 of	Medicinal	 Plants	 Board	 as	 National	Medicinal	 Plants	 Board	 F.No.	
18020/02/2017-NMPB-III, dt.1.8.2018 – National Medicinal Plants Board

•	 Constitution	of	Central	Expert	committee	and	State	Level	Committee	to	determine	the	
quantum of compensation in respect of faulty ASR Hip Implants manufactured by DePuy 
International Ltd and Implanted in India – Sept. 2018 by Ministry of Health & Family 
Welfare

•	 Competition	Law	Review	Committee

•	 Constitution	 of	 the	 Scheme	 Steering	 Committee	 (SSC)	 of	 the	 sub-scheme	 of	
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Development of Common Facilities Centre for Bulk Drug (DCFC-BD), - 9th Oct. 2018 
(DoP F.No.31026/37/2018-Policy)

•	 Constitution	of	the	Scheme	Steering	Committee	of	the	Development	of	Common	Facility	
Centre for Medical Devices (DCFC-MD) – 10th Oct. 2018 (DoP F.No. 31026/13/2018-
MD)

• Constitution of Expert committee for recommendation on representation of M/s. 
Reckitt Benckiser India Ltd – F.No.14-1/2010-DC, dt. 2nd Nov. 2018 by CDSCO – 
IDMA representation – Mr. S.W. Deshpande

•	 Constitution	of	the	Scheme	Steering	Committee	for	providing	financial	assistance	under	
Pharmaceutical Technology Upgradation Assistance Scheme (PTUAS) – by DoP vide 
F.No. 36016/01/2018-Policy-II, dt. 14th Nov. 2018

•	 Constitution	of	Sub-committee	on	FDCs	headed	by	Nilima	Kshirsagar,	ICMR,	Mumbai	
– vide 81st meeting of DTAB, dt.29.11.2018

•	 Sub-committee	on	FDC	–	Flupenthixol	+	Melitracen	 for	Human	Use	–	headed	by	Dr.	
Nilima Kshirsagar, ICMR, Mumbai – vide 81st meeting of DTAB, dt.29.11.2018

•	 Sub-committee	on	Amendment	of	Medical	Devices	Rules	–	headed	by	Dr.	B.D.	Athani,	
Spl. DGHS – vide 81st meeting of DTAB, dt.29.11.2018

•	 Sub-committee	for	periodic	review	of	Marketed	Drugs	in	respect	of	their	inclusion/deletion	
in Schedule H – Chair – Dr. A.K. Gadpayle, Addl. DGHS – vide 81st meeting of DTAB, 
dt.29.11.2018

•	 Sub-committee	to	examine	continued	marketing	of	Drug	Buclizine	for	indications	other	
than appetite stimulant – Chair – Dr. Nilima Kshirsagar, ICMR, Mumbai. – vide 81st 
meeting of DTAB, dt.29.11.2018

CONSULTANTS

S W Deshpande Regulatory matters

K C Kohli DPCO and related matters 

Chetan Doshi Accounts / Finance 

Dr S G Deshpande Indian Drugs

S P Deo Trade matters

Shailesh Sheth Indirect Taxation 

Bakul Mody Direct Taxation 


