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Indian pharmaceutical 
industry is poised for a 
significant transformation 
as the revised Schedule 
M of the Drugs and 
Cosmetics Rules (1945) is 
set to be fully implemented 
by January 1, 2025. 

Speaking on the sidelines of the OPPI Annual 
Summit, Dr. Rajeev Raghuvanshi, Drug 
Controller General India, highlighted the 
critical importance of Schedule M in ensuring 
the quality and safety of pharmaceutical 
products. 

He explained how Schedule M is a 
cornerstone of the regulatory value chain. 

This regulatory overhaul aims to 
enhance Good Manufacturing 
Practices (GMP) standards, ensuring the 
production of high-quality and safe 
medications. 

Key Changes and Implications 

The revised Schedule M introduces stricter 
guidelines for pharmaceutical manufacturers, 
covering a wide range of areas, including: 

¶ Infrastructure: Upgraded facilities to 
meet new standards. 

¶ Systems and Procedures: Enhanced 
quality management systems and 
operational procedures. 

¶ Manpower: Increased emphasis on 
skilled personnel and training. 

Impact on Drugmakers 

The 
implementation 
of the revised 
Schedule M will 
have a 
substantial 
impact 
on pharmaceutical companies, particularly 
those with a turnover of 250ע crore or more. 

These companies were required to comply 
with the new norms by July 2024, while 
smaller companies had an extended deadline 
of December 2024. 

However, the Federation of Pharma 
Entrepreneurs (FOPE) had sought a two-
year extension for smaller drugmakers to 
adapt to the stringent regulations. 

While the final decision on this request is 
awaited, it is clear that the industry is 
undergoing a period of significant change. 

Addressing Quality Concerns 

The Drug Controller General of India (DCGI) 
has taken proactive measures to strengthen 
the regulatory framework. 

These include: 

¶ Mandatory Testing: All cough syrup 
batches intended for export must now 
undergo mandatory testing. 

¶ Systemic Improvements: Enhanced 
regulatory oversight and inspections. 

 

Source: The Health Master 

Revised Schedule M to Take Effect from New Year: DCGI Published on 1st day of every month 

https://www.dcoiwa.com/
https://thehealthmaster.com/
https://thehealthmaster.com/?s=pharma+industr
https://thehealthmaster.com/?s=pharma+industr
https://thehealthmaster.com/?s=revised+Schedule+M
https://thehealthmaster.com/?s=revised+Schedule+M
https://thehealthmaster.com/?s=DCGI
https://thehealthmaster.com/?s=DCGI
https://thehealthmaster.com/?s=GMP
https://thehealthmaster.com/?s=GMP
https://thehealthmaster.com/?s=revised+Schedule+M
https://thehealthmaster.com/?s=revised+Schedule+M
https://thehealthmaster.com/?s=pharma+industr
https://thehealthmaster.com/?s=FOPE
https://thehealthmaster.com/?s=FOPE
https://thehealthmaster.com/?s=DCGI
https://thehealthmaster.com/2024/11/28/revised-schedule-m-to-take-effect-from-new-year-dcgi/
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Rakesh Dahiya 

Editor-in-Chief 
DCOIWA Newsletter 

 

A New Year, A New Dawn: DCOIWA Newsletter - 11th Edition 
As we usher in the year 2025, the DCOIWA Newsletter marks a 
new beginning with its 11th edition, published at the stroke of 
midnight on January 1st. This timely publication reflects our 
commitment to providing timely and relevant information to all 
our esteemed members. 
Every month, this newsletter serves as a vital communication 
channel, keeping you abreast of the latest developments within the 
pharmaceutical and drug regulatory landscape. Within these 
pages, you'll find a comprehensive array of information, 
including: 
Tribute: Deepest condolences and heartfelt homage to the 
esteemed Dr. Manmohan Singh, former Prime Minister. 

Messages: Heartfelt New Year greetings from our esteemed 
President, Co-Editor, Founder Members, and the esteemed 
Drugs Controller General (India). 

Key Updates: Stay informed with the latest updates from 
CDSCO, State FDAs, IPC Alerts, Banned Drugs, DPCO 2013, 
NDPS drugs, Clinical Trials, and more. 

Essential Information: Access crucial information such as lists 
of State Drugs Controllers, Sports and Webinar Committees, 
and gain valuable insights into topics like Reasons for Failure 
in Quality Tests of LVPs, Ketamine, Changing Pharmacists at 
Medical Stores, Biometric Cards for Pharmacists, and more. 

Regulatory Focus: We delve into important aspects of drug 
regulation, including Food Labeling, Batch Release Activity, 
Videography of Search & Seizure, and the revised Schedule 
M. 

Member Focus: We celebrate the achievements of our members 
through news about DCA Telangana, promotions, and 
retirements. 

Important Notifications: Stay updated with the latest 
notifications from Pharmaceuticals and Drug Regulatory 
bodies across India. 

Data & Resources: Access valuable resources such as NSQ 
samples lists from CDSCO and States, FAQs about Blood 
Centers (Banks), and the latest notifications on NDPS. 

The DCOIWA Newsletter strives to be a valuable resource for all 
its members, fostering a deeper understanding of the evolving 
regulatory landscape and providing a platform for knowledge 
sharing and professional growth. We encourage all members to 
actively engage with the newsletter and share their valuable 
feedback. 
 
Prosperous and successful New Year! 

https://thehealthmaster.com/author/rakeshdahiya/
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From the desk of President 

Date: 1st January 2025 Place: Hyderabad 

From: 

G. Koteshwar Rao 

National President, DCOIWA 

Email: inspectordrugs@gmail.com 

+91 8712196391, 8121296397. 

 

To: 

Esteemed Members of DCOIWA 

Subject: Season's Greetings and Updates on Past 

and Upcoming Activities 

 

Dear Esteemed Members, 

On behalf of the entire executive team of DCOIWA, I 

extend my heartfelt greetings for Christmas, New Year 

2025, and Pongal. May this year bring health, 

happiness, and prosperity to you and your families! 

As we close 2024, I would like to reflect on our 

incredible achievements and outline our vision for the 

upcoming year. Below is a summary of our key 

activities and milestones: 

1. Workshops and Meetings: 

Conducted a workshop on Risk-Based Inspections for 

Gujarat Drugs Control Working officers on 19th 

December 2023 in Ahmedabad. Held our 3rd Central 

Executive Committee (CEC) Meeting on the same day 

at Ahmedabad. 

2. Tributes and Support: 

Sadly, we began 2024 mourning the loss of Late Shri 

Revana Siddappa, Deputy Drugs Controller of 

Karnataka. The association attended the funeral on 4th 

Jan.2024 and provided Rs. 55,000 as immediate 

financial assistance to his family. 

3. Official Communications: 

Addressed a letter on 6th January 2024 to Sri Lalvena 

IAS, Commissioner of FSDD, Tamil Nadu, seeking 

permission to conduct a workshop for Tamilnadu drugs 

control officers in Chennai. Unfortunately, no response 

was received. 

4. Launch of DCOIWA Newsletter: 

Announced the formation of DCOIWA Newsletter 

( monthly) on 29th January 2024 under the leadership 

of Shri Rakesh Dahiya (Editor-in-Chief) and Shri P.K. 

Jaggi (Co-Editor). The first edition was launched on 1st 

March 2024 at 9:00 AM and was highly appreciated. 

Subsequent editions have been released punctually 

every month. 

5. Outreach Efforts: 

On 1st March 2024, letters were sent to the Hon'ble 

Union Health Minister, DCGI, Health Secretary, 

CDSCO regional officers, state Drugs Controllers, and 

recognized professional organizations to officially 

recognize the world's largest registered Drug 

Regulatory Officers Welfare Association DCOIWA. 

Sadly, no responses were received. Shocking to me is 

that no one has not even acknowledged our letter. 

Anticipating some results in future and appealing the 

DCGI and State HOD s to recognize us and 

communicate official circulars to us also. 

6. Policy Advocacy: 

Addressed objections regarding qualifications for the 

post of Junior Analyst to Dr. Vineet Joshi, Chief 

Secretary to the Government of Manipur, on 28th 

March 2024. 

7. Annual Congress and Workshops: 

Successfully held the 2nd Annual Congress cum 

Workshop, on 24th August 2024 at Hotel ITC Maratha, 

Mumbai, chaired by Shri D.R. Gahane, President of 

DCOIWA Maharashtra Chapter. Lifetime Achievement 

Awards and Pallavi Memorial Best Drugs Control 

Officer ( male/female) Awards both at National level 

and state level were presented during the event. Also 

held 4th CEC meeting and 2nd AGM during 2nd 

Congress. Major approvals are obtained like inclusion 

of additional members into central committe and 

formation of DCOIWA Welfare Trust. 

8. Financial and Welfare Initiatives: 

The Treasurer, Mr. Paramanand Verma, presented the 

Audit Report for FY 2023-2024 on 3rd June 2024 to 

CEC members and presented the same during 2nd 

AGM at Mumbai and got them approved. 
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From the desk of President 

As promised, Published and distributed 1,500 copies of 

the Complimentary Drug Act books worth Rs. 12.0 

Lakhs, the first book was released by Shri K.R. 

Chawla , Delhi Drugs Controller in Delhi on 22nd July 

2024. Distributed to all members through the respective 

state Presidents. Provided financial support to the 

family of Late Shri Vivekananda Yadav, who passed 

away on 28th August 2024. Immediate assistance of 

Rs. 50,000 was followed by Rs. 2.0 Lakhs from the 

association and additional pooled funds of Rs. 15.0 

Lakhs from various professional organizations and 

DCOIWA Madhya Pradesh state chapter. 

9. Protests and Advocacy: 

Condemned the suspension of DCOIWA Central Joint 

Secretary and Karnataka State Drugs Controller, Shri 

S.Umesh, on 1st December 2024. A nationwide protest 

was held on 5th December 2024 to appeal for 

revocation. Addressed letter to government of 

Karnataka too revoke the suspension with immediate 

effect. 

10. Upcoming Plans for 2025: 

The 3rd Annual Congress Cum Workshop will be held 

at Ramoji Film City, Hyderabad, Telangana during 

12th and 13th of July 2025. Plans to establish the 

DCOIWA Welfare Trust are underway, with 

registration details to be announced in January 2025. 

Formation of Confideration of South East Asian 

Countries Drug Regulators is still reminding me and 

I'm sure this day will be witnessed soon. With a 

growing membership of 1,447 and financial stability, 

we are committed to strengthening our association, 

fostering continuous education, and supporting our 

members. Plans for upgrading the DCOIWA 

Newsletter, organizing fortnight webinars, and 

establishing a permanent office building at association 

headquarters are in my mind. The  President  is  willing  

to  visit  all  states  once  again  to  increase  the  

Memberships, strengthening the state chapters, 

Organizing workshops, collecting the information 

regarding the routine problems encountered by field 

level officers. 

 

The Association while primarily focused continuous 

education and welfare as outlined in it's bylaws, has 

received numerous requests from it's members to 

address service related issues faced by the individual 

officers. A key priority before us is to prevent external 

interference in the functioning of Drugs Control 

Department. 

Additionally, it is imperative to ensure that cadre-based 

promotions are adhered to and implemented at both 

central and state levels. Failure to address this will 

result in pharmacy- based officers working for years 

together in the Drugs Control Department, only to 

remain in subordinate positions until their retirement. 

I witnessed personally, Assistant Drug Inspector at 

CDSCO Mrs. Afrin Siddiqui resigned and joined as 

Vehicle Inspector at Telangana and within 9 years she 

became Dist. Transport Commissioner, Late. Pallavi 

Koteshwar Rao Joined as Labor Officer and her batch 

mate is now labor commissioner for Telangana, a 

Veterinary Doctor (Gazetted Officer) has become 

collector (IAS Officer), Jr. Assistant in revenue 

department has reached upto Jt.Collector level. A Sub 

Inspector in police department has retired as IPS 

Officer ( of course he is my classmate too!!!) 

The time has come to strive for uniform nomenclature, 

a standardized pay structure, and regular promotions 

across both central and state levels. Achieving this goal 

requires the active cooperation and coordination of all 

working officers. Your support is crucial to this 

collective effort.  

Unity is Strength.. Struggle for Existence... 

 

Thank you all for your cooperation and support. 

Together, we will continue to achieve great milestones. 

 

Jai Hind...   

Mera Bharat Mahan 

Warm regards, 

 

 

G. Koteshwar Rao 

National President, DCOIWA 
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From the desk of Co-Editor 

Pawan Kr. Jaggi 

B Pharm, LLB, MBA  

 

 

A very Happy New Year to all the members of 

the Drugs Control Officers (I) Welfare 

Association and all to others who-so-ever 

come across this message. 

It gives me a great sense of pride and joy to 

mention that I am a member of Drugs Control 

Officers (I) Welfare Association since quite 

early when it was formed under the able 

guidance of Mr G Koteshwar Rao, Mr. Lalit 

Kr. Goel and Mr. Rakesh Dahiya. Our 

Association, as of today, has about 1450 

members spread over different States and 

Union Territories of India, comprising of 

several serving as well as retired Regulatory 

Officers who have served in various 

capacities in different States.  The strength of 

Association is increasing day by day.  

The publication of DCOIWA NEWSLETTER 

commenced in the month of March 2024 and 

within a span of just few months it is being 

acknowledged and read with great interest not 

only by our Association members but also by 

non-members and being appreciated. The 

credit for the timely publication of DCOIWA 

NEWSLETTER goes to Mr Rakesh Dahiya, 

Editor-in-Chief as of as well all those who 

provide useful inputs to the newsletter for the 

benefit of all other members. I have been 

given to understand that the different 

members of our Association gain immensely 

by the various articles that are published in 

the newsletter every month.  

Recently the Editorial Board of our newsletter 

has been strengthened, giving it a positive 

thrust, with a view to make it more useful to 

the members of DCOIWA family and other 

regulatory professionals who happen to go 

through it. This strengthening of the Editorial 

Board is expected to disseminate diversified 

regulatory aspects as well as professional 

awareness to all through this monthly 

periodical.  

  I once again extend my best wishes for 

coming new year 2025.              

----  
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From the desk of Founders 

Happy New Year & Enhancing Drug Quality Through Collaboration 

Dear Seniors and Friends, 

As we step into the New Year 2025, we extend our warmest greetings and best wishes to all members of the 
Drugs Control Officer (I) Welfare Association (DCOIWA). Reflecting on the past three years, we are filled 
with gratitude for the collective efforts and unwavering support that have made our association a vibrant and 
impactful community. Together, we have undertaken numerous initiatives focused on the professional 
development of our members. 

Building upon this foundation of collaborative growth, we are pleased to announce an ongoing educational 
program designed to assist regulators and drug manufacturers in achieving and maintaining the highest 
standards of quality. This initiative, aligned with the Revised Schedule M, aims to: 

¶ Enhance drug quality and safety: By providing manufacturers with the knowledge and tools to comply 
with the latest regulatory requirements. 

¶ Facilitate smooth transition: Assist manufacturers in navigating the changes outlined in the Revised 
Schedule M. 

¶ Foster industry best practices: Promote a culture of quality and compliance within the pharmaceutical 
sector. 

To support this endeavour, we are making available the following valuable resources: 

Important Short Notes for Regulators and Industry: A comprehensive yet concise guide summarizing the 
key aspects of the Revised Schedule M, tailored to the needs of both regulatory authorities and industry 
professionals. 

Key Notes on Revised Schedule M: Compilation (Presented in a Point-by-Point Format): A user-friendly 
resource that distils the core requirements of the Revised Schedule M into easily digestible points, enabling 
quick reference and efficient understanding. 

We believe these resources will serve as invaluable tools for manufacturers as they strive to meet the evolving 
demands of the pharmaceutical landscape. 

This initiative underscores our commitment to continuous learning and professional growth within the 
pharmaceutical sector. We encourage all members to actively participate in this program and share these 
resources with their respective stakeholders. 

We wish you all a prosperous and fulfilling New Year filled with success and personal growth. 

 

 

 

 

Lalit Kr. Goel                                     Rakesh Dahiya 

Deputy State Drugs Controller, FDA Haryana                             SDCO, FDA Haryana  

Vice President of DCOIWA                  cum Organizing Secretary, DCOIWA 

https://thehealthmaster.com/2024/11/03/important-short-notes-for-industry-and-regulators/
https://thehealthmaster.com/2024/12/03/key-notes-on-revised-schedule-m-compilation/
https://thehealthmaster.com/author/lalit/
https://thehealthmaster.com/author/rakeshdahiya/
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Message from DCGI 
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Telangana 

Date: 30th December 2024 
Place: Hyderabad 

 

 

 

 

Efforts to Control and Prevent the Movement of 
Spurious Drugs in India 

By V.B. Kamalasan Reddy, IPS, Director 
General, Drugs Control Administration, 
Telangana 

The movement of spurious drugs poses a grave 
threat to public health and safety, undermining 
the efficacy of healthcare systems and 
endangering countless lives. As the Director 
General of the Drugs Control Administration 
(DCA), Telangana, my office remains steadfast in 
its commitment to addressing this critical 
challenge through a multi-pronged approach that 
combines stringent enforcement, collaborative 
enforcement, and public awareness. 

1. Strengthening Regulatory Mechanisms 

To curb the menace of spurious drugs, it is 
imperative to have a robust regulatory framework 
in place. The Drugs Control Administration has 
prioritized regular inspections of manufacturing 
facilities, distribution centers, and retail outlets to 
ensure compliance with the Drugs and Cosmetics 
Act, 1940. By enforcing strict licensing 
procedures and conducting periodic audits, we 
are working to eliminate unscrupulous entities 
from the pharmaceutical supply chain. 

2. Collaborative Enforcement and Intelligence 
Sharing 

The DCA is committed to working closely with 
law enforcement agencies, intelligence units, and 
other state drug regulators to dismantle networks 
involved in the manufacture and sale of spurious 
drugs. Through joint operations, information-
sharing mechanisms, and swift legal action, we 
aim to disrupt the activities of counterfeiters and 
bring offenders to justice. 

3. Capacity Building and Training 

Building the capacity of enforcement personnel is 
essential to staying ahead of counterfeit drug 
operations. The DCA regularly conducts training 
programs for inspectors and field officers, 
equipping them with the knowledge and skills 
needed to detect spurious drugs and ensure 
stringent enforcement of drug regulations. 

4. Raising Public Awareness 

Public awareness is a crucial component of our 
strategy to combat counterfeit drugs. By 
educating consumers on how to identify genuine 
medicines and encouraging them to purchase 
medicines only from licensed pharmacies, we 
empower citizens to play an active role in 
safeguarding their health. 

5. Strengthening Regulatory Engagement with 
the Pharmaceutical Industry 

The DCA fosters a close working relationship 
with the pharmaceutical industry to ensure that 
manufacturers mandatorily adopt best practices 
and maintain transparency in their operations. 
Regular stakeholder meetings and consultations 
enable the DCA to address emerging threats 
effectively 

Conclusion 

The fight against spurious drugs requires a 
concerted effort from all stakeholders, including 
regulatory authorities, law enforcement agencies, 
pharmaceutical companies, and the public. As the 
Director General of the Drugs Control 
Administration, Telangana, I reaffirm our 
commitment to protecting public health by 
ensuring the availability of safe and genuine 
medicines. Together, we can create a drug control 
ecosystem that is resilient, transparent, and 
uncompromising in its commitment to quality. 

By strengthening enforcement mechanisms, we 
are steadily moving toward a future free from the 
menace of spurious drugs in India. 

---- 
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Editorial Board 
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https://drive.google.com/drive/folders/1YUcYRIq4qA7HIv2Fjl7rq-pYn_zIC7Q2?usp=sharing
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CDSCO  
Vacancy 
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Click for YouTube video 

https://www.youtube.com/watch?v=wJo-LjUlBOc&t=23s
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Click for YouTube video 

Send your news and articles to: 
dcoiwanewsletter@gmail.com 

https://www.youtube.com/live/w9xjI6tEpXs
https://drive.google.com/drive/folders/1YUcYRIq4qA7HIv2Fjl7rq-pYn_zIC7Q2?usp=sharing


 

25 

G. Koteshwar Rao 
Approved Mfg Chemist (AP) 
Approved Analytical Chemist, AP 
(Chemical, instrumental, microbiology), 
Ex. Govt Jr. Analyst, AP (Microbiology) 
Community Pharmacist (Bahrain) 
And former drug regulator AP 
8121296397 
Inspectordrugs@gmail.com 
 

Large Volume Parenterals (LVPs) manufactured by 
Form-Fill-Seal (FFS) technology can fail due to 
several factors affecting sterility, particulate matter 
contamination, and fungal development. These issues 
typically arise from problems in design, process 
controls, or material handling. Hereôs a breakdown of 
common reasons: 

1. Sterility Failures 

Ineffective Sterilization: Inadequate sterilization of 
the equipment, filling area, or containers can 
compromise sterility. 

Breach in Aseptic Conditions: FFS relies on aseptic 
processing. Poor environmental monitoring, operator 
errors, or equipment malfunctions can lead to 
microbial contamination. 

Improper Sealing: Faulty sealing mechanisms or 
improper heat parameters can allow microbial ingress 
into the sealed product. 

Insufficient Validation: Inadequate validation of 
sterilization cycles, equipment cleaning, or aseptic 
techniques may result in sterility lapses. 

2. Particulate Matter Contamination 

Material Contaminants: Presence of contaminants in 
raw materials or packaging components (e.g., plastic 
resins). Improper filtration of the solution before 
filling. 

Machine Wear and Tear: 
Shedding of particles from machine 
components (e.g., metal, rubber, or 
plastic) during operation. 

Environmental Particulates: 
Particulate contamination due to 
poor control of air quality in the 
filling zone. 

Improper Maintenance: Lack of 
cleaning or maintenance of FFS 
equipment can lead to build-up and 
shedding of particles. 

3. Fungal Development 

Contaminated Raw Materials: Use of water or raw 
materials that harbor fungal spores. 

Improper Sealing: Even minor defects in seals can 
allow fungal spores to enter and propagate, especially 
under warm storage conditions. 

Environmental Contamination: Fungal spores in the 
filling environment due to poor air filtration or 
cleaning practices. 

Longer Process Time: Extended time between 
sterilization and filling can increase the risk of fungal 
contamination. 

4. Other Contributing Factors 

Substandard Resin Quality: The plastic used in 
forming containers may introduce contaminants if not 
of medical-grade quality. 

Process Validation Issues: Inadequate validation of 
FFS operations, including sterilization, forming, and 
sealing, can compromise product quality. 

Inconsistent Process Parameters: Fluctuations in 
temperature, pressure, or timing during FFS operations 
can result in suboptimal sterilization or sealing. 

Preventive Measures 

Enhanced Sterility Assurance: Frequent validation 
and monitoring of sterilization cycles. Use of high-
efficiency particulate air (HEPA) filters in filling 
areas. 

Stringent Environmental Control: Maintaining ISO-
classified cleanrooms and rigorous environmental 
monitoring. 

Thorough Inspection of Materials: Testing raw 
materials, resins, and water for contaminants. 

Regular Equipment Maintenance: Scheduled 
maintenance and replacement of worn-out machine 
components. 

Comprehensive Validation Protocols: Strict 
validation of forming, filling, and sealing processes to 
detect vulnerabilities. 

Training and SOPs: Ensuring operator training and 
adherence to standard operating procedures (SOPs) in 
aseptic techniques. 

By addressing these potential failure points, 
manufacturers can minimize risks associated with FFS 
technology for LVP production. 

---  

Reasons for failure in quality test of LVP s, 
manufactured by FFS technology 
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